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THCTPYKIIA 10 HABOPY PEAKTHUBIB 1151 BHBHAYEHHSI
KOHIEHTPALII HATPIIO B CHUPOBATIII KPOBI KOJIOPUMETPUYHUM
METO/J1OM 3 ®OCDPOHA3O 111

NMPU3HAYEHHA IVD

Habip npusHaueHuii jyisi BU3HAYEHHS KOHIIGHTpAllli HATPII0 B CHPOBATIL KpOBi
KOJIOPUMETPUYHUM METOJIOM Yy KIIHIKO-A1arHOCTHYHUX 1 O10XIMIYHUX Jaboparopisx Ta
HayKOBO-JIOCIHUIIbKINA MPAKTHIII.

Habip pospaxoBanuii Ha 50 makpo-, 100 HaniBmMikpo- uu 200 MikpoBH3HAYeHb HATPIIO
(3 ypaxyBaHHSIM X0J10CTHX Ta KajaiOpyBajabuux npod) (Jdus. Ilpumimky 3).

Jliara3oH BU3HAYaeEMUX KOHILIEHTpaliil — Bia 40 MMob/a 10 180 MMoJIb/ 1.

KoedirmienT Bapiarii BusHaueHHss — He OibIne 7 %.

Yyrmueicts ' Ha 0,001 ox. onTUuHOI MiABHOCTI — He Ginbme 0,8 MMoan/1 (630 HM).

36epiranus Habopy — mpu TemiiepaTypi Bix mwitoc 2 °C mo mmoc 8 °C.

["apanTiiiHuii TepMiH TPUAATHOCTI HA0OpYy — 12 MICSAIIIB BiJl THA BUTOTOBJICHHS.

HaO0ip npusHnaueHuii 4151 3aCTOCYBaHHS in vitro TibKU KBajli(pikoBaHUM J1a0OpaTOPHUM
MIEPCOHAIIOM.

MPUHLNM METOLY

[Tpu B3aemonii 10HIB HaTpito 3 ocdonazo Il yrBoproeTscs 3a0apBieHNU KOMILIEKC.
[nTeHcuBHICTH 3a0apBIICHHS PEaKiiHOI CyMillll MPOTMOpLiiiHa KOHIEHTpALlli 10HIB HATPiIO B
JOCJIITHOMY PO3YHHI.

CKIIA4Q HABOPY
1. ®ochonazuuii peareHt - 10 ¢pnakonis mo (20 £ 1) mu ab6o
- ¢ocdonazo III (0,20 + 0,01) mmosb/n 4 pnaxonu no (50 + 2) mu;
2. KanibpyBanbHUI PO3UMH HATPIIO - 2 mikpornpoOupku o (1,0 £ 0, 1) mu.

(BimmoBigae mpoOi 3 KOHIICHTPAIII€I0 HATPII0 A MMOJIB/M)
(TOYHE 3HAYEHHS KOHIICHTpAIIli HATPIIO
3a3HAYCHO Ha MIKPOTPOOUPIIi 3 KaaiOpyBaIbHUM PO3UNHOM)

OBJIAOHAHHA
1. ®oromeTpuyHe OOMagHAHHS, IO 3a0e3Meuye BUMIPIOBAHHS ONTUYHOI IIIIBHOCTI IpU
(630-650) am y mianmaszoni (0-1,0) ox. ONTHUYHOI MIUTBHOCTI Ta OBXHWHI ONTHYHOTO
Xy 10 mm (MoKIMBO BUKOPUCTAHHSI AaBTOMAaTHYHOI0 aHaJjizaTropa. [HcTpykuis
AJIS1 aBTOMATHYHOI'0 AaHATI3aTOPa BUCWIAETHCS 32 3aMOBJICHHSAM CIIOKMBAYa).

2. Tlpo6ipku micTkicTio 10 M (3riIHO 3 YUHHUMU HOPMATHBHUMU JOKYMEHTAMM).
3. ITimetku mictkictio 0,05 Ta 2 mur (JICTY EN ISO 835:2018).

3PA30K AJis1 AHATI3Y
CupoBarka kpoBi. ['emoni3 Henpunyctumuii. LlentpudyryBatu KpoB MIOHANIIBHIIIE.
Hartpiit mpu temmnepatypi Bix mwitoc 15 °C mo mmroc 30 °C crabinpHuii 24 TOOUHU, PU
Temneparypi Big mpu mmoc 2 °C mo mmoc 8°C - 2 TrxkHi 2.
NMPUIOTYBAHHS POBO4YUX PO34YUHIB
1. ®ocdonasHuii peareHT roToBUi 10 poOOTH. Ilicias BUKOpHCTaHHS PEAKTUBY JIs
ananisy HETATHO 3akpuiite (iakoH, o6 YHUKHYTH BUIIApIOBaHHA abo KOHTaMiHAIi

| HaGopu moBuHHI TpaHCTIOpTYBaTHCS MpH TemrepaTypi Big + 2 °C mo + 25 °C ycima BUIaMu KPUTOTO TPAHCIIOPTY. JlomycKkaeThCsl TpaHCTIOPTYBAaHHS MPH TeMriepaTypi 1o + 25°C o 3-ox nib. |
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peakTuBy. Po3unH CTifikuil HA IPOTSA31 MICALIS TICIS PO3KPUTTS YIAKOBKHU MPU TeMIepaTypi
Bix toc 2 °C no iroc 8 °C B TeMpsiBi.

2. KaniOpyBaJbHMii pO34HH HATPiI0 - TOTOBUH 10 poO0TH. Po3uuH cTiiikuii HA MpOTA31
MICSIIIS TIICIIST PO3KPHUTTS YIAKOBKHM Mpu Temmepatypi Bia rmioc 18 °C mo mmoc 25 °C B
TEMpSIBI.

NMPOBELOEHHA AHATII3Y

AHaJti3 TpoBOAATH y BIJMIOBIIHOCTI 31 CXEMOI0, 0 MpeacTaBieHa B Tabauii 1.
Taobnuus 1

Biomipamu y npooipky, | Kaniopyeanvna npooa Jlocniona npooa Xonocma npoba
i Makpo Hariis- Mikpo | Makpo Hariis- Mikpo | Makpo Hariis- Mikpo
MIKpO MIKpO MIKpO

Kaniopysanvnuii po3uun 0,04 0,02 0,01 - - -
Ananizyemuit mamepian - - - 0,04 0,02 0,01 - - -
Dochonaznuii peazenm 4,00 2,00 1,00 4,00 2,00 1,00 4,00 | 2,00 | 1,00
3MINIYIOTh, IEPEHOCSATH BUMIPIOEMUN PO3YUH 10 KIOBETH 1 BATPUMYIOTh 6 XB MpU TeMIEpaTypi
mitoc 25 °C B ktoBeTi (crocyeThest Kaniopysanvnoi, /locnionoi ma Xonocmoi npoo). BumipioroTh
ONTUYHY LIUIbHICTb A0Ca1AHOT TPOOU (Exoca) 1 KanibpyBanbHOi 1pooU (Exar) npomu xonocmoi
npoo6u. 3abapBreHHs ctabinpHe poTsiroM (15 £ 2) xB.
Domomempysanns - ous. po3din “Oovraonanns’.

PO3PAXYHOK
BenyTs 3a hopmynoro (1):

C=%XA, MMOJIB/JI, 7€ (1)

C - KOHIIEHTpAIlis HATPIiIO B MPOO1, MMOJIB/JI;

E,,., - EKCTUHIIS JOCIIIHOT MPOOH, Of. ONTUYHOI IIIJTLHOCTI;

E,, - €KCTHHIIIS KaliOpyBaidbHOI MPOOH, OJ. ONTUYHOI IIITHHOCTI;
A — KOHIIEHTpAIlisl HaTPilO B KaTOpyBaIbHOMY PO3YHHI, MMOJIb/JI.

HOPMA/JIbHI BEJIUYUHN:!

CupoBaTKa KpoBi
Hemogiara, nynosuna - 126 - 166 mmomw/7;
HemoBnsta - 133 - 146 Mmmonb/1;
Hitu 1o 1 poxy - 139 - 146 mmonw/7;
itn - 138 - 145 mmounb/m;
Jlopocai - 136 — 145 mmob/11.

Jani eenuuunu opienmosti, 8ionosiono 0o npasun GLP (Hanescnoi Jlabopamopmnoi
Ilpakxmuxu) pexomMeHOYEMbCS BU3HAYEHHS GAACHUX HOPMANbHUX BEIUYUH 6 KOJICHIU
nabopamopii, xapaxmepHux 01 06CMeNCY8AH020 KOHMUHSEHMNY.

KOHTPOIJ1b 5IKOCTI

JIIst  KOHTpOJIO XOay peakiii Ta Tpoleaypd BHUMIPIOBAHHSI PEKOMEHIYETHCS
BUKOPHCTOBYBAaTH KOHTPOJIbHI CUPOBATKH 31 3HAYCHHSMU, BU3HAYCHUMHU JAHUM METOIIOM.
Hanpuxnan: ®inoHopm™ abo ,,Dinollar” (Ykpaina).

SIk10 3HaYEHHS KOHTPOJIO BUXOJSATH 332 MEKI BCTAHOBJICHOTO Jiana3oHy, MepeBipTe
00J1aTHaHHS, PEAKTUBH Ta MOXJIMBI TEXHIYHI MPOOIEMHU.

Koxxna nmabGopartopis MOBMHHA BCTAHOBUTH BJIACHY BHYTPIIIHIO CHUCTEMY KOHTPOJIIO
SIKOCT1 Ta KOPUTYIOY1 i1, K0 KOHTPOJIb HE BIAMOBIAAE JOMYCTUMUM HOPMaM.

BupoOHuk 3anuiiae 3a co60ro MpaBo BHOCUTH 3MiHHU 0Oe3 rornepeHboro nopigomieHHs. Jlara ocranupoi nepesipku 18.01.2024
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AIAFHOCTUYHI XAPAKTEPUCTUKUN

Hatpiii — ocHOBHUII KOMITOHEHT KAaTiOHIB MO3AaKIITHHHOI pinuHU. BiH MoB's3aHuii 3
XJIOpUJOM 1 61KapOOHATOM TIPH PETYJIFOBaHH1 KMCJIOTHO-TY>KHOTO OanaHcy. [HIIa BaxinBa
(YHKIIIS HATPiIO — MIATPUMKA OCMOTHYHOIO THUCKY TUIECHHMX PIJMH, 1 3a1I00IraHHs, TaKUM
YUHOM, HaAMIpHOI BTpaTu piauHU. Hatpiii Takox crpusie 30€peKeHHI0O HOPMaIbHOI
M'sI30BOi Yy TJIMBOCTI 1 TPOX1THOCTI KJIITHH.

OCHOBHE JDKEpesIo HaTpII0 B OPraHi3Mi JIIOJWHU — XJIOPHJ HATPIIO, 110 MICTUTHCS B
K1, [0 TpUMMAaEThCs. b1t TPETUHU HATPIIO0 MICTUTHCS B CKEJIETI, @ OCTaHHS MOr0o YacTKa -
B MO3AKTITUHHIN PiIUHI.

Hartpiit 3umxkyerbest Ha 1,5-3,0 MMOJIB/IT TIPH KO>KHOMY TTiJIBHIIIEHHI TJIFOKO3U B KPOBI
Ha | r/m.

Tinepuatpiemis T. Cran, mo CYTIPOBOIKYETHCSI BTPATOIO PITMHU TIPU HAITUIITKOBIM
BTpaTi cojeil uepe3 mkipy (mpodys3nuil mit), nereHi (tTpuBasie rinepnHoe), LIKT (Baxka
0s1roBOTa 200 Jiapes pi3HOI €THOJIOTIi) a00 HUPKH (Y BUOAAKY MOJiypii MPU HEIYKPOBOMY
niaberi, M1a0€TMYHOMY aIlua031); MiJABUIIEHA 3aTpUMKa HATpil0 B HHUPKax IIpHU
rinepajbI0CTePOHI3Mi, CUHAPOMI ab0 XBopoOi KyminHra; HeagekBaTHe NMOTJIMHAHHS BOJU
BHACIIJIOK HEaJeKBaTHOTO MeEXaHI3My cmpard (Hamp., Topas3ka TimoTajlaMyca);
3HEBOHIOBAHHS; HAUIMIIKOBA COJILOBA Teparris 1.

Tinonarpiemisi . Husbke HAIXOMKCHHS B OPraHi3M HATPi0; BTpaTa HATPIlO
(rimoHaTpieMis BiJi BUCHAaXKEHHS 3amaciB) y pe3yibTaTli OJIOBOTH, Jiapei, HaJJIUIIKOBIN
HOITJAMBOCTI MpU  aJeKBaTHOMY BOJHOMY M HeEaJeKBAaTHOMY COJbOBOMY 3aMIilll€HHI,
3JIOBKMBAHHS JlypeTUKaMu (HaOUIbII MOIIMpEeHa KIiHIYHA MpUYUHa) ab0 Hedpormaris i3
BTPATOIO COJICH (IOMIKICTO3 Ta KICTH MO3KOBOI PEUOBUHHM HUPOK; XPOHIUHUM Ti€OHEDPUT,
HUPKOBUN KaHAJIBIIEBUM allW]103); OCMOTHYHHUN Jiype3; MeTa0omTHUH amuao3 (3
MIJBUIIEHUM BHIUICHHSIM KaTiOHIB); MEPBUHHA i BTOPMHHA HAJHUPKOBA HEIOCTATHICTB;
ypomxeHa Hagaupkoa rinepmuiasis (CAH) 3 nedinurom 2 1-rigpokcunasu (ayke 4acTo) Ta
immm popmu CAH 13 BTpaToro  cojeil, 130Jb0BaHUN  TiMOAJIbAOCTEPOHI3M,
TICEBIIOTIMOANBOCTEPOHI3M (BIICYTHICTh peakilii HUPKOBUX KaHAIBIIB HA ajbJIOCTEPOH);
TIOHATPIEMISI PO3BEICHHS 3 HAOPSKAaMHU, aCIIUTOM MPU XPOHIYHIN CepIieBii HETOCTATHOCTI,
I[yKPOBOMY Jia0eTi, IUpo3l TEeYIHKHA, T[EeYIHKOBOI HEIOCTaTHOCTI, HEPPOTUIYHOMY
CUHAPOMI, IHTEPCTULIATILHOMY He(pUTI, HEJTOCTATHBOMY XapuyyBaHHI a00 1HTOKCHKAIIIl
piauHOO; TrinoTupeoinusmi; rinepocmoisipHocti; SIADH, iHdekiisix jereHiB; roctpii
THTEPMUTYIOUii Opdupii; MCUXOTE€HHIN MOJIUIICIT; TOMWJIKOBIM TIIOHATPIEMIT IPU BKpa
3HAYHIA TinepTpuriinepuaeMii abo TrinepnpoTeiHeMii; Tinepriikemii, HaAJIUIIKOBINA
cexpenii AJ[[" 1.

[ToeqnanHs TiMmoOHATpiEMIi 3 OCMOJIAPHICTIO CE€Yl, IO TNEPEBUIILYE OCMOJISIPHICTH
I1a3MH, CBITYUTH PO MOXKIIMBY HeaJlekBaTHY cekpenito AJII.

Kiiniuauii 1iarHo3 MOBUHEH BCTAaHOBIIIOBATHCS HAa OCHOBI IHTETpaIlli KIHIYHHX 1
71a00paTOPHUX JTaHUX.

IHTEP®EPEHL|ISA
MyTHa abo icTepoigHa CUpOBaTKa J1a€ XUOHO MIBUILCHI pe3yJIbTaTH.
Ha xi BU3HaueHHS TaKOXK MOXKYTh BIUIMBATH JIIKH 1 pEYOBUHU >,
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YTUni3Ayis
Bcei 3pa3ku nns aHanizy BBaXKaloTh 3a MaTepiall, KU Moxke OyTu iH(IKOBaHUH, 1
pa3oM 3 MOXJIMBUMH 3QIMLIKAMH PEAKTUBIB MiAJArae€ 3HUIICHHIO BiANOBIIHO [0
3aTBEPKEHUX BHYTPIIIHbONIKAPHIHUX TPaBUIL.
[TaniepoBy yImakoBKy 3/1aiiTe B MaKyJIaTypy, BUIOJIOCKaHy Tapy - B COPTOBaHE CMITTsl.

3ACTEPEXHI 3AXo4qn
1. ITpu poOOTiI BUKOPUCTOBYBATH T'YMOBI pyKaBUYKHU, 3a00POHEHO ICTH, TUTH, KYPHUTH.
2. Yci po3uuHH BKJIIOYAIOTh OTPYHHI PEUYOBHHH.

TMPUMITKHN

1. OCHOBHUM JKEpENIOM MOMUJIOK € 3a0pyIHEHHS TIOCYy Ta KIOBeT. PekoMeHyeThes
BUKOPHUCTAHHS OJTHOPA30BOI0 IJIACTUKOBOIO MOCYLY.

2. KwoBeTtn 1 mocyf, 10 BUKOPHCTOBYIOTHCS MpU aHali3l MOBUHHI OyTH LILJIKOM
YUCTUMHU, CIICIIAIBHO MIATOTOBICHUMH, TOOTO 3aMOYEHUMHU Ha JeKiabka roguH y HNOs
(xoHIIEHTpaIlis 01151 2 MOJIB/JT), @ HOTIM PETEILHO MPOMUTHUMU Ta BUCYILICHUMH.

3._Po3paxoBaHo mnpu_BUTpPaTi po34yuHiB_peareHTiB 1.0 Mu _(Mikpo-), 2.0 mu
(HamiBMikpo-), 4.0 ma__(Makpo-). BuTpary peakTHBIB _MOKHAa _MaclITa0yBaTH,
BUIMOBI/IHO /10 _acmipauiiiHOro 00'eMy KIOBETH aHAJI3aTOPA, BUXOASYH 3 MOCTiHHOIO
CIIiBBITHOIIICHHS:

dochona3Huii pearent : AHaaizyemui pouns =100 : 1.
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