GOLD

STANDARD
DIAGNOSTICS

HOBaﬂi3a®

BeCHAHO-JIITHIN KJIIIIOBUI MeHiHTOoeHuedaJIir,
aHTuTLIA 10 Bipycy IgG

DA q3

TinbKu gnsa pgiarHOCTUKM in vitro

IHCTPYKUiA 3 BUKOPUCTaHHS

&

YnoBHoBa:kenuii npeacrapuuxk: TOB «A¥ BI CET», 01010, m. KuiB, ByJ1. OmensinoBnua-IlaBiaenka, oOyn. 19
A, od. 1,Ten. (044) 223-83-18, info@ivset.ua www.ivset.ua

REF TICG0440 (96 BU3HaYEHb)

Bepcis TICG0440_IFU_01_gin noty_126N 1


mailto:info@ivset.ua
http://www.ivset.ua/

1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

TBE/FSME IgG I®A npusHayeHuin ans KinbkKicHOro BM3HayeHHs aHTuTin knacy IlgG npotu Bipycy TBE y cmupoBatui abo nnasmi
NOAVHY (UMTPAT, renapuH).

2. NPUHUUN AHANI3Y

KinbkicHe iMmyHOepMeHTHE BU3HAYEHHs cneundivyHnx aHTuTin 6asyetsca Ha meToai IPA (imyHodpepMeHTHUIN aHani3).
MikponnaHweTn NoKpUTi cneundiyHMMK aHTUreHaMn NS 3B’A3yBaHHA BiANOBIOHWX aHTUTIN 3paska. licns NnpomMmMBaHHA NyHOK
ONs BMOarneHHs BCbOro He3B'si3aHOro marepiany 3pas3ka AO0LaeTbCA KOH'loraTt, MideHun nepokcvpasoto xpoHy (HRP). Llen
KOH'loraT 3B'A3Y€TbCs i3 3axonneHnMy aHTuTinamu. Ha apyromy etani NpOMUBaHHA HE3B'A3aHUA KOH'loraT BUAansaoThb. IMyHHWUIA
KOMIMNEKC, YTBOPEHUIN 3B’A3aHMM KOH’loraToM, Bi3yanisyeTbCs LUNSXOM AofaBaHHA cybetpaty TetpameTunbeHsmauHy (TMB),
AKUA Aae CUHIN NPOOYKT peakuil.

IHTEHCMBHICTb LIbOro MPOAYKTY MpOMoOpLiiHa KiNbKOCTi cneumdivyHnx aHTuTin y 3pasky. LWo6 3ynuHuTK peakuito, foparoTb
cipyaHy kucnoty. Lle cTBOpoe XOBTUI Komip KiHUEBOI To4ku. ONTUYHY rycTuHy npu 450/620 HM 34MTylOTb 32 [AOMOMOrOH
NPUCTPOIO ANS 34nTyBaHHA |PA mikponnaHLweTis.

3. MATEPIANU

3.1 PeareHTu B Habopi
MikponnaHweT:12 cTpinis i3 8 nyHkamu, NoKpuTUX aHTUreHamu Bipycy TBE/FSME; B antomiHieBin ponbai, Wwo
3aKpUBAETLCS.

DIL: 1 donakoH, wo mictute 100 mn cpocdaTHoro bydepa %1_0 MM) anst po3BefeHHs 3paska; pH 7,2 + 0,2;

nogaaﬁ 0BaHi B )XOBTMWI KOMip; roToBUI BUKOPUCTOBYBATK; Binun koBna4vok; < 0,0015% (06./06.) CMIT/MIT (3:1). _
SOLN| CTORN: 1 cdonakoH, Wwo MictuTb 15 mn cipyaHoi kucnotu, 0,2 Monb/n; roToBUA 40 BUKOPUCTAHHS; YePBOHUI
KOBMayoK.

WASH | BUF| 20x: 1 dponakoH, o mictutb 50 mn 20-kpaTHO KoHUEeHTpoBaHoro docdaTtHoro bydepa (0,2 M), pH 7,2 +
0,2, 4N NpoMMBaHHsA NyHok; 6inui koBnavok; 0,2% (Mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

KOH'torat:1 donakoH, Wo mictutb 20 MmN MiveHoro nepokcuaasoto aHTuTina o IgG niognHn y coccatHomy 6ydepi (10
MW' HOCB%) OBaHi B CMHil KOMip; roTOBUN 0 BUKOPUCTAHHS; YOPHUI KOBMAYoK.

S B| TMB: 1 donakoH MicTuTb 15 Mn 3,3',5,5'-TeTpameTmn6eH3V|,uv|Hy (TMB), < 0,1 %; roToBuUin O BUKOPUCTaHHS;
YKOBTWIA KOBMAYoK.

CtaHgapTu:5 pnakoHiB, KOXeH no 2 Mn ctaHaapTy; nodapboBaHi B XKOBTWI KONip; roToBMI A0 BUKopucTaHHs; < 0,02%

(06./06.) MIT.
CraHpapT A: 0 HTOO/Mn; cuHin KoBnayok
CrtaHgapTt B: 50 HTO[/mn; 3eneHunin KoBNa4ok
[HTOQO =
OAMHULI
CraHpgapt C: 130 HTO[O/m1; k0BTUI KOBNAYoK NovaTec]
CrtaHpgapt D: 200 HTO[/mn; YepBOHMIA KOBNAYOK
CraHpapt E: 300 HTOO/mn; Ginnid koBNayvok

3anBu npo Hebe3neky Ta 3acTepexeHHsa ansll.1l.

3.2. Marepianu noctaBneHi
1 donbra gns NOKpUTTS
1 IHCTpyKuUid i3 3acTocyBaHHs (IFU)

3.3. Heo6xigHi maTepianu Ta obnagHaHHA
3unTtyBay mikponnaHwerTis |PA, obnagHaHuii Ana BUMIPOBaHHS nornuHanHs npu 450/620 Hm
InkybaTop 37 C
Py4He abo aBTomMaTUyHe 06nagHaHHs Ans NPOMUBaHHS MIKpOMMaHLUIeTIB
MineTkn ans poctasku o6’emi Big 10 Ao 1000 mMkn
Buxposun 3miwyBay npobipok
OvcTtuneoBaHa Boga
OpaHopasosi npobipku

4. CTIAKICTb TA 3BEPIFAHHA

36epiratn Habip npu 2...8 °C. Po3kpuTi peareHTu cTabinbHi 4O TepMiHy NpUAaTHOCTI, 3a3Ha4YeHOro Ha eTUKETL, 32 yMOBH
36epiraHHs npu 2...8 °C.

5. MPUTOTYBAHHA PEATEHTIB

[yxe BaxnuBo AOBECTW BCi peareHTU Ta 3pa3ku A0 KimHaTHOi TemnepaTypu (20...25 °C) i nepemiwatu ix nepea novaTkom
TecTyBaHHs!

5.1. MikponnaHweT

Crpinu, wo BigpusatoTbCs, NOKpUTi aHTUreHamu Bipycy TBE/FSME. Opgpasy nicns BuganeHHst CTpinis peLwTy cTpinis cnig 3HOBY
3ane4aTaTtu B antoMiHieBy dornbry pasom i3 ocyLlyBayvem, Lo nocTayaeTbes, i 3bepiratv npu 2...8 °C.

5.2. ASH | BUF | 20x
Po36aButi XT + 19; Hanpuknag, 10 MnWASH| BUF| 20x+ 190 mn auctunboBaHoi Boau. Po3seneHunn bydep

(WASH| BUF| 1x) cTabinbHU NpoTaromM 5 AHIB Npu KimHaTHIA Temnepatypi (20...25 °C). Y pasi nosiBu kpucTaniB y KOHLEHTpaTi
nigirpinte posumH go 37 °C, Hanpuknag, Ha BoasiHin 6aHi. [loGpe nepemillanTe nepes po3BEAEHHSIM.

Bepcist TICG0440_IFU_01_gia noty_126N 2



PeareHT rotoBuii 4O BUKOPUCTAHHSA i NMoBMHEH 30epiratuca npu 2...8 °C, 3axuwieHomy Big cBiTna. SUB|TMB Mae Oytu
Oe3bapBHUM ab0 MaTK NErkmi CUHIN BIATIHOK. AKLLO SUB| TMB cTa€ cvHiM, MOXNMBO, BiH 3a0pyQHEHWUIA | NOTO CMif BUKUHYTW.

6. 3bIP TA MNIArOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYWTE 3pasku cupoBaTku abo nna3mu KpoBsi MOAUHM (LUMTpaT, renapvH). AKLWOo aHani3
NpoBOAUTLCHA NPOTArom 5 AHiB nicns Bigbopy 3paskiB, 3pa3ku NOBUHHI 36epiratncst npu 2...8 °C; B iHWOMY BUNaaky ix cnig
po3ainuTK Ha anikeoTw i 36epiraTtn B rnnbokin 3amopoaLi (-70...-20 °C). Akwo 3pasku 36epiraloTbCa B 3aMOPOXEHOMY BUMMAi,
nobpe nepemiluarite pO3MOPOXEHi 3pasku Nepea TECTyBaHHAM. YHUKaTe NOBTOPHOIO 3aMOPOXYBAHHS Ta PO3MOPOXYBaHHS.
TennoBa iHaKTVBaLis 3pa3kiB HE peKOMEeHOYETbCA.

6.1. Po3BepeHHsA 3pa3ka

Mepen ananisom yci 3pasku cnig posbasutn 1+100DIL. Po3snoainite 10 mkn 3paska ta 1 MnDIL y npoGipkn Ana oTpuMaHHs
po3umHy 1+100 i peTenbHO NepemillanTe 3a 4OMNOMOro BUXPOBOIro MiKcepy.

7. MPOLEQYPA AHANI3Y

lMepen npoBeaeHHAM aHanisy yBaXkKHO NpoYUTanTe iHCTPYKLiO i3 3acTocyBaHHA. HaginHicTb pesynbTaTy 3anexuTb Big CyBOpOro
OOTPMMaHHSA iHCTPYKLUIi i3 3aCTOCyBaHHSA, sk onucaHo. HaBegeHa Hmpkde npouenypa NepeBipky NepesipeHa nue ans pyvHoi
npoueaypu. Npy BUKOHaHHI TECTy HA aBTOMaTUYHUX cuctemax IPA Myu pekoMmeHOyeEMO 36inbLUNTU KPOKM NMPOMUBAHHSA 3 TPbOX
0o matn Ta o6’eMWASH| BUF| 1xBig 300 mkn go 350 Mkn, wob YHWKHYTM edekTy NpoMuBaHHA. 3BEpHITb yBary Ha

popainll.Nepeg povaTkoM aHanidy cnig peTenbHO po3pobuTu nnaH po3noAiny Ta igeHTudiKauii Ang BCiX 3paskiB i
cTaHAapTiB/KOHTponiB (pekomeHaoBaHo AybnikaTtn). Bubepitb NOTPiOHY KinbkicTb MiKpOTUTPaUiHMX CTpiniB abo NyHOK i BcTaBTe
X y Tpumau.

BukoHanTe Bci eTanu aHanidy y BkazaHoOMy nopsaky Ta 6e3 3aTpMMok.
[ns [o3yBaHHA KOXXHOro CTaHAapTY/KOHTPOIIO Ta 3pa3ka Chi BUKOPUCTOBYBATM YUCTUIA OQHOPA30BUIA HAKOHEYHUK.
HanawTywnTe iHkyGaTop Ha 37 + 1 °C.

1. Posnoginite 100 Mkn cTaHaapTiB/KOHTPONIB | po3BeaeHMX 3paskiB y BiANOBIAHI NyHkU. 3anuwiTe nyHky A1 ans 6naxka
cybcTpary.

2. HakpuiTte nyHkun ¢onbroto, Wo BXoauTb A0 Habopy.

3. IHkybynTe npoTtsarom 1 roauHu = 5 xBunuH npu 37 £ 1 °C.

4. Konu iHkybauis 3aBepweHa, 3HIMiITb onbry, acnipyiTe BMIiCT NyHOK i MPOMWWATE KOXHY IyHKy Tpudi 300
MKnWASH| BUF | 1x. YHuKanTe nepenuBiB 3 peakuifHWX NyHOK. |[HTepBan MiX NpOMMBAaHHAM i acnipaui€lo NOBUHEH
cTaHoBWUTK > 5| cekyHa. HanpukiHLi oBepexHo BUAaniTh 3arnuiiKkv PiavHA, NOCTYKYKYM CTpinamu no abcopbeHTHoMY
nanepy nepeg HacTynHWM Kpokom!

MpumiTtka: MuTTsa - Le BaxnmBo! HegoctaTHE NPOMMBAHHA NPU3BOAUTbL A0 HU3BbKOT TOYHOCTI Ta MOMUIKOBUX
pe3ynbTarTiB.

Posnoginite 100 mMkn KOH'toraTy B YCi NMyHKM, KpiM nyHkn A1 ansa 6naHka cyberparTy.

IHky6ynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25°C). He niggaBatv BNNUBY NPSIMUX COHAYHMUX MPOMEHIB.
MoBTOPITL KPOK 4.

Hosysatn 100 mkfi SUB]TMB B yci nyHKku.

IHKyOynTe piBHO 15 XB Nnpu KiMHaTHiN TemnepaTypi (20...25 °C) y TempsBi. CvHil konip BUHMKAE BHACMiA0OK
bepMeHTaTMBHOI peakLii.

10. foaysatn 100 mkf SOLN]CTQM B yci nyHku B TOMY X NOpsAKy Ta 3 Tieto x wemakicTio, wd i ans SUB

YMHOM BiAOYBa€eTbLCHA 3MiHA KOMbOPY 3 CUHBOTO Ha XOBTUN.
11. BumipsiitTe nornuHanHsi npu 450/620 Hm npoTsirom 30 xBunvH nicns AdaasanHs SOIN| CTONM.

© ® N o’

TMB, Takum

7.1. BumiproBaHHA
Bigperyntonte npucTpivi Ans 34MTyBaHHA MikponnaHweTiB I®A Ha Hynb 3a gonomoroto 6naHka cybeTpary.

AKLWO 3 TEXHIYHUX NPUYNH NPUCTPIN ANg 34nTyBaHHA |PA MikponnaHLWEeTIB He MOXHa HanawTyBaTh Ha HyMb 3a 4ONOMOro
6naHka cybcTparty, BigHIMITh MOro 3Ha4YeHHS NOMMWHAHHS 3 YCiX IHWWX BUMIPSIHUX 3HAYeHb NOTMMHAHHS, Wo6 oTpuMaTh HagivHi
pesynbTtaty!

BumipsanTe nornmHaHHs BCix nyHOK npu 450 HM i 3anuULLIiTh 3HAYEHHS MNOFNUHAHHA AN KOXHOro CTaHAapTy/KOHTPONto Ta
3paska.

PekomeHayeTbest GixpomaTuUyHe BUMIPIOBaHHS 3 BUKOPUCTaHHSAM pedepeHTHOI A0BXMHN xBUMi 620 HM.
AKLWO MOXINUBO, po3paxyiTe cepefHE 3HAYEHHA NOTrNIMHaHHA Ans Beix ayonikaTi..
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8. PE3YNIBTATU
8.1. BukoHanTe KpuTepii nepeBipku

[Onsa Toro, wob aHani3 BBaXkaBcs QiNCHUM, CriJ CyBOPO AOTPMMYBATUCA LIMX IHCTPYKLIN LLOAO BUKOPUCTaHHSA Ta BignosigaTu
TakuM KpuTepism:

+ 3arortoBka cybcTpaty:3HauyeHHs nornnHaHHg < 0,100
*  Cranpgapt A:3HayeHHst nornnHaHhHs < 0,200

. Cranpgapt B:3HaueHHs nornuHaHHg > 0,050

*  Cranpapt C:3HaueHHsi nornnHaHHs > CtaHgapT B

*  CranpapTt D:3HayeHHs nornuHaHHa > Ctangapt C

+  Cranpapt E:3HayeHHsa nornvHaHHs > 1000

Cranpapt A < CtaHpapTt B < Ctangapt C < Ctanpapt D < Cranpapt E
AKLo Ui kpuTepii He BiaNoBigaloTb, TECT HEQIACHWI | IOro HeobXigHO MOBTOPUTH.
8.2. MiapaxyHok pe3ynbTaTis

LLlo6 oTpumatm kinbkicHi pesynbtatn B HTO[/Mn, HaHeciTh (CepenHe) 3HayeHHsa nornvHaHHa 5 ctaHpaptiB A, B, C, D i E Ha
(NIHIVHWA/NIHIRHWA) MiNIMETPOBMI Nanip y cucTeMi KoopAuHaT MpoTK iXHiX BiANoBiAHWMX KoHueHTpauin (0, 50, 130, 200 i 300
HTO[/Mn) i HamanonTe ctaHgapTHY KanibpyBanbHy KpuBY (3Ha4eHHsI MOrMWHAHHA Ha BepTuKarnbHiN OCi y, KOHUEHTpaLii Ha
rOpU30HTarbHilN OCi X).

3unTainTe pe3ynbTaTtu L€l cTaH4apTHOI KPMBOT, BUKOPUCTOBYHOUMN (CEPeLHE) 3HAYEHHS NMOTMMHAHHS KOXXHOTO 3pa3ska natieHTa.
[na pospaxyHKy cTaHOapTHOI KPMBOI CNif BUKOPUCTOBYBaTU MaTteMaTnyHy dyHkuito Point to Point.
8.3. IHTepnpeTauia pe3ynbTaTiB

[iana3oHu HopmanbHWX 3Ha4eHb AN Luporo |IPA noBmHHI ByTn BCTAHOBMEHI KOXHOI NabopaTopielo Ha OCHOBI BMAaCHOI
nonynsuii nauieHTiB y reorpadiyHmx perioHax, LWo ob6CcnyroByoTLCS.

HacTynHi 3HayeHHs cnig po3rnaaaTi K OpieHTMp:

MpucyTHI aHTUTINA NpoTu 30yaHMKa.

BinGyBcst KOHTaKT 3 aHTUreHoM (36yaHMKOM abo BaKUMHOL).
> Micna wenneHHs:

110 HTOA/mn
Lle Bunagok cepoKoHBEPCiIl.

MepeBipTe aHaMHecTUYHI AaHi i npyn HeobXxigHOCTI NpoBeaiTe 6a3oBy iMyHi3aLito abo
[Mo3anTtneHUN 3pobiTb

6ycTtep

AHTUTIN@ NpOTK 306yAHMKA YiTKO BUSIBUTU HE BOANOCS.
PekomeHayeTbCA NOBTOPUTU TECT 3i CBIXKMM 3pa3koM Yepes 2-4 TUXKHI.
55-110 Micng wenneHHs:

CyMHIiBHWIA HTOA/™Mn
Lle moxe 6yTn BUNagkom cepoKOHBEPCIl.
MpopoBxyiiTe 6a3oBy abo NOBTOPHY iMyHi3aLito.
He BuknioyeHa HecneuudiyHa peakuis.

3pasok He MICTUTb aHTUTIN NpoTh 36yaHuKa.

MonepeaHii KOHTaKT 3 aHTUreHoM (36yaHMKOM abo BaKLMHOK) ManoiMOBIpHUIA.
Micna wenneHHs:

Heratmenunm | <55 HTOO/mn
BigcyTHicTb cepokoHBepcii nicnsa BakumHaLlii.

Lle moxe cTaTucs nicns NepLuoro LwenneHHs nig yac 6a3oBoi iMyHisadii.
MaujieHTn, ki AeMOHCTPYIOTb HU3bLKY BiANoBiAb abo ii BiACYTHICTb.

[iarHo3 iHGeKUiNHOro 3axBOpIOBaHHS HEe MOXHA BCTAHOBMOBATM Ha OCHOBI OAHOrO pes3ynbTaTy AOCNIAXEHHS. TOYHWA
JiarHo3 noBuHeH 6paTu 4O yBaru KniHiYHWI aHaMHe3, CUMNTOMAaTHKY, @ TaKoX CepOIOriyYHi AaHi.

Y naujeHTiB 3 0ocnabneHnm iMyHITEeTOM i HOBOHAPOKEHMX CEPOSIONivHi AaHi MakTb e OOMeXeHe 3HAaUYEHHS.

8.3.1. I3oTMnNM aHTUTIN | cTaH iHdeKuil

Ceponoris 3HaummicTb

XapakTepucTvka NepBUHHOI BIAMOBIAI aHTWTIN

IgM Bucokuii Tutp IgM 3 HM3bkum TUTpom IgG: — cBigUMTL NPO NOTOYHY abo HeLloaaBHIO iHGEKL O
Pigko: — cTinkmni IgM

XapakTepuctuka BTOPUHHOI peakuii aHTuTin

IgG Moxke 36epiraTucs NpoTAroM AeKinbKOX pokiB

Bucokuii Tutp IgG 3 HM3bkuM TUTPOM IgM: — MOoXXe BKasyBaTV Ha iHDEKLLI0 B MUHYIIOMY
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9. CNELUN®IYHI XAPAKTEPUCTUKAN

PesynbTaTh BiHOCATLCA 40 rPYN AOCNiAKYBaHUX 3pas3kiB; Lie He rapaHToBaHi XxapaKTepUCTUKU.

9.1. TouHicTb

B aHanisi n CepegHe (E) CV (%)
#1 24 1,411 3.51
#2 24 1,991 2.23
#3 24 1,913 8.93
Mix

aHanisamu n CepegHe (HTOO/mn) CV (%)
#1 12 26.55 9.18
#2 12 15.38 12,99
#3 12 253,81 10.48
9.2. LiarHocTu4yHa cneuundivHicTb

[JiarHocTnyHa cneunivHiCTb BU3HAYaeTbCa K MMOBIPHICTb HEFaTUBHOMO pe3ynbTaTy aHanidy 3a BiACYTHOCTi KOHKPETHOro
aHanity. Lle 100% (95% posipunn iHTepsan: 93,84% - 100%).

9.3. [iarHoCTM4YHa YyTNMBICTb

[JiarHoCcTMYHa YyTNMBICTb BU3HAYAETLCA SIK MMOBIPHICTb MO3UTUBHOIO pe3ynbTaTy aHarnidy B NPUCYTHOCTI KOHKPETHOro aHaniTy.
Lle 100% (95% posipuuit iHTepBan: 96,31% - 100%).

9.4. AHaniTMyHa yyTnuBicTb

AHanitnyHa vyytnueictb (BignosiaHo go CLSI EP17-A) Bu3Ha4yaeTbCca Sk BUAMMA KOHLEHTpaLlist aHaniTy, Ky MOXHa BifpisHUTH
Big HynboBoro kani6partopa. Lle 1,78 HTO/mn.

9.5. Bnnue

Bnnue 3 remoniTM4HMMM, NineMivHMMmM abo KOBTSHUYHMMM 3paskamim He crnocTepiralTbes 40 KoHUeHTpauii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepuais i 0,5 mr/mn Ginipy6iHy.

9.6. MepexpecHa peakTUBHICTb

MepexpecHa peakTMBHICTb 3 iHWKUMYK dnasiBipycamm He MoXe ByTu BUKNIOYEHA, i Ti cnig BpaxoByBaTu Ans iHTepnpeTauii
pesynbTarTiB.

9.7. [iana3oH BUMiproBaHHA
[Jiana3oH BuMiptoBaHb ctaHoBuTb 1,78 HTOA/mMn — 300 HTOO/mn.

10. OBMEXEHHA NPOLEEQYPU

baktepianbHe 3a6pyﬂ,HEHHﬂ abo NOBTOPIOBAHI LMKIN 3aMOPOXKYyBaHHA-PO3MOPOXYBaHHA 3pa3ka MOXYTb BNJIMHYTU Ha
3HAYeHHA NMOornMHaHH4A.

11. BACTEPEXXEHHA TA NONEPEOXXEHHA

HeobxigHO cyBOpO OOTpMMYyBaTUCS Npoueaypy TECTYBaHHS, iHpopMmalii, 3anobixkHUX 3axodiB i nonepeaxeHb, HaBeOEHNX
B IHCTPYKLUisiX i3 3acTocyBaHHs. BukopucTaHHsi HabopiB TecTiB 3 aHanizatopamu Ta nogibHMM obnagHaHHAM Mae OyTn
nepesipeHo. byab-Aki 3MiHWM B An3aiiHI, CKNagi Ta Npoueaypi TECTYBaHHS, a Takox Oyab-sike BUKOPUCTaHHSA B NOEOHaHHI 3
HLUMMW NPOAYKTaMW, He CXBaneHWMU BUPOOHMKOM, 3a0OpPOHEHI; KOPUCTYBay caM Hece BiAMNOBiAanbHICTb 3a Taki 3MiHW.
BupobHMK He Hece BiAMOBIAANbHOCTI 3a MOMWIKOBI pe3ynbTaTy Ta BUMMAOAKM 3 UMX NpuYvH. BrupoGHMK He Hece
BiANoBiAanbHOCTI 3a Byab-SAKi pe3ynbTaTh BisyanbHOro aHanidy 3paskis nauieHTiB.

Tinbkn ons AiarHOCTUKM in vitro.

Yci maTepiany noaCcbKOro UM TBapUHHOTO MOXOMXKEHHS Cif po3rnsaaTn Ta 06pobnsaTu Sk NOTEHUINHO iHCPEKLiNHI.

Yci KOMMOHEHTM NIDACHKOrO NOXOMKEHHS, sIKi BUKOPUCTOBYHOTLCS AN BUPOOHULTBA LMX peareHTiB, Oynu nepesipeHi Ha
aHTuTina go BIJ, aHtutina go BIC ta HBsAg i 6ynu BU3HaHi HepeakTUBHUMM.

He 3amiHioniTe peareHTV abo MiKpONnaHwWeTH pidHMX NapTin BUpobHMUTBa.

Pa3om 3 peareHTamu Liboro TecT-Habopy He MOXHa BUKOPUCTOBYBATU peareHTu iHLLNX BUPOGHWKIB.

He BMKOPUCTOBYWTE peareHTun Nicrns 3akKiHYeHHS TEPMiHY NPUAATHOCTI, 3a3HaY€HOro Ha eTUKeTL,.

BukopurcTOBYITE NULLIE YNCTi HAKOHEYHUKM NINEeTOK, A03aTopy Ta nabopaTopHMi NOCYA.

He MiHsiiTe rBUHTOBI KPULLKK (DNAKoHIB 3 peareHTamu, o6 YHUKHYTW NepexpecHoro 3abpyaHeHHs.

LinbHO 3akpuiiTe hnakoHn 3 peareHTamm ogpasy nicnsg BUKOPUCTAHHS, WOO YHMKHYTU BUNApOBYBaHHS Ta MiKPOGHOro
3abpyaHeEHHS.

Micna nepworo BiAKPUTTS Ta NoAanbLIOro 30epiraHHs nepesipTe oNTAaKOHU 3 KOH'KOraToM | CTaH4APTOM/KOHTPOSIEM Ha
HasIBHICTb MIKPOOHOro 3abpyaHeHHs nepen noaanbliMM BUKOPUCTAHHSAM.

LWo6 yHWKHYTV NnepexpecHoro 3abpyaHeHHst Ta XBHO NiaBULLEHNX pe3ynbTaTiB, NineTywTe 3pasku NaLieHTIB i fo3yhTe
FeareHTM, He PO30PU3KYIOUN TX aKypaTHO B NYHKM. B ) ) )
DA npmsrzgl_eg;/m nvwe ansa keanichikoBaHOro NepcoHany, Sk A0TPUMYETLCA CTaHAAPTIB HaNeXHoi nabopaTopHOI
NPaKTUKK .

[nsi noganbLUIoro BHYTPILLIHBOrO KOHTPOIKO SIKOCTi KOXXHa nabopaTtopis NOBUHHA AO4ATKOBO BUKOPUCTOBYBATM BiAOMi
3pasku.
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11.1. MpaBuna 6e3nekn onNs peareHTiB, WO MIiCTATbL HeGe3ne4YHi pe4oBUHMU

PeareHT MmoxyTb mictutn CMIT/MIT (3:1) abo MIT (ame3.1).
ToMy 3aCTOCOBYIOTLCS HACTYIMHI MONOXEHHSI PO HeGe3mneKy Ta 3anobixkHi 3axoau.

YBATA H317 Moxe BuKnuKaTh LWKIpHY anepriyHy peakuito.
P261 YHuKanTe BOAMXaHHS crpeto.
P280 OpsiranTe 3axXUCHI pyKaBUYKW/3aXUCHUIA ogsr.

Y PA3I NOTPAMITAHHA HA LWKIPY: npomnth BENMKOIO
P302+P352 KiNbKiCTIO BOAN 3 MUMOM.

Y pasi noapasHeHHs Lkipy abo Bucuny: 3BEPHITbCA 3a
P333+P313 MeONYHOK JONOMOro/nopagoto.

3HATK 3abpygHeHU ogsar i BUNpaTn Noro nepes noBTOPHUM
P362+P364 BUKOPUCTaHHAM.

PeareHT MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-aiokcaH (aus.3.1).
Tomy 3aCTOCOBYHOTLCS HACTYMHI MONOXEHHs1 Npo Hebe3neky Ta 3anobiXkHi 3axoau.

YBATA H315 Buknukae nogpasHeHHs LUKipK.
H319 Buknukae ceprio3He nogpasHeHHs oyen
P280 Opsrante 3axmcHi pykaBUYKU/3aXUCHUI OAsT.
Y PA3I MOTPAIMTAHHA HA LWKIPY: npoMuTy BEMWKOIO KiNbKIiCTIO BOAU 3
P302+P352 MUIIOM.

MPUY NOMALAHHI B O4l: O6epexHo npomuiiTe BOOK MPOTSArOM KiflbKoX
P305+P351+P338 xBunuH. Buganutn KoHTakT

NiH3KM, SKWO BOHU € Ta iX ferko 3pooutn. NpoaoBXxynTe NONoCcCKaHHS.
P337+P313 AKLLO NnoapasHeHHs o4elt He NPOXOAWTb: 3BEPHITbCS A0 Nikapsi.

HopaTkoBy iHdbopMaLiito MOXXHa 3HaNTK B nacrnopTi 6e3neku.

11.2. 3ayBaxkeHHs wWoao yTunisauii

3anuwkn XiMmiYHMX PevyoBUH i NpenapaTiB 3a3BMyan BBaXarTbCa Hebe3neyHnmu Biaxogamu. YTunisauis takoro pogy Bigxoais
perynoeTbca HauioHanbHUMU Ta PErioHanbHUMKU 3aKkoHamy Ta npaBunamu. 3B’sKiTbCs 3 MiCLEBMMMU opraHamu Bnagu abo
KOMMaHisiMun 3 yTunisauii Bigxoais, ski HagagyTe Nopaau Wopao ytunisadii HebesneyHux Biaxoais.

IHbopmauito Npo nakysBanbHi Matepianu aus. y po3gini NMAKYBAJIbHI MATEPIATIN.
12. IHOOPMALUIA Ond 3AMOBJIEHHA

REF TICG0440 TBE/FSME 1gG (96 BU3HaAYEHD)
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CKOPOYEHHA

CMIT 5-xnop-2-meTnn-4-i3oTia3oniH-3-oH

MIT 2-meTun-2H-izotiason-3-oH

NAKYBAJIbHI MATEPIAJIA

PAP 21

I

g

PAP 21 PAP 22
[ SOLNTCTON [WASH[BUF[20x| [SUBITMB| [DIL| e
[cong| [cAL| -
’—\
fy —
T
PP 5 PET /ALU / LDPE 90
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PE3IOME NMPOUEAYPU OOCHIAXEHHA

CXEMA OOoCNIOXEHHA

TBE/FSME 1gG

MigroToBKa Ao aHanisy

Migrotyinte peareHTn Ta 3pasku, sIK ONm1caHo.
BcTaHoBITE NnaH po3noAiny Ta iaeHTudikauii Ans Bcix 3paskiB i cTaHAapTIB/KOHTPOSIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKpOTUTPAaLiMHUX CTpiniB abo NyHOK i BCTaBTe iX y TpMMau.

Mpoueaypa aHanisy

Cyoctpat
OnaHk 3pasok
Crangapt | CtaHgapt |CtaHgapt | CtangapT | CtaHgoapT (po3baBneHn
7
(A1) A B C A E 1+100)
CraHpapT A - 100 MKkn - - - - -
CrtaHpapt B - - 100 MKkn - - - -
Crangapt C - - - 100 mkn - - -
Cranpgapt D - - - - 100 mKkn - -
Cranpapt E - - - - - 100 mkn -
3pa3sok
(po3basneHuit ) ) ) ) ) 100 mkn
1+100)
HakpunTe nyHkn honbroto, Wo BXOAUTb
[0 Habopy
IHKyGynTe npoTsrom 1
roguHu npu 371 °C
MpomuiTe KoxHy nyHky Tpudi 300 mkn |WASH| BUF | 1x |
KoH'totorat - 100 mkn | 100 mkn | 100 mkn | 100 mkn | 100 mkn | 100 mkn
IHkyOGynTe 30 XB Nnpu KiMHaTHIN TemnepaTypi
(20...25°C)
He nipgaBaTti BNAMBY NPSIMUX COHSAYHMX
NPOMEHIB
MpomuiiTe KoXHy nyHKy Tpudi 300 mkn | WASH| BUF | 1x |
[SUB[TMB | | 100mkn | 100 mkn | 100 mkn [ 100 mkn | 100 mkn | 100 mkn | 100 mkn
IHKyGymnTe piBHO 15 XB npu KimHaTHIN TemnepaTtypi (20...25°C) y TempsBi
[soLN[cTon [| 100 mkn | 100 mkn | 100 mkn [ 100 mkn | 100 mkn | 100 mkn | 100 mkn
doTomeTpuyHe BMMiptoBaHHSA npu 450 HM (pedbepeHTHa JOBXMHA
xBuni: 620 HMm)

Gold Standard Diagnostics Frankfurt GmbH

Waldstrasse 23 A6

63128 Dietzenbach, HimeuunHa

Ten.: +49 6074 23698-0

dakc: +49 6074 23698-900

EnextpoH
owrTa: info.frankfurt@eu.goldstandarddiagnostics.com
T Clinical.goldstandarddiagnostics.com

TICG0440_IFU_rev01_fromLot_126N
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YMOBHI NO3HAYEHHA

REF

Ne KarT.:

LOT

Ne Maprii:

BukopucrtaTtu go:

KinbkicTb TecTiB:

CONC KoHueHTpar

LYO JliopinizoBaHumn

IVD Megu4Hui npucTpin gns giarHoCTuku in vitro
? OUiHOYHWIt HaBip

MpounTanTe iIHCTPYKLiO Nepea BUKOPUCTAHHAM

/ﬁ
v

36epiraTn noogans Big AXepen Tenna i NPSIMOro COHSMHOro CBiTna.

36epiratn npu Temnepartypi:

BupobHuk:

YBara!

MicTutb GionoriyHMin MaTepian NoACLKOrO NOXOAKEHHS

@b R

MicTuTb GionoriyHMn maTtepian TBaPUHHOIO MOXOAXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

%’éﬁ

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHst KOMMOHEHTIB AMB. Y po3aini «MaTtepianu, Lo BxoaaTb 40 Habopy».
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