«[MOTI'OAKEHO» 3ATBEPIXYIO»

[lepunii 3acTynHuk rosnosu Jlep:xaBHOi I'onoBHwmit nikap kiniHivHOI JiKapHi ,,deodanis”
CITy>k0u YKpaiHu 3 JIKapChKUX 3aC001B Jlep>xaBHOTO yITpaBJIiHHSA CIIpaBaMU
09 nucmonaoa 2012 p. Lb. /lemuenko 30 orcoemus 2012 p. LII. Cemenie

Koo 3a HK 024:2023 — 59123

IHCTPYKLISI 10 HABOPY PEAKTHUBIB JJISI BABHAYEHHSI HEOPTAHIYHOT'O
®OCDOPY Y BIOJIOTTYHUX PIIMHAX

(BE3 JENMPOTEIHYBAHHSI) (UV-BAPIAHT) IVD

NMPU3HAYEHHA

Hab6ip mpusnaueHuii juisi BU3HAYCHHS KOHIEHTpallli HeopraniuHoro dochopy (ax docdary)
MeTooM 0Oe3 aenporeinyBaHHs (yibTpadioieTOBUN BapiaHT) y CI/IpOBaTI_II KpOBi 1 cedi JIIOJUHU B
KJIIHIKO-J[IarHOCTUYHHX, 010XIMIYHUX 1a00paTopisiX, HAYKOBO-TOCIITHUIIKIN MPaKTHIII.

HaGip po3paxoBanuii (3 ypaxyBaHHsIM XOJIOCTHX Ta KaJiOpyBajdbHUX MP00) Ha BIATMOBIIHY
KUTBKICTh BU3HAUCHB HeopraHiuyHoro dhochopy (dus. Ilpumimky 3).

REF Mikpo HamiBMiKkpo MaKpo REF MiKpo HamiBMiKpo Makpo
HP023.03 250 125 60 HP023.04 1000 500 250

Jliana3zoH BM3Ha4YaeMux KoHIeHTpamii - Big 0,05 mmons/n go 6,46 mmons/n (Big 0,15 mr% mo
20 mr%).

Koediuient Bapianii B cepii - He O6inbiie 5 %.

Yyrausicts * Ha 0,001 ox. onTruHOi minbkHOCTI — He Ginbme 0,0065 Mmons/i (340 Hm).

36epiranHs Habopy - pu Temmepatypi Bif miroc 2 °C no miroc 8 °C.

["apanTiitHU# CTPOK IPUAATHOCTI HAOOPY - 12 MiCSAIIB Bif THS BUTOTOBJICHHS.

HaGip mnpusHaueHuii 1yl 3aCTOCYBaHHS im vitro TIIbKH KBallipiKOBaHUM JIabOpaTOPHUM
MEPCOHATIOM.

NMPUHLNIT METOARY
Heopraniuamii ¢ochar yTBOproe i3 MomiOAaTOM AaMOHIIO B KHCIOMY CEPEIOBHUIII
dochomonionaTHmt KoMIIekc. ONTUYHA NIUTBHICTh KOMITIEKCY, [0 YTBOPUBCS, IPSIMO MPOTIOPIIiiiHA
KOHIIEHTpaIlii HeopraHiyHoro (ochopy B ipoOi 1 BUMIPIOETHCS MpU TOBXKKHI XBUJII 340 HM.

CKITIAJ HABOPY
1. MonibnenoBuii peareHT HP(23.03 - 2 ¢akonu 1o (125 £ 2) mu;
- momi6aat amoHito (0,300 £ 0,015) Mmoms/a HP023.04 - 1 nsimka 3 (1000 £ 20) mo;
- IETEPreHTH, aKTUBATOPH
2. KanibpyBansauii po3unt dpochopy HP023.03- 1 ¢pmnakon 3 (5,0 £ 0,5) mi.
((1,615 £ 0,080) mmounb/nt a6o (5,00 + 0,25) mxr %) HP023.04 - 2 pnakonu 1o (5,0 = 0,5) mu.
3PA30K

CupoBartka, renapuHizopana miasma, ceaa, CMP.

CupoBatka, HaTmecepie. He momyckatu remoizy i TpUBAIOro BEHO3HOTO CTa3y. BimokpemuTn
BiJl €PUTPOLIUTIB K HalmBuAme (MpoTsaroM 1 roxuuu micis 300py 3paska). 3pa3ok cTabUIBHUI MpH
temnepatypi Bix mioc 2 °C mo mmoc 8 °C Ha mpoTs3i 7 ai0, y 3aMOpPOXKEHOMY BUTIISAL MPOTITOM
JCKUTBKOX MicsIiB. JKOBTSIHHUHY CHPOBATKY MOXKHA BUKOPUCTATH 10 KOHICHTpaii O6iipy6iHa y Hii
HUXK4Ye 86 MKMOJIB/II.

Ceua, 3a 100y. 30upaTu y NPOMUTUN KHUCIOTOIO mocyn 6e3 nereprentiB. Ilimkuciutu 10%
COJISHOIO KHMCJIOTOFO MicCJIs 3aKiHdeHHs 300py ceui 10 pH<3. 3pa3ok cTabinpHUI TIpU TeMIiepaTypi Bij
mitoc 2 °C go mmoc 8 °C go 10 mi6. Ilepen anamizom cedy HeoOxigHO po3Bectn B 20 pasiB
¢bi3ionoriydiM po3urHOM. [Ipu po3paxyHKax pe3ysbTaT aHalli3y MOMHOXKUTH Ha 20).

CMP — 306epiraTu ik CHPOBaTKYy.

OBJIAOHAHHA
1. ®oTtomeTpuuHe 0OJaTHAHHS, 110 3a0e3Meuye BUMIP ONTUYHOI MIITBHOCTI PO3YMHIB TIPU JOBXKHHI
xBual 340 uam y mianazoni (0-1,0) ox. onT. HIUIBHOCTI Ta JOBXKHHI ONTUYHOTO HUIAXy 10 MM
(Mok1MBO BHKOPHCTAHHS ABTOMATH4YHOI0 aHaJi3aTopa. IHCTpyKIisi 1Jisi aBTOMATHYHOIO
aHAJI3aTOpPa BUCHJIAETHCH 32 3AMOBJIEHHSIM CIOKIBAYa).

|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.



2. IIpoOGipku MicTkicTio 10 Mt (3TiIHO 3 YAHHUMH HOPMATUBHUMH IOKYMEHTAMH ).
3. Iimetku mictkicTio 1; 0.1 Ta 5 Mt (ICTY EN ISO 835:2018).

NMPUrOTYBAHHS POBOYNX PO34YUHIB
Bci po3uMHHU TOTOBI 10 3aCTOCYBaHHS 1 MPUAATHI O CTPOKY 3a3HAUYEHOTO HA YIAKOBII.
HeraitHo 3akpuBaTé (JIakoHW Ticis 3aKiHYeHHS poOOTH, MO0 YHUKHYTH BHITAPIOBAHHS
peakTuBy abo Horo koHTamiHalii. MakcuManbHa eKCTHHINSE MOoTiO€HOBOTO peareHTy NpoTH BOIH
npu 340 um — 0,54 of1. ONT. UIITEHOCTI.

TMPOBEQEHHS AHATII3Y
AHaJi3 IpoBOIUTHCS Y BIIMOBIIHOCTI 31 CXEMOI0, HAaBEICHO!O B Tabui 1
Tabnuus 1

Jlocninna npo6a | KanibpysanbHa npoba XomocTta npobda
Biamipati B npodipky, M Maxkpo HgniB- Mikpo |Makpo H?ZmiB_ Mikpo |Maxkpo HgniB- Mikpo
MiKpO MiKpO MiKpO
MonibeHoBwmii peareHT 4,00 | 2,00 | 7,00 | 4,00 | 2,00 1,00 | 4,00 | 2,00 | 1,00
AmnanizyeMuii po3unH 0,04 | 0,02 | 0,01 - - - - - -
Kani6pyBansuuii pO34YnH
dbocdopy - - - 0,04 0,02 0,01 - - -
Bona quctuinboBana - - - - - - 0,04 | 0,02 | 0,01
[lepeMintytoTh, BUTPUMYIOTH 5-6 X6 mipu KiMHaATHiM Temmnepatypi (Bix mmoc 18 °C mo tutroc
25 °C) 1 BUMIPIOIOTh ONTHUYHY HIIIBHICTh AOCHIIHOT MPOOH (Ejocn) 1 KamiOpyBabHOi TTpoOU (Exan)
NPOTH X0JIOCTOI MPoOM (3a0apBIEHHS CTIHKE MPOTATOM 60 X6).
PoToMeTpyBaHHS - AUB. po3ail «Ob6sa HaHHSY.

BU3HAYEHHS ®OC®OPY B JIIMEMIYHUX CUPOBATKAX
VY BuUMajaKy JIMEMIYHHX CUPOBATOK HEOOX1THO BUMIPSITH 3HAYEHHS XOJIOCTOT MPOOH CHPOBATKH
Esin. 3Mmimyrots 0,01 it mpodu 1 1 ma 0,9% di3ionoriyHoro po3dunHy Ta BUMIPIOIOTH a0CcopOIio
X0J10CcTOi Tpobu cupoBaTku Exin. Pazpaxynok — 3a popmymoro (2).

PO3PAXYHOK PE3YJIbTATIB
Po3paxyHok koHueHTpaiiii ¢pocdopy nmpoBoasTs 3a hopmynamu (1) Ta (2):

C= %u,ms{@)}, ne (1)

Kan.

C= (Eoom. — E,'lin) x 1,615{(5)},,[[6 (2)
EI\‘LL”I.

1,615 (5) — xoHuenTpais ¢pochopy B KaniOpyBaIbHOMY pO3UUH1, MMOJIL/T (MI%);

Ejocn - ONTHYHA MIUTBHICTE AOCIIIHOT TPOOHU, O. ONT. HIUTHHOCTI;

Exax - OnTHYHA ITBHICT KadiOpyBanbHOI TPOOH, OJ1. OMT. IILTBHOCTI;

Ein - OITHYHA MUTEHICTH X0JI0CTOT IPOOH JIIMEMiYHOT CHPOBATKH, OJI. OTIT. IIUIBHOCTI;

C — xonuentpauis pochopy B AocaiaHIi mpodi, MMOIb/11 (Mr%).
Otpumany KoHIIeHTpalio ¢hochopy B cedi HEOOXi1JHO MTOMHOKUTH Ha KoeillieHT po3BeacHHS - 20.

KOHTPOIJ1b AAKOCTI

JlJis KOHTPOJIIO XO/Ay peakiii Ta Mpoleaypu BUMIPIOBaHHS PEKOMEHIY€EThCS BUKOPUCTOBYBATH
KOHTPOJIbHI CHPOBATKH 13 3HAYCHHSIMHU KOHIICHTpAIlii, BU3HAYEHUMHU IaHUM Metojom. Hampukmnan:
Diacon N, Diacon P (Asctpisi), TruLab N, TruLab P (Himeuuuna), "®inoHopm™ abo ,,dimollat”
(Vxpaina).

SIKuo 3HAUEHHS KOHTPOJII BHUXOJATH 3a MeEXI BCTAaHOBJICHOIO Jiama3oHy, IepeBipTe
o0JlaHaHHS, PEaKTUBH Ta MOXKIIMBI TEXHIYHI MPOOIEMH.

Koxxna mabGopatopist mOBUHHA BCTAHOBUTH BJIACHY BHYTPIIIHIO CUCTEMY KOHTPOJIO SIKOCTI Ta
KOPHUTYIOYI 111, SIKIIIO KOHTPOJIb HE BIAMOBIAAE TOMyCTUMUM HOPMaM.

HOPMAIJIbHI BEJIUYUHN

CupoBarka !
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Hopocmi 12-60 poxkis:
Yomnogiku crapuie 60 pokis:
XKinku crapmie 60 pokis:
Hemognsra:

Hitu, 10 1i6-24 Mic.:

Hitu, 24 mic. — 12 pokiB:
Ceua!

Hopocni:

CMP 2

Hopoci:

Hani senuuunu opienmogHi, 8i0nosiono oo npasun GLP (Haneaxcnoi Jlabopamopnoi Ilpaxmuxu)
PEKOMEHOYEMbCA GU3HAYUEHHS BIIACHUX HOPMANbHUX BEIUYUH 8 KOJCHIU 1abopamopii, xapakxmepHux

ons 06(377’1@91‘6’_)/6617-[020 KOHMUHcEHN) .

0,87 — 1,45 mmonw/n
0,74 — 1,20 MmmoIIB/1
0,90 — 1,32 MMOJIB/1
1,45 — 2,91 Mmmomb/n
1,45 — 2,16 Mmmomb/n
1,45 — 1,78 Mmmonw/1

29 — 48 mmoaB/CyT

0,39 — 0,68 MmMoOJIB/1T

(2,7—-4,5 Mmr%)
(2,3 3,7 Mr%)
(2,8 —4,1 mr%)
(4,5 -9,0 mr%)
(4,5 —6,7 Mr%)
(4,5 - 5,5 Mr%)

(0,9 — 1,5 r/cyT)

(1,2 -2,1 mr%)

MMAPAMETPU ITPOIrPAMYBAHHA

HaiimenyBaHHs1 HA0OPY PEaKTUBIB Docghop YO
Tun anaizatopa (HamiBaBTOMAaT/aBTOMAT) Oy Ib-SIKHit
Merton BUMIPY KT
3MiHa ONITHYHOI MIJIBHOCTIL 306111y ETHCSI
JloB>kKMHA XBHJIi, HM 340
Bumip npotu KonTtpoapHoi mpobu
Temneparypa peakuii, °C 18-25
UunHUK -
KoHnenTpartist crangapty 1,615
CriBBiIHOIIIEHHS peareHT/mpoda (MKJI/MKI) 1000 : 10
KinpKicTh BUMIpiB, HE MEHIIIE 1

Yac nepeninkyoarii, ¢ -

UYac peakiiii, ¢ 300
OnuHUI BUMIpY MMOJIB/II
Bepxus Mexa abcopOriii KOHTpOJIEHOT TpodH, A 0,8
Hwxns Mmexa abcopOuii KoHTposibHOT polu, A 0,00
MaxkcumanbHo ponyctume AE/xB, A -

Meoxi1 JiHIHHOCTI 0,1-6,46
MakciuMyM HOpMH 1,45
MiHiMyM HOpMH

0,87

[TigTBepKEeHHS JiHIHHOCTI (Tak/Hi)

H1

AIArHOCTUYHI XAPAKTEPUCTUKN

brmuszbko 85 % dQochopy mictuthest B opraHizmi y BUTISAL cosiel ocdary Kambliio B
HEOPTraHIYHIf YaCTUHI KiCTKH.

Pemra vactunmn ¢ocdopy BriItoueHa B eTepu(iKamio MPOMDKHUX MPOAYKTIB OOMiHY I[yKpiB, a
TaKOX BXOJUTH 70 ckiaay docdomimiai, pochonpoTeiniB, HyKICTHOBUX KUCIOT 1 HyKJICOTH/IIB.

Konnentpamiss ¢dochopy B CHpOBATIIl XapaKTEPUIYETHCA IUPKAJTHUM PUTMOM (HaAWBHIII
3HA4YeHHS I13HO BPaHIll, HAWHMKYi BBEUYEPi) 1 CXMIIbHA J0 MIBUIKUX 3MiH, BTOPUHHUX CTOCOBHO TAaKHUX
¢akTopiB, K gieTa (ByrJIeBOAHA), IPUCYTHICTh (pocdaT3s’s3yrounx antanuaiB i 3mina piBHiB CTT,
1HCYJIHY 1 (yHKUIT HUPOK. [CHYIOTh C€30HHI KOJIMBAHHS 3 MAKCUMAJIbHUM PIBHEM Y TpaBHI i 4epBHI
(HaHIKY1 PIBHI B3UMKY).

INnodocdaremis moxke OyTn BUKIMKaHA mepexooM (ocdopy 13 MO3AKIITUHHOI PIIUHU Y
BHYTPIIIHbOKJIITUHHY, MiJIBUILIEHOK €KCKPEIIEI0 Kpi3b HUPKU (AepeKTH KaHaJIbLIB HUPOK,
rinepnapaTtupeo3) abo Brpatoro uepe3 JKKT (mponoc, 0:1roBOTa), 1 3HMKEHHUM BCMOKTYBAaHHSM B
KUIIEYHUKY '8,

I'nepdocdaremis
rinonapatupeosy 5.

Kniniuanii AiarH03 MOBWHEH BCTAHOBIIOBATHCSA HA OCHOBI iHTETrpallii KIHIYHUX 1 Ta00paTOpHUX
TaHUX.

3a3BUYail BUHHMKAE B  pe3yJbTaTl HUPKOBOI HEJOCTATHOCTI  abo
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NMPUMITKH

1. CupoBaTka a00 remapuHi3oBaHa Ijla3Ma MOBUHHI OYTH BIIOKPEMIICHI BiJl €pPUTPOIUTIB, K TUIBKU
3pa30K KpoOBi 310paHuii; y MpOTUBHOMY BUTIAIAKY ¢ocdarasza 1 HeopraHiuHi ¢ocdaTu, 1Mo NpucyTHI
B EPUTPOIUTAX, MOKYTh BUKITUKATH ITOMIJIKOBO-BUCOKI 3HaU€HHS piBHA (hocdopy.

2. OCHOBHUM JIKEpelIOM TIOMUJIOK € 3a0pyAHEHHS TMOocyay 1 KioBeT. PekoMeHayeTbes
BUKOPUCTOBYBATH OJIHOPA30BHIl MiacTukoBUM mocyn. KroBetn 1 mocya 6araTopa3oBOro
3aCTOCYBaHHS, II0 BHUKOPUCTOBYIOTHCS IPH aHali3l, MOBHHHI OyTH O€340raHHO YHCTHMH,
NpU3HAYCHUMH  BUHATKOBO Uit  aHamizy (ochopy. MuUTH BHUKOPHCTOBYEMHUH  TOCYA
PEKOMEHIYETHCA XPOMOBOIO cymimio abo 10% po3uynHOM a30THOI KUCJIOTH (3aJUIIaTH B HHUX
MOCY/l Ha Hi4), MOTIM PETENIbHO MPOMUTH AUCTUIILOBAHOIO BOJIOIO 1 HAPEITI JIE1I0HI30BAaHOIO BOJIOIO
(a0 61AMCTUIIATOM) T BUCYLIUTH.

3. Po3paxoBaHo npu BUTPATi PO34YHHIB peareHTiB 1,0 mJ (MiKpo-), 2,0 M1 (HaniBMiKpo-), 4.0 mJ
(Makpo-). Butpaty peakTuBiB MOKKHA MacIITA0yBATH, BUINOBIIHO 10 acnipaniifHOro 06'emy
KIOBETH AHAJII3ATOPA, BUXOISIYH 3 NOCTiHHOIQ CNiBBiIHOILIEHHS

Moniboenosuii peacenm : Ananizyemuti pozyur =100 : 1

IHTEP®EPEHLIA
Ha Xix BU3HAYEHHS TaKOK MOKYTh POOMTH BILIUB iHILI JIiKy i pedoBunu ©.

YTUNI3ALIA
Bci 3pasku i1 aHamizy BBaXKaloTh 3a Martepiall, SKui Moxe OyTu 1H(DIKOBaHWA, 1 pa3oMm 3
MOXXJIMBUMH  3QJIMIIKAMH  PEAKTHBIB IMUIATA€ 3HUIICHHIO BIAMOBITHO O 3aTBEPIKEHUX
BHYTPIIITHBOIIKAPHSIHUX MPABUIL.
[TanepoBy ymakoBKY 3/1aliTe B MaKyJIaTypy, BUIIOJIOCKaHY Tapy - B COPTOBAHE CMITTSI.

3ACTEPEXHI 3AXoaQun
1. IIpu poOOTi BUKOPHCTOBYBATH TYMOBI pyKaBUYKH, 3a00POHEHO iCTH, MUTH, KypUTH.
2. MoniGneHoBuil peareHT BKJIIOYa€ cipuyaHy KucioTy (igka pedoBuHa), KamiOpyBanbHuii po3umH
dbocdopy - a3ua HaTpiro (OTpyHA pEUOBHHA).
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