«[MOT'OAKEHO» SATBEPIXKYIO»

[Tepmmit 3acTynHuk rososu JlepsxaBHoi ["onoBHU nikap KIiHIYHOT JiKapHi ,,Deodanis”
ciry>k0M YKpaiHu 3 JiKapChKUX 3ac00iB Jlep>kaBHOTO yIPaBIiHHS CIIPaBaMHU
09 nucmonaoa 2012 p. LK. /lemuenko 30 srcosmus 2012 p. LII. Cemenie

Koo sa HK 024:2023 — 63357

THCTPYKIIIA IO HABOPY PEAKTHBIB JIJISI BASHAUYEHHSI KOHIIEHTPAIIII
KAJITIO Y CHPOBATII ABO IIJTA3MI KPOBI TYPBIJIMMETPHYHUM

METO/IOM BE3 JEITPOTEIHYBAHHS

NMPU3HAYEHHA VD

Habip npu3HadeHnii 1715 BU3HAYCHHSI KOHIIEHTPAIlI KaJilo y CHpOBaTIli a00 T1a3Mi KPOBi JIFOAHMHH
B KJIIHIKO-JIIarHOCTUYHHX Ta 010XIMIYHUX JTa00PaTOPisSX, HAYKOBO-TOCII THUIBKIH MPAKTHII.

Habip po3paxoBanuii (3 ypaxyBaHHSIM XOJIOCTHX Ta KaJiOpyBaJbHMX MP00) Ha BIAMOBITHY
KUTBKICTh BU3Ha4YeHb Kanito (uB. Ilpumimky 11).

REF Mikpo HamiBMiKpo MaKpo REF MiKpo HamiBMiKpo Makpo
HP024.02 175 37 18 HP024.03 150 75 37

Jlianma3oH BU3HAYa€EMUX KOHIICHTpAIlii - Bijx 1 MMoms/n 1o 10 MMob/It.

Koeoiuient Bapiatiii Bu3HaueHHs - He Ounbiie 7 %.

Yytausicts 2 Ha 0,001 0. onTHyHOT minbHOCTI — He 6inbime 0,015 Mmons/a (578 HM).

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

["apanTiitHuil TepMiH TPUIATHOCTI HAOOPY - 12 MicSAIIB BiJl JHS BUTOTOBIICHHS.

Hab6ip mnpusHaueHwii misg 3acTOCYyBaHHS im vitro TIIbKM KBaTiiKOBaHUM J1abOPATOPHHUM
MIEPCOHAIIOM.

nPUHUNIT METOAQY
[Ipu B3aeMopii 10HIB KaJlil0 3 10HAMU TeTpadeHUIoopaTy y JyKHOMY CEpPEIOBHILI YTBOPIOETHCS
ctabipHa cycrensis. KamaMmyTHICTH cycneH3sii, BUMIpsHAa TpH JOBXHHI XBWJIl 578 HM, mpomnopiiiiiHa
KOHIIEHTpAIIii 10HIB KaJIif0 y TOCHIiTHOMY 3pa3Ky.

CKIIA] HABOPY
1. Ocamxyrounii pearent HP024.02 - 1 pnaxon 3 (75 £ 2) mi;
= rterpadenindopar Hatpito — (35,00 £ 1,75) mmons/m; HP024.03 - 2 pnakonu no (75 £ 2) mn
= Harpii inkuit — (200 + 10) mmosnb/n a60 3 ¢makonu no (50 £ 2) mu;
2. KanibpyBanbHuil po3unH Kaiiro HP024.02 - 1 pnaxon 3 (1,0 £ 0,1) M.
3 KoHLeHTpaieo (5,00 + 0,25) Mmmomb/n HP024.03 - 2 pnaxonn o (1,0 £ 0,1) mo.
OBJIAQHAHHA

1. ®oromerpuuHe OOJIQAHAHHS, SKE 3/aTHE BHMIPIOBATH OINTHYHY MHIUIBHICTH PO3YHMHIB TPHU JOBKHUHI
xBwIi 578 aM B miamaszoni (0 - 1) of. ONT. MITPHOCTI Ta JOBXKHHI ONTUYHOTO NUIAXy 10 MM abo 5 mm
(Mo:k1MBO BHKOPHUCTAHHSI ABTOMATHYHOIO aHaJjizartopa. IHCTpykuiss aasi aBTOMATHYHOIO
aHaAJTi3aTOPa BUCHJIAETHCS 32 3aMOBJIECHHSAM CIIOKMBA4a).

2. TIpoGipku micTkicTio 10 M1 (3riIHO 3 YUHHUMHA HOPMAaTHUBHUMH JJOKYMEHTAMU).

. ITimetku mictkictio 2 Ta 0,05 mur (ACTY EN ISO 835:2018).

3PA3OK OJis1 AHATI3Y
CupoBaTtka a00 renapuHizoBana (remapuHar JiTiio) mjiazma Kposi.
I'emomni3 Henpunyctumuii. 30epiranHs — He OuTble § roauWH mpu TemrepaTypi Bia wiroc 2 °C 1o
witoc 8 °C.

W

NPUIrOTYBAHHA POBOYUX PO34YUHIB
1.0cakyrounii peareHT roToBuii 10 po6oty. ITicas BUKOpHCTaHHS peakTHBy Ui aHanizsy HETAMHO
3aKpuiiTe (UIaKOH, 100 YHWKHYTH BHIIAPOBYBaHHS a00 KOHTaMiHAIil peakTuBy. Po3umH CTiKui
MPOTATOM MICSIIS TICHS PO3KPHUTTSA YIAKOBKM TMpW TemriepaTypi Bia twiroc 18 °C mo mmoc 25 °C B
TEMpSIBI.
2. KaniOpyBaJIbHUIl PO3YMH KaJil0 - TOTOBHM /10 poOOTH. PO3uMH CTIHKHI MPOTIroM MICSIs MICIs
PO3KPUTTSI YIIAaKOBKH Ipu Temrepatypi Bia mmoc 18 °C go mroc 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 BCTAHOBJICHOTO [iala3oHy, MepeBipTe oO0JiagHaHHS,
PEaKTHBU Ta MOKJIMBI TEXHIYHI TPOOIEMHU.

KoskHa 1aboparopisi HOBUHHA BCTAHOBHUTH BJIACHY BHYTPIIIHIO CUCTEMY KOHTPOJIIO SIKOCTI Ta KOPUT'YIOUi
Jii, SIKIIO KOHTPOJIb HE BIMOBIIa€ JOIMMYCTUMHUM HOpPMaM.

TMTPOBEOEHHA AHATII3Y
AHai3 TpoBOAATH Y BIMOBIAHOCTI 31 CXEMOIO, HaBEIEHOI Y TaduiIli 1.
Taobnuus 1
BinMipsitu B mpoOipKy, Mil Hocnigna npoba | Kanibpysanpaa mpoba | Xosocta mpoba

OcaJKyI0Unil peareHT 1,000 1,000 1,000
AHaJi3yeMuii po3unH 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 NEpeMillIaTH.

[Tonanpima inky6auis - 10 xe npu Temmeparypi Bia mwioc 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 mMoIIb/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
00CMedNCy8aH020 KOHMUHEHNTY.

IHTEP®EPEHL|IS

I'emomizoBaHi, KaamMyTHI a00 >KOBTSIHUYHI 3pa3ku, O11ipy0Oid Buie 40 Mr/a i a3oT ceuoBuHu Buiie 800
MT/JI JAIOTh 3aBUIIEH] Pe3yIbTATH.

Jlesiki JikapchKi mpernapaTd 1 cyOCTaHIlii, 0 MICTATh KOHCEPBAHTH, MOXKYTh BIUIMBAaTH Ha PE3yJIbTAT
BHU3HAYCHHSI.

IlixBuieHHsT piBHA Kajil0 BUKJIHKAKWTB: B -Anpenepriudi O6iokatopu (piako), amMiJIOpui, amiHO -
KaIlpOHOBA KUCJIOTA 1HT0ITOPH aHT10TEH3MH-KOHBEPTYIOUOro (hepMEHTY, IPOTUITYXJIMHHI 3aCO0H (HApHUKIIa,
nuknodocdamia, BIHKPUCTHH), apriHiH, medaaopiauH, UKIOCTIOPUH, MITOKCUH (TOKCHYHICTB), aJpeHaTiH
(mepBuHHU# edekT), GockapHET - HATpid, renapuH, ricTamid (B/B), 130HIA3MI, JITI, MAHITON, METHUIIMIIH,
HECTEpOiNHI MPOTH3aINabHI MpenapaTH, MEeHIMWIH (KalieBa cib), ¢deHGopMiH (MOJOYHO-KUCIUNA allu103),
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3aMIHHUKHM COJi, CIIPOHOJAKTOH, CYKUMHUIXOJIH, TETPAIMKIiH, TpUAMTEpEH, TPOMETaMiH, acKopOiHOBa
KHCJIOTa (BUCOKI JTO3H), JIEBOJOTA, JIITIMH.

3HM:KEHHs PiBHSI Kalil0 BHUKJIMKAKThH: [B-AnpeHepriuHi aroHicTu (Hampukiaa, caidyTamod,
TepOyTaliH), am0yTepos, aMiHOTJIKO3WIH, IM-aMiHOCATIIUIaT, aMIHOCAJIIUIoBa KHUCIOoTa (PIiIKo),
ampoTepiluH, a3NMOmWIIiH, OICaKOAWJ, KalpeoMIlWH, KapOeHIWIiH, KapOEHOKCOJIOH, XOJEeCTUPaMiH,
IUCIUIATHH, KJIOMAaMiJl, KOPTHKOCTEPOiqH, KOPTUKOTPOINH, IllaHKoOanaMmiH, aHTIApUA  JCKCTPO3H,
nukiaodenamisl, cedoriHHi (BKJIIOYAIOUW arera3onamia, OyMeTaHil, XJIOPTaliJOoH, €TaKpHUHOBA KHUCIIOTA,
dbypocemin, MeTojia3oH, XiHeTta3oH, Tiasuau), EJITOK, eHokcosnoH, ¢aioKoHa30, TIIOKAaroH, TIIOKO03a,
idbocdamin, I1HCYyNiH, JEBOJOINA, JIAKPUIlA, Me3JIOUWIiH, Haduwuniid, neHimuiaiH G (HaTpieBa Cifb),
dbeHondTanein, minepamwIiH, MOdIMIKCHH B, caminunatu, OikapOoHAaT HATpil0, XJIOPUCTUH HATPIH,
TUKApIUJIIiTH, TeO(DiTiH.

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

TIPUMITKHN

1. OcHosHnum Odrcepenom nOMUNOK € 3a0pyOHeHHA nocyoy i Kioeem. Pexomenoyemwcs euxkopucmanms
00HOPA308020 NIACMUKOBO20 NOCYOY.
2. Crnani Krogemu i nOCyo, Wo 8UKOPUCIOBYIOMbCS NPU AHANI3I NOGUHHI OYMU YIIKOM YUCMUMU, CHeYidIbHO
niocomognenumu, moomo 3zamovenumu 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 ITPU HAKJIAZCHIN 3AaBIIOIOYIM MaHKeTl MpH 3a00pi KPOBI Ha aHaJi3 MOXe, IPUBECTHU JI0
MiABUIIEHHS piBHS Kaiito B minasmi Big 10 % mo 20 %; remomni3 B 3pa3ky KpoBi a00 3BOJIKaHHS 3
BiJIOKPEMJICHHSIM IIIa3MU BiJ eputpouutiB (remodisz 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 YUCIOM JICHKOLMTIB, SKIIO 3pa30oK KpoBi OyB
3aJIMIIEHuil TIpy KiMHATHiN Temnepatypi, Tpom6oiuTos (> 1000 x 10° /i), neiikemis.
4. Icuye 10OOBUI PUTM KOJHMBaHb PiBHS KaJlito (MiHIMyM OJIN3bKO 22 TOJIMH, MAKCUMYM O 8 TOAMHI PaHKY).
5. YV 310poBHX AOPOCIUX JIIOJACH, 1MO30aBJIEHUX HOPMAJIbHOTO HAJXO/KCHHS Kalilo, 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 KaJIil0 BUKJIMKAE TTOABINTY BTPATY KaJito
3 ceyero.
7. Ilpu meTaboMIYHOMY ajKajao31l 3 XOpOoIIoKw (PYHKITIE€I0 HUPOK KOHIIEHTPAIIIl KaJlito 3a3BUYail TOHMKEH]; TIPH
METa0OIYHOMY aJKasio31 3 MOraHo (PYHKIEI0 HUPOK € AeilMT Kajito, OJHAK PiBeHb Kalilo B IUIa3Mi
HOpMaJIbHUI a00 TiBUIIICHUH 32 paXyHOK 3HHUKCHHS HOTO BUBEIICHHS.
8. KuinHiuHi cumnTomMu rinokaiiemii (BToma, cia0KicTh, rimopeduiekcis i, HapemITi, MepeXTiHHS IIUTyHOUYKIB)
MOXYTb 3'IBUTHCSI TIPU PAaITOBOMY 3HMKEHH1 KOHIIEHTpaIlii Kajito < 2,0 MMOJIb/I.
9. T'inepkamiemiss MPUBOAUTH A0 M'A30BO1 30YAJIMBOCTI, BKJIIOYAIOYM MiJABUIICHY 30YAJIUBICTH CKEIETHUX
M's31B 1 miokapay. Ha enextpokapaiorpami migBumeHuid 3yoenp T; koHmeHTpaii > 7,0 MMOJB/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 npu BUTpPATi 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

AHauizyemuii po3uuH : Ocaxxyrouunii pearenr =1 : 40

AIAFHOCTUYHI XAPAKTEPUCTUKN
1. T.Hinsnmeﬂfm HAAXOMKEeHHSI KaJil; MAaCUBHHMM TEMOJI3; BaXXKl IOIIKOIKCHHS TKaHWH, TOCTpE
rOJIOAYBaHHs (QHOPEKCis HepBO3Y); TiMEepKIHETHMYHA AKTUBHICTB; 3JI0SKICHA TiNEpIipeKcis Micis aHecTesii;
rinepKagieMIYHUN TIEPIOAMYHUAN Mapajid; anuao3; AeriapoTallis. 3HIKCHHS BUBEJACHHS KaJlil0 HUPKaMU: BCl
BUIIA/IKK TOCTPOi HUPKOBOT HEIOCTATHOCTI 3 OJIroypi€eio abo aHypiero 1 anumo30M; 3aBepiaibHi cramii XI1H;
xBOpoOa ApmicoHa; TIMOMYHKIS pPEHIH-aHT1I0TEH3WH-AJIbIECTEPOHOBOI  CHUCTEMH; TICEBIOTIMOATBIO -
CTEPOiHI3M, MICJIs BXKKOTO (i3UYHOTO HaBaHTAKEHHSI; IPH LIOL; TPH iIIeMil TKaHUH.
[IIBuKe BIUBAaHHS PO3YMHY KaJito, TPOIOBKEHHS JIKYBaHHS KaJlleM TICIs 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 diypes; anxkonos; OiabemuyHull
Kemo3 6 nepiod 2nroKoneoceneza, npu esedenHi AKTI;, kopmusony abo mecmocmepony). 3 nomom:
mykogicyuoos. Ilepepoznodin e opeamnizmi: Jlikyeanus 2nioKo300 ma IHCYIIHOM, CiMelHull nepioOuyHull
napaniu. 3miwani opmu. I'inomepmin, empama uepe3 Openyroui panu i oniku, 1iKy8aHHsI Me2aiod1acmuol
anemii gimaminom BI12 abo ¢honiesoro Kuciomoio, nyxiuHa OCMPIBKOSUX KIIMUH NIOULLYHKOBOI 3d103U,
oynimis.

Kniniunuit 1iarH03 MOBUHEH BCTAHOBJIIOBATHCSA Ha OCHOBI iHTErpallii JabopaTOpHUX 1 KINIHIYHUX JaHUX.

MMAPAMETPU ITPOIrPAMYBAHHA

HaiiMeHyBaHHS Ha0OpY pEaKTHBIB Karini
Tun ananizaTopa (HamiBaBTOMAaT/aBTOMAT) HaIliBaBTOMAT
Merton BuMipy KT
3MiHa ONITHYHOI MIJIBHOCTIL 3061IpITyETHCST
JloBxxHHA 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/TI
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. Ocamxylounil peareHT - BKJIIOYa€ TiIpooKuc HaTpito (inka peuyoBuHa). KamiOpyBampHHI po3unH
BKJIIOYA€ a3u]] HAaTPio (OTpyiHA pEUOBUHA).

YTUni3AUIsA
Bci 3paskm ans aHamizy BBaKalOTh 3a Marepiai, SKuid Moxke Oyt 1H(DIKOBaHWM, 1 pa3oM 3
MOXIIMBUMH  3QJUIIKaMH  PEaKTHBIB  IIUISTa€  3HHUIICHHIO  BIJNOBIAHO /IO  3aTBEP/KCHUX
BHYTPIITHBOJIIKAPHSIHUX TIPABHIL.
[TamepoBy ynakoBKy 37aiiTe B MaKyJaTypy, BUIIOJIOCKAHY Tapy - B COPTOBAHE CMITTS.
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