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IHCTPYKIIA 10 HABOPY PEAKTUBIB JJIS1 BUBHAUYEHHSA 3AT'AJIBHOT'O

BUUVIKY ¥ CEYI TA JIIKBOPI

MPUIHAYEHHSI IVD

Habip npusnaueHuil 1u1st BU3HaYCHHS KOHIICHTPALT 3arajbHOTO OUIKY Yy ceul Ta CHUHHOMO3KOBIN pituHi
(CMP) nronuHu B KITHIKO-I1arHOCTUYHUX 1 010XIMIYHHX JJa00paTOPIisSX 1 HAYKOBO-IOCTIAHIN TPAKTHUIII.

Habip po3paxoBanuii (3 ypaxyBaHHAM XO0JIOCTHX Ta KaJAiOpyBaJbLHHUX NMP00) Ha BiANOBIIHY KUIBKICTh

BH3HA4YeHb 3arajnbHOTO OUIKY ([uB. IIpumimky 6).

REF MIKPpO  HamiBMiKkpo MAaKpo REF MiKpo HANIBMIKpPO  MakKpo
HP010.02 200 100 50 HP010.06 100 50 25
HP010.05 50 25 12

Jliana3oH Bu3HaYaeEMUX KOHIEHTpamii — Bi7 S0 mr/i qo 2000 mr/m.

KoedimienT Bapianii Bu3HaueHHs — He OinbIe 5 %.

Yyrmusicts 2 Ha 0,001 ox. onTtuyHOi minsHOCTI — He 6inbime 0,003 /71 (600 HM).

306epiranHs Habopy - mpu Temiiepatypi Bia moc 2 °C go mmroc 8 °C.

YHHKATH BJIYYEHHS NPIMHX COHTYHUX NPOMEHiB!

["apanTiitHu#t CTpOK NMpuAaTHOCTI HAOOPY - 12 MICAIIB BiJl AHS BUTOTOBIICHHS.

Hab6ip npuzHaueHuil 11 3aCTOCYBaHHS in Vitro TUTbKY KBaJli(hiKOBaHUM Ja00OpAaTOPHUM IEPCOHAIOM.

NPUHLUNI METOLOY

binku  yTBOpIOIOTH 3  MIpPOTajJlOJIOBUM  YEPBOHUM/MONIOIATOM  3a0apBIEHUN  KOMILICKC.
[HTeHCHBHICTh 3a0apBiEHHS PEAKIIHHOTO PO3YMHY NPSIMO MPOIOpLIHA KOHLEHTpamlii OuIKiB B
aHaJII30BaHOMY PO3YHHI.

CKIIA4 HABOPY
HP010.02 - 2 ¢praxonu no (100 £2) mn abo

1. MonopeareHT 4 ¢naxonu no (50 £2) mn;

® miporanonoBuit uepBonuii - (50,0 + 2,5) mmons/n;  HP010.05 - 1 ¢raxon 3 (50 £2) ma;

= montioaar Hatpiro - (0,040 £+ 0,002) MmmoIb/i; HP010.06 - I ¢praxon 3 (100 £2) mn abo

2 ¢raxonu no (50 +2) ma;
2. KaniGpyBanpHuii po3uuH aibOyMiHy
(1000 £ 40) mr/n HP010.02, HP010.05, HP010.06
= anpOyMmiH - (1000 £ 40) mr/n - I ¢pnaxon 3 (10,0 £0,5) mn.
= xstopu Hatpito - (9,00 £ 0,18) r/n
OBJIAQHAHHA

1. ®oromerpuyHe oOJIaHAHHS, SKE 3[JaTHE BUMIPIOBATH ONTUYHY LIUIBHICTH PO3YMHIB MIPU JOBXKHUHI XBUII
600 (590-620) am y niamazoni (0-1,0) ox. onTHYHOI HIUTHPHOCTI Ta JOBXHHI ONTHYHOrO muisixy 10 mm
(Mo:x/1MBO BHUKOPHCTAHHA aBTOMATHYHOIO aHaJjizatopa. IHCTpykmissi [1Jsi aBTOMATHYHOIO
aHaJIi3aTOPa BUCHJIAETHCH 32 3aMOBJICHHSIM CII0KHBA4a).

2. TlpoGipku mictkicTro 10 M1 (3riiHO 3 YUHHUMHU HOPMATUBHUMH JIOKYMEHTAaMH ).

3. IMimerku mictkictio 1; 2; 5 1a 0,1 Ma (JICTY EN ISO 835:2018).

3PA3O0K AJis1 AHATI3Y
Ceua, CMP.

1. Ceua nodoBa aGo 3i0pana BumaakoBo. He 3acrocoByBatm koHcepBaHTiB. Ilim uwac 300py 3pasku

TpuMmatu Ha Jboxy. Llentpudyrysatu mpu 900 g. Hiskux cnemianpHHX 100aBOK ab0 KOHCEpPBAHTIB HE

MOTPiOHO.

AmHani3yBaTH Biipa3y 1o 3aKiH4eHHi 300py 3pa3kiB. 3pa3ok cTaOiIbHUNA MPOTIrOM POKY IPU TeMIepaTypi
minyc 20 °C.

2. CMP. lentpudyrysaru npu 900 g i moBectu pH mo 7,0. AnamizyBaTu HeraiiHo. 3pa3ok CTaOiIbHUN

npotsroM 3-x mi16 mpu Temmepartypi Big mioc 2 °C o mwioc 8 °C abo 6 MicAIiB NpHu TeMIlepaTypi MIHYC

20 °C. HdocnimkyBaHi 3pa3ky HE TOBUHHI MICTHUTH KPOBI.

|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.



NPUIrOTYBAHHS1 POBO4YUNX PO34YUHIB
1. MonopeareHT - ToTOBHiI 10 po6otn. ITicist BUKOpucTaHHs peaktuBy st anamisy HECAMHO 3akpuiite
¢nakoH, 00 YHUKHYTH BUIIAPOBYBaHHsS a00 KOHTaMiHAIll peakTuBy. Pearent ctalinpHuil npotsrom 30
11i6 mpu Temmepatypi Bia mmoc 18 °C o mmoc 25 °C y Tempsisi. (HE 3AMOPOXKYUTE PEATEHT!)
2. KagiopyBanabuuii po3unn aab0yminy (1000 = 40) mr/a - roToBuii 10 3aCTOCYBaHHs. Po34nH cTaObLIBHMI
npu 30epiranHi B TeMHOMY Micli. [licast po3KpuTTs po34yHH CTiMkuid O61au3bK0 7 Ai0 mpu Temmeparypi Bij
witoc 2 °C no mnoc 8 °C.

TMPOBELEHHA AHATNI3Y
AHai3 IpoBOAATH Y BIAMOBIAHOCTI 31 CXEMOIO MPEACTABIICHOIO B TaOIUIII 1.
Taobnuus 1
Binmipsiti B mpoOipKy, Hocnigna mpoba Kani6pysanbna nmpoba XoisocTa npoda
MJI MakpoHaniBmikpo, Mikpo | Makpo |HamiBmikpo Mikpo MaKp0|HaniBMiKpo Mikpo

MonopeareHt 4,00 2,00 1,00 4,00 2,00 1,00 | 4,00 2,00 1,00
AHani3yeMui po3uuH 0,08 0,04 0,02 - - - - - -
KaniOpyBanpaul pO3UnH - - - 0,08 0,04 0,02 - - -
JlucTuinpoBaHa BoJa - - - - - - 0,08 0,04 0,02

Po3unn y mpolipiii peTensHO MepeMinnyoTh 1 BUTpuUMYIOTh 10 X6 mipu Temmepartypi Bix miroc 18 °C mo
wioc 25 °C 'y _tempsaBi. BuMipioloTh onTUYHY HIUIBHICTH AOCHIAHOT MPoOU Ejocn 1 kamOpyBambHOi mpoOH Exan
NpoTH X0J10cToi mpodu. OcrtaToyHe 3abapBieHHsS cTabUTbHE MPOTATOM [0 X6 Ticns 3aKiHYeHHs iHKyOarli 3a
YMOBH 3a1o0iranHs Bif Mii IPSMOTO COHSYHOTO CBITIIA.

doToMeTpyBaHHS - TUB. PO31ia «O0IaTHAHHS

PO3PAXYHOK Benyts 3a popmynamu (1,2):
C:%XIOOOMF/H, e (1)

xan
- C — KoHueHTparlis OUIKy y AocmiaHii npo6i, Mr/i;
- Ejocn — ONT. MIIBHICTD JOCIIIHOT TPOOH, OJI. OMT. HIiIJIBHOCTI;
- Exax — ONT. OIUIBHICT KaMiOpyBaIBHOI TPOOH, OJ1. OMT. IIUTLHOCTI,
- 1000 — koHeHTpaIlis OITKY B KaJIIOpyBaIbHOMY PO3YHHI, MI/JL.

Y 0oo6o0sin ceui:

C- EEa— <V (r/106a) , 2)
xan
ne V —00’eMm no0oBoi ceui, JI.
KOHTPOIJ1b 5IKOCTI
JIsi KOHTPOJIIO XOXIy peakiii Ta MNpoueAypH BHUMIPIOBaHHS PEKOMEHAYETHCS BHKOPHCTOBYBATH
KOHTPOJIbHI PO3YMHM OUIKIB 31 3HAUEHHSAMH KOHLIEHTpAIlil, BU3HAYEHUMH JaHUM MetoaoM. Hampuxman:
»®@imicit — KI'BC” (Ykpaina).
SIKmio 3HaYeHHS KOHTPOJIO BHUXOIATH 32 MEXKI BCTAHOBJICHOTO [iala3oHy, MepeBipTe oO0JiagHaHHS,
PEaKTHBU Ta MOKJIMBI TEXHIYHI TPOOIEMHU.
KoskHa 1aboparopisi HOBUHHA BCTAHOBHUTH BJIACHY BHYTPIIIHIO CUCTEMY KOHTPOJIIO SIKOCTI Ta KOPUT'YIOUi
i1, SIKIIO KOHTPOJIb HE BIJIMIOBIIa€ JOIMMYCTUMUM HOPMaM.
PE®EPEHTHI BEJIUYUHU
- ceya B cnokoi - 10 0,08 r/n06y !;
- ceva BaritHuX — 10 150 mr/ no6y 3;
- ceya Imicns iHTeHCUBHOTO (hisuuHOro HapaHTaxkeHHs < 0,25 /100y !;
- ceua, BUNAAKOBMII 3pa3ok - 10 0,1 r/n /;
- ceda, BUNaJAKOBUM 3pa3ok — Bix 10 mr/m go 140 mr/n
- nikBop - 10 0,40 r/n 1.
HopMmanbHi BeJIMUMHN KOHIIEHTpaITli 0171Ka y CHUHHOMO3KOBIH P1UHI:

6,89.
b

- 3 IUTYHOYKiB MO3KY 0,12 - 0,20 r/m;
- 3 BeJIMKOI IUCTEPHU 0,10 - 0,22 r/m;
- TIpH JTFOMOATbHINA MyHKII] 0,22 - 0,33 /7.

Jlani  eenuuunu opienmosHi, 6ionosiono oo npasun GLP (Hanescrnoi Jlabopamopnoi Ilpaxmuxu)
PEKOMEHOYEMbCA BU3HAUEHHA GIACHUX HOPMANbHUX BeIUYUH 6 KOJICHINl 1a00opamopii, XapakmepHux O
00CcMedHCy8aAHO20 KOHMUHEHNT).
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AIAFHOCTUYHI XAPAKTEPUCTUKU

Ceua. [limBumenuii BMICT Ol1ka B cedi (MPOTEiHYpisl) 3yCTPIYAEThCS MPH KPOBOTEYAX, MiABUIICHIN
MPOHUKHOCTI Oa3anbHOi MeMOpaHu, nedeKkTax KaHaIbIEBii peadcopOrii, miABHUIIEHIH KOHLEHTpAIlii B Ia3mi
a00 3a HAJBHOCTI TMATOJIOTIYHUX HHU3BKOMOJEKYJISPHUX OIIKIB (JIETKI JIAHIIOTH 1MYHOIJIOOYJIIHIB) 1
aTOJIOTIYHOT CeKpelii OLIKY B CeUOBHMBIIHMX musxax 211,

[Iporeinypis 3ycTpidaeTbes MPAKTUYHO MPH BCIX 3aXBOPIOBAHHSIX, 10 CYMPOBOIKYIOTHCS MOPYIIEHHAM
abcopOuii B HUPKOBUX KaHAIBLSAX, TAaKUX SIK HEPPOTUYHMNA CHHAPOM, TIOMEpPYIOHEPPUT 1HPAPKT HHUPOK,
3JIOSIKICHI HOBOYTBOPEHHSI HHUPOK, giabernuHa Hedpomaris, cuHApoM DaHKOHI, OTPYEHHS BaXKHUMH
MeTajlaMM, CapKoil03, CEepHOBUIHOKIITHHHA marosoria. Ilporeinypis CympoBOmKye 3J0SKICHI 1 3amaibHi
3aXBOPIOBaHHS CEYOBHX IUISXIB, JIETEHEPATUBHI CTAHHU 1 MOAPAa3HEHHS HIKHIX BIIIIIB CEYOBUX NMUISXIB.

YucnenHa MieaoMa, MOHOKJIOHAJIBHI raMonarii Ta iHmi mienomnpodiiepatuBHi it gimdonponidepaTuBHi
PO3JaIu TaKOK MOKYTh BUKJIMKATH MPOTETHYPIIO.

[Ipoteinypis Moxe 3'aBusTHCS Ticis (i3udHOl Hampyru (piBeHb NPOTEiHYpii 3aJeKUTh BiA THITY
HaBaHTaXEHH 1 ckiaaae 22 - 340 mr/n00y) , @ TAaKOXK MPH IICUXOJIOTTYHOMY CTpPEC.

JlikBop. IlinBuiieni piBHi Oika B CHMHHOMO3KOBiM pimuHi (CMP) cnocrepiraioTbCst y BHIAAKY
301JIBIIEHOTO TUCKY (Yepe3 MyXJIMHU MO3KY, CTUHHOMO3KOBHX KPOBOBUJIMBIB 200 TTOPAHEHB ), TTPH 3aIlajICHHIX
(oco6snBO OakTepiaTbHOMY MEHIHTITI, SHIIE(PATOMIENITI) TAKOXK SIK IIPU MHOKUHHOMY ckiiepo3i. Hapnmumkosa
KOHIICHTpAIlisl 3arajlbHOTO OUIKa B JIIKBOP1 CIIOCTEPITaeThCsl TaKOXK MpH CHHApOMi Froin 1 kcaHTOXpowmii.
30ibIIeHa TPOHUKHICTE Oap'epa kpoB/CMP BimoOpaxaeTshcst B minBuiieHH1 criBBigHomeHHss CMP/kpoB amst
3arajbHOrO O1JIKa.

Kniniyauii 1iarH03 MOBWHEH BCTAHOBIIOBATHCS HA OCHOBI IHTETpallii KITHIYHUX 1 1a00paTOPHUX TaHUX.

MPUMITKHN 123

1. Tect po3pobneHuii 1151 BUZHAYEHHS KOHIIGHTpaLil 3aralbHOro 01Ky B [iarma3oHi BUMipy Bix 50 mr/m mo
2000 wmr/n. Skmo 3HaYeHHS MEPEBHUIINYE BEPXHIO MEXY Alanma3oHy, 3pa30K MOBHUHEH OyTH po3BeacHHi 1+1
130ToHIYHUM po3urHOM NaCl (9 1/1) 1 oTpuMaHMii pe3yabTaT MOMHOXKUTH Ha 2. 3pa3Ku 3 OUIbII HU3BKUMH
KOHIICHTpAIlIsIMU BapTO Opatu B OUThINX oOcsrax (Hampukiaz, S0 Mk 3paszka + 1000 Mk peareHry).

2. TlceBmoHeraTHBHI pe3yiabTaTh MOXYTh OyTH OTpHUMAaHi NMPH JOCTIKEHHI BUCOKO 3a0yQepeHoi JIy>KHOI
ceui. [Tpu 11bOMy B TOCITIIPKEHHI 32 JIOMMOMOTOIO JIIaTHOCTUYHHUX TECT - CMY>KOK 32 THX K€ YMOB MOXYTh OyTH
OTpHMaHi TOMUJIKOBO-TTO3UTHBHI PE3yJIbTATH.

3. KroBeru 1 mocyJ, IO BUKOPHUCTOBYIOTHCS TPH aHaMI31, MOBUHHI OyTH IUJIIKOM YHUCTHUMH, CHEIIaIbHO
MirOTOBIIEHUMH, TOOTO 3aMoueHMMHU Ha jAekinbka roguH y HCl (koHmentparist Ounst 2 MOIB/IT), a MOTIM
peTeJbHO NPOMHUTHMH Ta BUCYILICHUMHU.

4. Tlicns aHamizy KIOBETHM 1 MOCyA ILUIKOM BigmuBaioTbes 10% pO3YMHOM aMOHIaKy, pPETENbHO
IIPOMHBAIOTHCS Ta BUCYIIYIOTHCS.

5. BpaxoByroouu BupaXeHI KOJUBAaHHS pIBHA MNPOTEIHYpil B pi3HUIl Yac 10OM, a TaKOX 3aJekKHICTH
KOHIIEHTpaIlii 0iJKa B ceul B Jlype3y Ta PI3HHH HOro BMICT B OKPEMHUX IMOPIIIAX C€Yl, HUHI, MPU MATOJIOTI]
HUPOK MPUIHATO OL[IHIOBAaTH BUPAXEHICTh MPOTEiHypii Mo 1000Bii BTpari OiKa i3 ceyero, TOOTO BU3HAYATH
TaK 3BaHy N00OBY NpoTeiHypito. BoHa Bu3HauaeThcss B 1/1m00y. [lpu nemoowciusocmi 300py 0000801 ceui
PEKOMEHOYEMbCA BUBHAYAMU 8 pa308ill nopyii ceui konyenmpayii 6inka i kpeamuniny. OCKUIBKH MIBUIKICTh
BHJIUICHHS KPEAaTUHIHY MPOTATOM JHS JOCUTH MOCTIMHA 1 HE 3aJIeKUTh Bl 3MIHU IIBUAKOCTI CEUYOBUIIJICHHS,
BiJTHOIICHHSI KOHIIEHTpAIlii O1JIKa 0 KOHLIEHTpAIil KpeaTHHIHY NocTiiiHe. JlaHe BiTHOMEHHS 100pe KOPEoe 3
000BOIO EKCKPEITi€0 OUTKa, OTKE, MOYKEe BUKOPUCTOBYBATUCS JIJISl OI[IHKH BUPAKEHOCTI MPOTEiHYpii. Y HOpMi
BITHOIICHHSI O1OK/KpeaTuHiH MoBMHHO Oyrtu Menme 0,2. Binok i1 KpeaTwHiH BUMIPIOIOTH B I/a (a7
KpeaTuHiHy: r/a = MkMoab/a X 0,000113). BaxxnuBoro mepeBaroro METoay OI[IHKH BHPaKEHOCTI MPOTEIHYPIil
M0 CHiBBIIHOIICHHIO OUTOK-KPEaTHHIH € TIOBHE BUKIIOUCHHS MOMIIOK, MOB'S3aHUX 3 HEMOXKJIHMBICTIO a0o0
HETIOBHUM 30MpPaHHIM JT000BOI ceui.

6. Po3paxoBaHo mnpu_ BHUTpaTi po3umHy peareHTy 1.0 Ma (Mikpo-), 2.0 mu _(HamiBMiKpo-), 4.0 mu
(Makpo-). BuTpary peakTHBIB MOKHA MaclITA0YBATH, BUINOBIAHO 10 acmipauiifHOro 00'eMy KIOBETH
aHaJi3aTOPA, BUXOASYM 3 NOCTIHHOIO CHNIBBI/IHOIICHHS:

MOHOPEAI'EHT : Ananizyemut pozuun 50 : 1

YTUn3AYgis
Bci 3pa3ku 115 aHamizy BBaKarOTh 3a Marepiai, SKUid Moke OyTH iH(IKOBaHMM, 1 Pa30M 3 MOKIUBUMHU
3aJUIIKAMU PEAaKTUBIB IMiIJISTa€ 3HUIEHHIO BiMOBITHO 10 3aTBEP/KCHUX BHYTPIITHHOIIKAPHIHUX MTPABHIL
[TanepoBy ymakoBKy 3/1aliTe B MaKyJaTypy, BUITOJIOCKAHY Tapy - B COPTOBAHE CMITTSL.

Bupo0OHuk 3anumiae 3a co6010 MpaBo BHOCUTH 3MiHH 03 MmoTepeHporo moBigoMieHHs. Jlata octanaboi nepesipku 15.01.2024



IHTEP®EPEHUIA

IaTepdepenrtis pe3ynpTaTiB Ipu MPUOMi aHTUOIOTUKIB M aMIHOTIIIKO3HUIIB.
Ha Xia BU3HAYEHHS TAKOK MOKYTh BIUIMBATH 1HIII JIikK 1 peyoBunm 19,

3ACTEPEXHI 3AXo4un

1. ITpu poOOTi BUKOPUCTOBYBATH I'YMOBI pyKaBHUYKH, 300POHEHO ICTH, MUTH, KYPUTH.
2. KanibpyBansHuii po34rH BKIIIOYAE a3U]1 HATPIIO (OTpyitHA peUOBHHA).

MMAPAMETPU [TPOIrPAMYBAHHA

HaiiMenyBaHHs1 HabOpy peakTHBIiB 3aranabHuii 0inok-YJI
Tun ananizaTopa (HamiBaBTOMaT/aBTOMAT) Oyab-sIKHiA
Meron BUMipy KT
3MiHa ONTHYHOI NIUTBHOCTI 30iIbIIY€ETHCS
JloBXKHMHA XBUIIi, HM 600
Buwmip npotu KonTponbHoi mpodu
Temmneparypa peakiii, °C 18-25
UnHHUK -
KoH1eHTpalis cranaapTy 1
CriBBigHOIEHHS peareHT/mpoda (MKJI/MKI) 1000 : 20
KinbkicTh BUMIipiB, HE MEHIIIE 1

UYac nepeminkyOartii, ¢ -

UYac peaxiiii, ¢ 600
OnuHuI BUMIpY /1
Bepxnst Mmexxa abcopO1ii KOHTPOIBHOI TPoOH, A 0,8
Hwxnas Mmexxa abcopOitii KOHTPOIBHOT TPodH, A 0,00
MakcumanbHo fnomyctume AE/xB, A -

Meski niHIHHOCTI 0,05-2,00
MaxkcuMyM HOpMHU -
MiHiMYM HOpMH -
[TigTBepIKCHHS JIIHIKHOCTI (Tak/Hi) Hi

—

7.
8.
9.

10.
11.
12.

Fucrr
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