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YKPATHCBKA
1. BAKOPUCTAHHA 3A NPU3HAYEHHAM

IgG IPA Ha Bipyc KOpy MpU3Ha4YeHun Anst AKiCHOro BU3HaveHHs aHTuTin knacy 1gG npoTu Bipycy kopy B cupoBartui abo nnaswi
noguHn (UMTparT, renapuH). ABigHicTb IgG Ao Bipycy KOpy MOXHa BU3Ha4MTK 3a AONOMOrow aHanisy ABigHicTe aHTuTin IgG go
Bipycy kopy ( REF AMEA7330).

2. NPUHUMUN AHATI3Y

AkicHe iMyHOdEepMeHTHe BM3HAYeHHs creumndidHmx aHTuTin 6asyeTbest Ha metoauui IPA (iMyHoepMeHTHUI aHani3s).
MikponnaHLweTn NoKpuTi cneundiYHUMN aHTUreHaMy AN 38’a3yBaHHA BiANOBIAHUX aHTUTIN 3paska. [licns npoMmBaHHA NyHOK
ANs BUOaneHHs BCbOTO HE3B'sI3aHOro marepiany 3paska [oOaeTbCs KOH'lorat, MideHun nepokcupasot xpoHy (HRP). Len
KOH'loraT 3B'A3Yy€eTbCs i3 3ax0onneHnMu aHTuTinamn. Ha apyromy etani npoMmBaHHA He3B'A3aHUi KoH'torat BuaansTs. IMyHHUI
KOMMMEKC, YTBOPEHWI 3B’I3aHMM KOH'lOraTtoMm, Bi3yani3yeTbCs LUNAXOM AofaBaHHs cybctpaTy TeTpameTunbeHsvanHy (TMB),
SAKUA JA€ CUHIA NPOAYKT peakuii.

IHTEHCMBHICTE LBOro NPOAYKTY MponopuiiHa KinbKOCTi cneuudidHux aHTwTin y 3pasky. LLo6 3ynuHuTh peakuito, gopakoTb
cipyaHy kucnoty. Lle cTBOproe XOBTUI KOMip KiHLEBOI TOYKW. ONTuYHY rycTuHy npu 450/620 HM 34MTyloTb 3a A0MOMOrO0
nNpucTpoto Ans 34ntysaHHA |PA MikponnaHLeTis.

3. MATEPIAIIN

3.1. PeareHTn B Habopi

MikponnaHweT:12 cTpinis i3 8 nyHkamu, LLO pO3pMBaOTLCS, MOKPUTUX aHTUFEHaMK BiPYCY KOpY; B antoMiHieBin onba3i,
LLI,O 3ava|BaeTbcs|

NakoH, LWo MicTnTb 100 mn docdpatHoro bydepa (10 MM) ans po3segeHHs 3paska; pH 7
o ﬁ OBaHI B XXOBTUIA KOMIp; roTOBWI BUKOPMCTOBYBATY; Gina koBna4ok; < 0,0015% (06. /06.) CMIT/MfT (3:2).
OI: 1 dnakoH, wo mictntb 15 mn cipyaHoi kucnotn, 0,2 MOIb/TT; FOTOBMIA /J,o BMKOPUCTaHHS; YePBOHUN
KOBI‘IaLIOK

WASH| BUF| 20x: 1 donakoH, Wo mictuTb 50 mn 20-kpaTHO KOHLEHTPOBAHOrO clpoccbaTHoro bydepa (0,2 M), pH 7,2 +
0,2, ANs NPOMMBAHHS NYHOK; 6inniA koenauok; 0,2% (Mac./06.) 5-6pom-5-HiTpo-1,3-fiokcaHy

KoH'toraT:1 donakoH, Lo MicTuTb 20 M MiYEHOro NepoKCMAa3ol aHTUTINa Ao NanHn y docdaTtHomy 6ydepi (10
Ml\{? (ﬁlaé) OBaHi B CVHIV KOMip; rOTOBMI 4O BUKOPUCTaHHS; YOPHUIA KOBNAYOK.

B 1 donakoH micTutb 15 mn 3,3'5,5"- TeTpaMeTMH68H3MﬂMHy (TMB), < 0,1 %; roToBU O BUKOPUCTaHHS;
)KOBTI/|I/| KOBMaYoK.

1 KOHTpOonb: 1 dnakoH, Wo MICTUTb 2 M KOH_Ipomo nocpapboBaHi B XXOBTUI KOTip; rOTOBUA A0
HS; YepBOHMI KoBnavok; < 0,02% (06./06.
KoHTponb BigknioyeHHs:1 dnakoH, Wo MiCTUTL 3 MI1 KOHTPOIo; nodhapboBaHi B XXOBTUI KOMIP; roTOBWI A0
BMKOPUCTaHHS; 3eneHuni koenayok; < 0,02% (06./06.) MIT.

HeratmBHMI? KOHTPONL: 1 ONakoH, Lo MICTUTL 2 M1 KOHTpomo nocpapboBaHi B XXOBTUI KOTip; rOTOBUA A0
BMKOPWCTaHHS!; CUHIit koBnayok; < 0,0015% (06./06.) CMIT/

(3:1).
3asaBu npo Hebe3neky Ta 3acTtepexxeHHsa avell. 1.

3.2. Marepianu noctaBneHi
1 ®onbra 4na noKpUTTA
1 IHcTpykuiq i3 3acTocyBaHHs (IFU)

3.3. Heo6xiaHi maTepianu Ta obnagHaHHsA
3unTtyBay MleonnaHLueTiB I®A, obnagHaHWiA Ans BUMIPOBaHHS NornnHaHHs npu 450/620 HM
InkybaTop 37 °C
Py4He abo aBTOMaTuyHe 0brnagHaHHA Ons npomyBaHHA MikponnaHuweTis
MineTkn ana goctasku o6’emis Big 10 Ao 1000 mkn
BuxpoBun 3miwyBay npobipok
OuctnnboBaHa Boaa
OpaHopasoBsi npobipku

4. CTIMKICTb TA 3BEPIFAHHA

36epiratu Habip npu 2...8 °C. Po3kpwuTi peareHTn cTabinbHi 4O TepMiHY NPUAATHOCTI, 3a3Ha4Y€HOro Ha eTUKETLLi, 3a YMOBH
30epiraHHs npu 2...8 °C.

5. MPUTOTYBAHHA PEATEHTIB

[yxe BaxnuBo OOBECTW BCi peareHTU Ta 3pasku A0 kiMHaTHoi Temnepatypu (20...25 °C) i nepemiwaTty ix nepes noyaTtkom
TecTyBaHHs!

5.1. MikponnaHweT

Crpinu, Wo BiopvBalOTLCA, MOKPUTI aHTMreHamm Bipycy kopy. Opgpasy nicnsa BuaarneHHs CTpiniB pewTy CTpiniB crnig 3HOBY
3anevaTaTtu B anoMiHieBy bonbry pasoMm i3 ocyLlyBadeM, Lo noctavyaeTbes, i 36epiratm npum 2...8 °C.

52. |WASH|[BUF|20x |

Po36aBV|TV|WASH| BUF| 20x1 + 19; Hanpwuknag, 10 MnWASH| BUF| 20x+ 190 mn guctunboBaHoi Boau. Po3seneHun Gydep
(WASH| BUF| 1x) cTabinbHWI NpoTsarom 5 gHiB nNpu kiMHaTHIN TemnepaTypi (20...25 °C). Y pasi nosiBu KpUcTanis y KOHLEHTpaTi
nigirpivite po3uuH po 37 °C, Hanpuknag, Ha BoAsHin 6aHi. [lobpe nepemillante nepes po3BegeHHsIM.
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5.3. [SUB[TMB.

PeareHT roToBwWii [0 BMKOPUCTaHHSI i noBuHeH 36epiratucs npu 2.8 °C, 3axuweHomy Big csitna. SUB|TMB mae 6ytu
6e3GapBHUM abo MafTu Nerkui guHin BiaTiHOK. SIKLLO SUB| TMB CTae CUHIM, MOXINBO, BiH 3aGpy/AHEHWIA | OO CIif BUKUHYTW.

6. 3bIP TA NIArOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYWTE 3pa3ku cupoBaTku abo nnas3mu Kposi NOAUHK (LUTpaT, renapuH). AKwo aHania
npoBoAnTLCs NpoTarom 5 i nicns Bigbopy 3paskis, 3pa3kn NOBWHHI 36epiratncsa npum 2...8 °C; B iHWOMY BUNagKy ix cnig
po3ainuT Ha anikBoTw i 36epiratn B rmmbokin 3amopo3Li (-70...-20 °C). Akwo 3pasku 36epiratoTbCs B 3aMOPOXKEHOMY BUrNA4,
[obpe nepemiluaite pO3MOPOXEHi 3pa3ku Nepes TeCTYBaHHAM. YHUKaWTE NOBTOPHOIO 3aMOPOXYBaHHS Ta PO3MOPOXYBaHHS.
TennoBa iHaKTMBaLiA 3pa3kiB HE PeKOMEHOYETLCS.

6.1. Po3BegeHHs 3pa3ka

Mepen ananisom yci 3pasku cnin po36aeutu 1+100DIL. Po3gaitte 10 Mkn 3paska Ta 1 MADIL y NPOGipKU 7S OTPUMAHHS
H

pogumHy 1+100 i peTensHO NepemillanTe 3a 4ONOMOro BUXPOBOro Mikcepa.

7. NIPOLUEANYPA AHANI3Y

Mepen npoBeaeHHAM aHani3y yBaXKHO NpoumMTanTe iHCTPYKLO i3 3acTocyBaHHs. HagiviHicTb pesynbTaTy 3anexuTsb Bif CyBOpPOro
OOTPUMaHHS iHCTPYKLIT i3 3aCTOCYBaHHS, SIK ONMcaHo. HaBefeHa Hwxkye npouenypa nepesipku nepesipeHa nuwe ansg pyyHoi
npouenypu. [Npu BUKOHaHHI TECTY Ha aBTOMaTUYHUX cuctemax IOA My pekoMeHOYEMO 30inbLUMTM KPOKM MPOMMBAHHS 3 TPbOX
OO m'sTM Ta ob'em WASH|BUF|1xein 300 mkn go 350 mkn, Wwo6 YHUKHYTU echekTy NpOMMBAHHA. 3BEPHiTb yBary Ha
po3ginll.MNepen noyaTkoM aHanidy cnig peTenbHO po3pobuTu nnaH po3noginy Ta igeHTudikauii gnsa Bcix 3paskiB i
cTaHgapTiB/KOHTponiB (pekomeHaoBaHo Aybnikatu). Bubepite NOTPiOHY KinbKiCTb MiKpOTUTPaLiiHMX CTpiniB abo NyHOK i BCTaBTe
iX y Tpumad. BukoHaiTe BCi eTanu aHanisy y BkazaHOMy Nopsiaky Ta 6e3 3aTpuMOok.

[na [o3yBaHHsI KOXKHOroO CTaHAAPTY/KOHTPOSO Ta 3paska Cnifg, BUKOPUCTOBYBATM YNCTUIA OOHOPA30BUIA HAKOHEYHNK.
HanawrtywnTe iHky6aTop Ha 37 £ 1 °C.

1. Posnogainite 100 Mkn cTaHaapTiB/KOHTPONIB i po3BedeHnX 3paskiB y BignosigHi nyHkn. 3anuwite nyHky A1 ana 6naHka
cybeTpary.
2. HakpunTte nyHku onbroto, LWo BXoanTb A0 Habopy.

w

IHkyOynTe npoTtarom 1 roauHun £ 5 xsBunuH npu 37 £ 1 °C.

4. Konwu iHkybaLjis 3aBeplleHa, 3HiMiITb donbry, acnipyiTe BMIiCT NYHOK i MpoMuiTe KOXHY nyHKy Tpudi 300 mkn
WASH | BUF| 1x. YHUKalTe nepenuBiB 3 peakuiiHWX IyHOK. IHTepBan MK MPOMMBaHHAM | acripauieto MOBUHEH

cTaHoBuUTU > § cekyHA. HanpykiHui obepexHo BuMaaniTb 3anuviuku pignHW, NocTyKytoun cTpinamum no abcopbeHTHoMy
nanepy nepeg HaCcTyrMmHUM Kpokom!

MpumiTka: MwuTTa - ue Baxnmeo! HegoctaTHeE NPOMUBAHHS NPU3BOAUTL 40 HU3bKOI TOYHOCTI Ta MOMUITKOBUX
pesynbTarTiB.

Posnoginite 100 Mkn KOH’toraTy B YCi NMyHKW, KpiMm nyHkn A1 ana 6naHka cybeTparty.

IHkyGynTe 30 XB npu KimHaTHIN TemnepaTypi (20...25 °C). He niggasaTti BNAMBY NPSMMUX COHAYHUX MPOMEHIB.
MoBTOPITL KPOK 4.

Jo3yBati 100 Mkn SUB| TMB B yCi MyHKM.

© © NG

IHKyOGynTe piBHO 15 XB npu KiMHaTHIN TemnepaTypi (20...25 °C) y TempsBi. CuHii konip BUHVMKae BHAcNigok
bepMeHTaATUBHOI peakLyji.

10. Oosysatn 100 mkh SOLN B YCi NYHKU B TOMY X NMOPSIAKY Ta 3 Ti€t X LWBMAKICTIO, WO 1 ANt SUB| TMB, Takum
YMHOM BiAOYBaETLCHA 3MiHa KOMNbOPY 3 CUHBOIO Ha XXOBTUIN.

11. BumipsiiiTe nornuHaHHs npu 450/620 HM npoTsirom 30 XBUNWH nicns gogaBaHHs SOLN | CTOrM.

7.1. BwumiploBaHHA
Bigperyntonte npucTpiv 4nsa 34MTyBaHHsa MikponnaHweTi I®A Ha Hynb 3a gonomoroto 6naHka cybeTpary.

FAKLLO 3 TEXHIYHMX MPUYMH NPUCTPIN Ans 3unTyBaHHS |PA MikponnaHLeTiB He MOXHa HanawTyBaTu Ha Hyfb 32 JOMNOMOro
6raHka cybeTpaTy, BigHIMITb MOro 3HaYEHHS MOMMMHAHHS 3 YCiX iHLWMX BUMIPAHUX 3HA4Y€Hb NOMMMHAHHSA, Wo6 oTpumaTi HagilnHi
pesynbtaTn!

BumipsinTte nornuHaHHA BCiX NyHOK Npy 450 HM i 3anuLLiTb 3HAYEHHS NOrMMHAHHS A1 KOXKHOro CTaHO4apTy/KOHTPOSo Ta
3paska. PekomeHayeTbCst BixpomMaTU4HE BUMIPIOBAHHS 3 BUKOPUCTAHHSAM €TaroHHOT AOBXUHU xBUni 620 HM.

SIKWO MOXIIMBO, po3paxyiTe cepeaHE 3HaYeHHA NOrMUHaHHA AnA Bcix ay6nikaris.

8. PE3YJIbTATH

8.1. BukoHamTe KpuTepii nepeBipku

[Onga Toro, wo6 aHani3 BBaXkaBca AiNCHUM, Chig CyBOPO OOTPUMYBATUCS LUX iHCTPYKLIN LOAO BUKOPUCTaHHSA Ta Bignosiaatm
TakuUM KpUTepIsaM:
) BnaHk cy6cTpaTy:3HaveHHsa nornnHaHHsA < 0,100

HeratuBHMI KOHTpONb: 3HayeHHst nornuHanHsA < 0,200 i < NOPOroBOro 3Ha4eHHs

KoHTponb noporoBui:3Ha4eHHsi nornnHanHs 0,150 — 1,300
Mo3UTUBHUI KOHTPOIb: 3HAYEHHS MOrMUHAHHS > NOPOroBOro
AKLwo Ui kpuTepii He BigNOBIAaTL, TECT HEQIACHWUI | MOro HEODOXIAHO NOBTOPUTMW.

3
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8.2. MiapaxyHok pe3ynbTaTiB
'paHn4He 3HaYeHHs — Le cepefiHeE 3HAaYEHHS NOTNUHaHHA BU3HAY€Hb KOHTPOSIbHOMO NOPOroBOro 3Ha4YeHHs.

npuknaa: 3HaueHHs1 nornHaHHsA MNoporoeuid KOHTponb 0,44 + 3Ha4YeHHs NornuHaHHs Moporosuin koHTponb 0,42 = 0,86 /
2=0,43
Moporose = 0,43
8.2.1. PesynbTat B oauHuusx [HTOA]
3HayeHHs nornuHaHHs 3paska (cepegHe) x 10 =  [Oamnwnui NovaTec = HTO[]
Moporose
npuknag: 1,591 x10= 37 HTOQ (ognHuui)
0,43
8.3. IHTepnpeTauis pesynbTaTiB
MMO/mn
(3" MixnapoaHuit
CrtaHgapT)
HTOO
10 -
[MToporosui
>11 > 220
MpucyTHi aHTMTING NpoTu 36yaHuUKa.
[To3nTUBHUIA BigbyBcst KOHTaKT 3 @aHTUreHoM (36yaHUKOM abo BaKLMHOW).
AHTUTING NpoTK 36yaHMKa YiTKO BUSBUTW HE BAAMNOCS.
9-11 120 - 220
PekomeHOyeTbCSt NOBTOPUTU TECT 3i CBXKUM 3paskoM Yepes 2-4 TKHI.
CYMHIBHUI
3pasok He MICTUTb aHTWTIN NPOTY 36yaHKKa.
<9 <120 lMonepeaHiv KOHTaKT 3 aHTUreHoMm (30yAHUKOM abo BaKLMHOIO)
ManovMOBIPHUN.
HeratneHW

[iarHo3 iHeKUiNHOro 3axBoprOBaHHS HE MOXXHAa BCTAHOBIOBAaTN Ha OCHOBI OAHOIO pesyrnbTaTy AoCnigkKeHHs. HeobxigHo
NOCTaBUTU TOYHWI AiarHos3

B3ATM [0 yBaru KniHi4Hy iCTOPIt0, CUMNTOMAaTUKKY, @ TaKOX CepOroriyHi AaHi.

Y naujeHTiB 3 ocnabneHM iMyHiTETOM i HOBOHaPOMKEHWNX CEPONOrivHi AaHi MarTb Nule 06MeEXeHe 3HaYEHHS.

8.3.1. I3oTMnu aHTUTIN | cTaH iHdekuii

Cepornorisi 3HaunmicTb

XapakTepucTuka NepBUHHOI peakLii aHTUTIN
IgM Bucokun tTutp IgM 3 Hu3bkum TuTpOoM IgG: — CBig4MTL NPO NOTOYHY abo HeloaaBHIo iHeKLo
Pigko: — cTinkun IgM

XapakTepucTuka BTOPMHHOI peakLii aHTUTIn
1gG Moxxe 36epiraTncst NPOTAroM AEKiNbKOX pokiB
Bucokun Tutp 1gG 3 HU3bkum TUTPOM IgM: — MOXe BKasyBaTu Ha iHEKLiI0 B MUHYIIOMY

9. CNEUN®DIYHI XAPAKTEPUCTUKU

PesyanaTM BigHOCATLCA A0 rpyn ,qocni,qx(yBame 3paSKiB; Le He FapaHTOBaHi XapaKTepuUCTukun.

9.1. Tou4HicTb

B aHanisi n CepeaHe (E) CV (%)
#1 24 0,314 6.93
#2 24 0,931 3.70
#3 24 0,718 9,98
Mix CepeaHe

aHanizammn n (HTON) CV (%)
#1 12 33,93 2.76
#2 12 28.09 7.46
#3 12 3,85 12.11
9.2. LiarHocTn4yHa cneumndivHicTb

[iarHocTnyHa cneunivHiCTb BU3HAYaETLCS SIK MMOBIPHICTb HEraTUBHOIO pesyrnbTaTy aHani3y 3a BiCyTHOCTI KOHKPETHOro
aHanity. Lle 100% (95% posipuumn inTepsan: 90,0% - 100%).
9.3. LiarHoCTM4YHa YyTNUBICTb
[JiarHocTnyHa YyTNUBICTb BU3HAYAETLCA SIK MIMOBIPHICTb MO3UTUBHOIO pesyrnbTaTy aHamnidy B NPUCYTHOCTI KOHKPETHOrO aHaniTy.
Lie 97,01% (95% posipumn inTepsan: 93,93% - 98,79%).
9.4. Bnnus
Bnnue 3 reMoniTM4HUMK, NiNEMiYHMM ab0 XOBTAHUYHMMM 3paskamu He CNOCTEpIralnTbCa A0 KOHUEeHTpauii 10 Mr/mn
remorno6iny, 5 mr/mn Tpurnigepugis i 0,5 mr/mn GinipyGiHy.

4
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9.5. [lepexpecHa peakTUBHICTb

HocnigpkeHHst naHeni 3paskiB i3 aKTUBHICTIO aHTUTIN A0 NOTEHLINHO NepexpecHUX napameTpiB He BUSIBUMNO JOKa3iB
XMOHOMO3NTUBHMX pe3ynbTaTiB Yepes nepexpecHi peakuii.

10. OBMEXEHHSA NPOLEEQYPU

BaktepianbHe 3abpyaHeHHs abo NOBTOPIOBaHI LMK 3aMOPOXYBaHHS-PO3MOPOXYBaHHS 3paska MOXYTb BMAUHYTU Ha
3HaYeHHs NOrMnHaHHS.
11. BACTEPEXXEHHA TA NONEPEMXEHHA

HeobxigHoO cyBOpo AOTpMMYyBaTUCS MPOLIEAYPU TECTYBaAHHS, iHpopmaLii, 3anobikHUX 3axodiB i nonepemkeHb, HaBEeAEHNX
B iHCTPYKUIiAX i3 3acToCcyBaHHsA. BuKopucTaHHA HabopiB TECTiB 3 aHanisatopamui Ta nodibHuM obnagHaHHAM Mae ByTu
nepesipeHo. Byab-Ski 3MiHM B AM3alHI, cknadi Ta npoueaypi TECTYBaHHS, a TakoX OyAb-sike BUKOPUCTaHHSA B NMOEAHAHHI 3
HLUMMM NpodyKTaMu, He CXBareHUMM BUPOOHWUKOM, 3aDOPOHEHi; KOpUCTyBay caM Hece BianoBiAanbHICTb 3a Taki 3MiHW.
BvpobHuMK He Hece BignoBi4anbHOCTI 3a MOMMWIKOBI pesynbTaTh Ta BUMNAOKM 3 UMX NpuYnMH. BupobHuK He Hece

BiANoBiganbHOCTI 3a ByAb-AKi pesynbTaTty BidyanbHOro aHanisy 3paskis naujieHTiB.
Tinbkv 4nga giarHoCTvkK in vitro. . . ] .
Yci maTtepianu NioAcbKoro Yy TBapUHHOTO NMOXOMKEHHS Crif, po3rnsiaaTti Ta 06pobnaTh sik NOTEHUINHO iHApeKUinHi.

Yci KOMMNOHEHTU NIOACHKOrO NOXOMKEHHS, SKi BUKOPVCTOBYHOTHCS ANt BUPOGHULITBA LIUX peareHTiB, 6ynu nepesipeHi Ha

aHTutina go BIJ1, aHtutina go BI'C 1a HBSAg i Oynu BU3HaHi HepeakTUBHUMU.

He 3amiHionTe peareHTn abo MikponnaHLIeTH pi3HUX NapTii BUpOOHULTBA.

Pa3om 3 peareHTamu LibOro Tect-Habopy He MOXHa BUKOPUCTOBYBATU peareHTu iHWnX BUPOBHUKIB.
He BvkoOpuCTOBYITE peareHTn Nicns 3akiHieHHa TePMiHY NPUAATHOCTI, 3a3HAaYEHOro Ha eTUKeTLUi.
BukoprcTOBYITE NULLIE YNCTi HAKOHEYHVWKM NINETOK, A03aTOpy Ta nabopaTopHUiA Nocya.

He MiHsAVTE rBUHTOBI KPULLKM (rIakoHIB 3 peareHTamu, LWob YHUKHYTU NepexpecHoro 3abpyaHeHHS.

LWinbHo 3akpuinTe onakoHn 3 peareHTammn ogpasy nicns BUKOPUCTAHHS, OO YHUKHYTU BUNAPOBYBaHHS Ta MikpOGHOro

3abpyaHEHHS.

lMicnsa nepLuoro BigKpUTTA Ta NodarnbLioro 36epiraHHa nepesipTe NakoHU 3 KOH'IOraToM i CTaHAApPTOM/KOHTPONEM Ha

HasiBHICTb MiKpOOHOro 3abpyaHeHHs nepes noAarnbLUMM BUKOPUCTAHHSIM.

o6 yHWMKHYTM nepexpecHoro 3abpyaHeHHs Ta XMBHO NiABULLEHUX pe3ynbTaTiB, NiNeTynTe 3paskn NauieHTiB | 4o3ynTe

PeareHTM, He po36pu3aKytoYm iX akypaTHO B NYHKM.

@A npusHaveHun nuwe ans kearnicikoBaHOro NepcoHany, sk AoTPUMYETbLCA CTaHAAPTIB HanexHoi nabopaTopHoi

npaktuku (GLP).
,El,n;|6no,qanbmoro BHYTPILLUHbOrO KOHTPOIO AKOCTI KOXKHa nabopaTopis NoBMHHa JOAATKOBO BUKOPUCTOBYBATUW BigOMI
npoéu.

11.1. TMMpaBuna 6e3nekun Ans peareHTiB, WO MiCTATb Hebe3ne4yHi pe4oBUHU

PeareHtn moxyTb Mictut CMIT/MIT (3:1) abo MIT (ane3.1).
Tomy 3aCTOCOBYHOTLCA HACTYMHi MONOXEHHsSI NPO Hebeaneky Ta 3anobixkHi 3axoaw.

YBATA H317 Moxke BMKNVKaTU LIKIpHY anepriyHy peakuito.
P261 YHuKanTe BANXaHHS Crpeto.
P280 OpsranTe 3axvCHI pyKaBUYKW/3aXUCHWUIA Oasr.

Y PA3I NOTPAMITAHHA HA LLKIPY: npomutn BENMKOIO
P302+P352 KinbKicTio BOAW 3 MUITOM.

Y pasi nogpasHeHHs wWwkipu abo Bucuny: 3BepHiTbCa 3a
P333+P313 MeAMYHOK JONOMOro/nopaaot.

3HATK 3abpyaHEHU oadr | BUNpaTu Oro nepea NOBTOPHUM
P362+P364 BUKOPUCTAHHSAM.

PeareHT MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-aiokcaH (ame.3.1).
Tomy 3aCTOCOBYKOTbCS HACTYMHI NONOXEHHS NPo Hebe3neKy Ta 3anobikHi 3axoau.

YBATA H315 Buknukae nogpasHeHHs LKipw.
H319 Buknukae cepinosHe nogpasHEHHs OYen.
P280 OpsraiiTe 3axvCHI pyKaBUYKW/3aXUCHWUIA OJST.
Y PA3I NOTPAMITAHHA HA LLKIPY: npomMuTy BENMKOO KiNbKICTHO BOAM 3
P302+P352 MWUITOM.

MNP NONAOAHHI B O4l: O6epexHo npoMuiATe BOAOK NPOTArOM KiNlbKOX
P305+P351+P338 xBuUnuH. Buganutun KoHTakT
NiH3K, SKLWO BOHM € Ta iX Nerko 3pobuTn. MpoaoBxKynTe NonoCcKaHHS.
P337+P313 AKLLO NnogpasHeHHs1 o4el He NPOXoauTb: 3BEPHITLCA A0 Nikaps.
[opaTkoBy iHOpMAaLLil0 MOXXHA 3HaNTK B MacnopTi 6e3neku.
11.2. 3ayBaxeHHs wopo yTunisauii

3anuwikn xiMiyHMX PevyoBUMH | NpenapaTiB 3a3BMYaln BBaXaOTbCS HeEOEe3neyHrMmn Biaxodamu. YTunisauis Takoro pogy Bigxodis
perynioeTbCa HauioHanbHYMK Ta perioHanbHUMKM 3akoHaMy Ta npaBunamun. 3B’skiTeCA 3 MiCLIEBMMUW opraHamu Bnagn abo

KOMNaHisiMu 3 yTunisauii Bigxoais, Ski HagagyTb Nopaau Woao yTunisadii HebesnevHux Bigxoais.
IHcpopmadito Npo nakysaneHi Matepianu aus. y po3aini NAKYBAIbHI MATEPIAJIA.
12. IHOOPMALUIA Ansd 3AMOBJEHHA

REF MEAGO0330 Kip, aHTuTina go Bipycy IgG (96 BM3HaYEHDb)

[ns TecTyBaHHA Ha aBigHICTb:
(48
AMEA7330 Asimnicte anTuTIN IgG 10 BipyCy KOpy BM3HAYeHb)
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CKOPOYEHHA

CMIT

5-xnop-2-meTtun-4-izoTiasoniH-3-oH

MIT

2-metun-2H-izortiazon-3-oH

NAKYBAIIbHI MATEPIAJIN

PAP 21 PAP 21

2

PAP 22
[ SsOLN[cTOon| |WASH|BUF[20x| |SUB|[TMB| |DIL| —
[CONJ| |CONTROL|[+| |CONTROL|-| |CUT OFF]|

| PET / ALU / LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne Kar.:

LOT

No Maprii:

BVIKOpI/ICTaTI/I [no:

&
W—

KinbkicTb TecTiB:

CONC KoHueHTpat
LYO JliodpinizoBaHni
IVD MeanyHui npucTpin Anga AiarHOCTUKM in vitro

OuiHoYHUIA Habip

MpounTanTe IHCTPYKLIO Nepen BUKOPUCTAHHAM

36epiraTtv noodans Bif MyKepen Tenna i NpsiMoro COHSIYHOro CBiTna.

36epiratv Npu Temneparypi:

Bupo6Huk:

YBara!

MicTuTb GionoriyHMn MmaTepian NtoACbKOrO MOXOMKEHHSI

QP RpHES

MicTuTb GionoriyHU MaTepian TBAPUHHOIO MOXOPKEHHSI

c
9

YHikanbHa igeHTudikauis npucTpoto

%’éﬁ

OucTtpub’oTop

YMOBHI NO3Ha4YEeHHs1 KOMMOHEHTIB AMB. y po3aini «MaTtepianw, Wo BxoadTb 40 Habopy».
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PE3IOME NMPOLEAYPU OOCHIAXXEHHA

Kip, anturina go ipycy IgG

MigroToBKa Ao aHanisy

CXEMA OOCNIAXEHHA

igroTynTe peareHT Ta 3pasky, K OnucaHo.
BcTaHoBITL NnaH po3noainy Ta igeHTudikauii 4na BCix 3paskiB i cTaH4apTiB/KOHTPOrIB.
BnbepiTb NOTPiBHY KiNbKiCTb MIKpOTMTPALiNHMX CTpiniB abo NyHOK i BCTaBTe iX y Tpumav.

Mpoueaypa aHanisy

Mo3nTueH
BnaHk cybectpaty |HeratusHuin| Moporosui ni 3pasok
KOHTPO (po3baBneHwii
(A1) KOHTPOJIb[KOHTPOIb Jib 1+100)
HeratueHuin
KOHTPOIb - 100 mkn - -
KoHTponb
noporoBuii - - 100 Mkn - -
Mo3nTnBHMI
KOHTPOnb - - 100 mMKn -
3pasok - - - 100 mkn
(posbasneHun
1+100)
HakpuinTe nyHkn ¢oonbroto, Wo BXoauTb
0o Habopy
IHKyOynTe npoTAarom 1 roguHu Npm
371°C
Mpomuiite KoXHy NyHKy Tpudi 300 mkn~ |WASH| BUF | 1x |
KoH'torat - 100 mkn 100 mkn 100 mkn 100 mkn
IHkyOyinTe 30 XB Nnpu KiMHaTHIN TemnepaTypi (20...25
OC)
He niggaBatuv BNNMBY NPSIMUX COHAYHMX
NPOMEHIB
MpomuiiTe KOXHY NyHKY Tprdi 300 MK | WASH| BUF | 1x |
|SUB| TMB | 100 mKn 100 MK 100 mKn 100 mKn 100 mkn

IHKyOy1Te piBHO 15 XB npu KiMHaTHiIn Temnepartypi (20.

..25 °C) y TempsaBi

|SOLN STOP I

100 mkn

100 mkn

100 mkn

100 mkn

100 mkn

doTOMETPUYHE BUMIptOBaHHS npu 450

HM

(pedepeHTHa foBXMHA XBUIi: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6
63128 Dietzenbach, HimeuunHa

Ten.: +49 6074 23698-0

+49 6074 23698-900

EnektpoH
Ha nowTa: info.frankfurt@eu.goldstandarddiagnostics.com

caunr:

Clinical.goldstandarddiagnostics.com8
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