GOLD

STANDARD
DIAGNOSTICS

HOBaﬂi3a®

Bopenia oyproopdepi, antuTina IgG
DA 3

TinbKn gnsa giarHOoCTUKM in vitro

IHCTPYKLiA 3 BUKOPUCTaAHHA

REF BORGO0040 (96 Bu3Ha4eHb)

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

&

Bepcis BORG0040_01_sig noty_146N 1


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

1. BUKOPUCTAHHSA 3A NMPU3HAYEHHAM

Borrelia burgdorferi IgG |PA npusHaveHun ans saKicHOro BU3Ha4YeHHs aHTUTIN knacy 1IgG npotu Borrelia burgdorferi B cuposarui,
nnasmi (ULMTpaT, renapuH) i NikBopi (CNMMHHOMO3KOBA pianHa) NMIOANHN.

[ns BM3Ha4YeHHs iHTpaTekanbHO BMPObneHnx aHTuTin IgG y BUpobHMKa MOXHa OTpMMaTK OKpeMi IHCTPYKLUIT i3 3acTocyBaHHSA
ans CMP (BORL0040).

2. NPUHUUN AHANI3Y

AkicHe iIMyHObepMeHTHe BU3HaYeHHs cneundidHux aHTuTin 6asyetbes Ha metoauui IDA (iMmyHoepMeHTHMIN aHani3).
MikponnaHweTn NoKpuTi cneundiyHMMM aHTUreHaMn NS 3B’A3yBaHHA BiANOBIOHWX aHTUTIN 3paska. licns npomMmMBaHHA NyHOK
ONs BMOarneHHs BCbOro He3B'si3aHOrO marepiany 3paska AOLaEeTbCA KOH'loraTt, MideHun nepokcupasor xpoHy (HRP). Lewn
KOH'loraT 3B'A3YETbCA i3 3aXONNeHMMN aHTUTInamn. Ha gpyromy etani NpoMMBaHHA HE3B'A3aHUIN KOH'toraT BUAANATb. IMyHHWUIA
KOMMNEKC, YTBOPEHUIN 3B’A3aHWM KOH’loraToM, Bi3yanidyeTbCs LUNSXOM AoAaBaHHA cybctpaty TeTpameTunbeHsnanHy (TMB),
AKUA Aae CUHIN NPOaYKT peakuii.

IHTEHCMBHICTb LIbOro MPOAYKTY NponopuiiHa KinbKoCTi cneumdivHnx aHTuTin y 3pasky. LWo6 3ynuHuTh peakuito, gopatoTb
cipyaHy kucnoty. Lle cTBOptoe XOBTUIM Komip KiHLEBOI TOYkM. ONTuU4HY rycTuHy npu 450/620 HM 34MTylOTb 32 AOMOMOrOH
nNpuCcTpoto ANng 34ntyBaHHA |PA MikponnaHweTis.

3. MATEPIAJTN

3.1. PeareHTn B Ha6opi

MikponnaHweT:12 po3puBHMX 8-NYHKOBMX CTPUMIB, MOKPUTUX peKoMBiHaHTHUMK aHTureHamu Borrelia burgdorferi; B
amonvumeam ¢onb3i, WO 3aKpnBaETHLCS.

nakoH, wo mictutb 100 mn pocpaTtHoro Bydpepa (10 MM) ana poseedeHHs 3paska; pH 7,2 £ 0,2,
u ﬁ OBaHI B >KOBTUW KONip; roOTOBWI BUKOPUCTOBYBATH; Binun koBna4ok; < 0,0015% (06. /06. ) CMIT/MIT (3:1).
On: 1 dnakoH, wo mictutb 15 mn cipyaHoi kucnotu, 0,2 MOIb/IT; FOTOBUI [0 BMKOPWUCTaHHS; YepBOHUIA
KOBI‘IaLIOK

WASH | BUF| 20x: 1 donakoH, Lo micTuTb 50 M 20-KpaTHO KOHLIEHTPOBAHOIO clboccbaTHoro 6ydepa (0,2 M), pH 7,2 +
0,2, 4NA NPOMUBAHHSA MNYHOK; Ginui koBnayok; 0,2% (mac./06.) 5-6pom-5-HiTpo-1,3-giokcaHy

KOH'toraT:1 donakoH, o MicTnTb 20 M MiveHoro nepokcnaasoo aHtutina fo IgG niognHu y docdatHomy 6ydepi (10
Ml\{? no%laé) OBaHi B CUHIil KOMip; FOTOBMIA [0 BUKOPUCTAHHS!;, YOPHMI KOBMAYOK.

B dnakoH mictute 15 mn 3,3',5,5' TeTpaMeTMJ‘IGeH3VI,E|,VIHy (TMB), < 0,1 %; rotoBuiA 4O BUKOPUCTaHHS;
)KOBTVIVI KOBMaYoK.

1 KOHTPOnb:1 hnakoH, Lo MICTUTL 2 MN KOHTpOJ‘IlO nocapboBaHi B XOBTUIA KOMip; rOTOBUIA A0
HS1; YepBOHMI koBnayok; < 0,02% (06./06.) M

KoHTponb noporoeuit;1 nakoH, Lo MicTUTb 3 Mn KOH_lpomo nodapboBaHi B XXOBTUIA KOMip; rOTOBUIA 40
BMKOPUCTaHHS; 3eneHuii konavok; < 0,02% (06./06.

HeraTtmeHMin KOHTPONL:1 PNaKoH, WO MICTUTL 2 M1 KOHTpomo nocgapboBaHi B XXOBTWI KOMip; roTOBWI A0
BMKOPUCTaHHS; CMHi koBnayvok; < 0,0015% (06./06.) CMIT/

(3:1).
3asBu npo Hebe3neky Ta 3acTepexeHHst ausll.1.
3.2. Matepianu noctaeneHi

1 Hakpunte onbroto
1 IHcTpyKuis i3 3acTocyBaHHs (IFU)

3.3. HeobxigHi maTepianu Ta obnagHaHHA
: 3untyBau mikponnaHweTie |OA, o6nagHaHuiA 4ns BUMIpOBaHHSA nornmMHaHHa npy 450/620 Hv
InkybaTop 37 °C
Py4yHe abo aBTOMaTM4HE 0bGnagHaHHA AN NPOMUBAHHS MIKpOMMaHLLETIB
MineTkn ana poctasku o6’emiB Big 10 oo 1000 Mkn
Buxposun 3miwysay npobipok
OvctnnboBaHa Boaa
OpHopasosi Npobipku

4. CTIAKICTb TA 3BEPIFAHHA

36epiratn Habip npwu 2...8 °C. Po3kpuTi peareHT cTabinbHi 4O TEpMiHY NPUAATHOCTI, 3a3HAYEHOTO Ha eTUKETLI, 3a YMOBHU
36epiraHHs npu 2...8 °C.

5. MPUTOTYBAHHA PEATEHTIB

[yxe BaXxXn1MBO AOBECTW BCi peareHTU Ta 3pasku o KimHaTHoi Temnepatypm (20...25 °C) i nepemiwatu ix nepes no4yaTkom
aHanisysaHHs!

5.1. MikponnaHweT

Crpinu, Wwo BigprBaTLCS, NOKPUTI peKOMBIHAaHTHUMK aHTMreHamu Borrelia burgdorferi. Onpa3sy nicns BuaaneHHs CMy»ok
PELUTY CMYXOK cnif, 3HOBY 3anevyartaTy B antoMiHieBy bonbry pa3oM i3 ocyllyBayem, Lo noctavaeTsces, i 36epiratv npu 2...8 °C.

52. [WASH[BUF[20x |

Po36aBuTu WASH | BUF|20x 1 + 19; Hanpuknag, 10 mn WASH | BUF | 20x+ 190 Mn AncTunboBaHoi Boau.
PosseneHuii 6ycpep (WASH | BUF | 1x) €

cTabinbHuin 5 gHiB Npu KiMHaTHIN TemnepaTypi (20...25 °C). Y pasi nosBu KpucTaniB y KOHUEHTpaTI nigirpinte po3uunH go 37 °C,
Hanpwuknag, Ha BoasiHin 6aHi. [loGpe nepemilwante nepes po3BeAEHHSIM.
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5.3.

PeareHT TOTOBMA OO BMKOPUCTaHHS i MoBuHeH 36epiratuca npu 2..8 °C, 3axvweHomy Big CBiTna.SUB|TMB|vla€ oyTH
6e3bapeHrM abo Mafiu nerkui quHiin BiaTiHok. Skwo SUB | TMB cTae CuHiM, MOXNMBO, BiH 3a6py/AHEHWIA | IOTO CIIiA BUKUHYTH.
6. 36IP TA NIATOTOBKA 3PA3KIB

BukopucToByInTE ANA LbOro aHanisy 3paskv CMpoBaTK1, Nna3mu (ULMTpaT, renapuH) i nikBopy (CMIMHHOMO3KOBOI piguHu). Ons
CSF, 6ynb nacka, ckopuctanTecs iHCTpykuieto i3 3actocyBaHHa BORL0040. Akwo aHania NnpoBoAMTLCA NPOTAroM 5 fHiB nicns
Binbopy 3pa3kiB, 3pa3ku NoBUHHI 36epiratucsa npu 2...8 °C; B iHWIOMY BUnNaaKy iX Cnig po3ninuTy Ha anikBoTu i 3bepiratu B
rnnbokin 3amopoasi (-70...-20 °C). Akwo 3pa3km 36epiraloTbCa B 3aMOPOXEHOMY BUrnAgi, 4oOpe nepemiiante po3MOPOXEHI
3pasku nepepq aHanidyBaHHAM. YH/KaWTe NOBTOPHOIrO 3aMOPOXKyBaHHS Ta PO3MOPOXYBaHHS. Tennosa iHakTMBaLis 3pa3skis He
pekomeHOyeTbCS.

6.1. Po3BeneHHs 3pa3ka

Mepen aHanizom yci 3pasku cnig posdasntn 1+100DIL. Posnoginite 10 mkn 3paska Ta 1 mnDILy npobipku Ana oTpumaHHs
po3unHy 1+100 i peTenbHO NepemillanTe 3a 4ONOMOroK BUXPOBOro Mikcepa.

7. NAPOLEQYPA AHANI3Y

Mepen npoBefeHHAM aHanidy yBaXkKHO NpovuTanTe IHCTPYKLIlO i3 3acTocyBaHHs. HaginHicTe pesynbTaTty 3anexuTb Big CyBOPOro
OOTPMMaHHSA iHCTPYKLUIT i3 3aCTOCyBaHHs, sik onvcaHo. HaBegeHa Hwx4e npoueaypa nepesipku nepesipeHa nuviie Anst pyyHoi
npoueaypv. lNMpu BUKOHaHHI aHanisy Ha aBTomatu4HUx cuctemax | PA mu pekoMeHayemo 36inbLUNTU KPOKM MPOMMUBAHHSA 3 TPbOX
o m'atm ta ob'e MWASH| BUF| 1xBig 300 mkn pgo 350 Mkn, WO6 YHUKHYTM edekTy NPOMUBaHHS. 3BEPHITb yBary Ha

popainll.MNepen novaTkoMm aHanidy cnig peTenbHO po3pobuTu nnaH posnodiny Ta igeHTudikauii Ans BCIX 3paskiB i
cTaHgapTiB/KOHTponiB (pekoMeHAoBaHO Ay6nikath). BubepiTb NOTPIGHY KiMbKiCTb MiKpOTUTpAUiHUMX CTpUMiB abo MyHOK i
BCTaBTe iX y TpMMau.

BukoHawnTe BCi eTanv aHanidy y BkazaHoMy nopsiaky Ta 6e3 3aTpMMok.
[na 0o3yBaHHSA KOXHOro CTaHAapTY/KOHTPOSMIO Ta 3paska Chif BUKOPUCTOBYBATH YNCTUIN OQHOPA30BUIN HAKOHEYHUK.
HanawrtywTe iHkyb6aTop Ha 37 £ 1 °C.

1. Posnoainite 100 mkn cTaHAapTiB/KOHTPONIB i po3BeAeHMX 3paskiB y BiANOBIAHI NyHkW. 3anuwTe nyHky A1 ans 6naHka
cybcTpary.

2. Hakpunte nyHkun cponbroto, WO BXoAUTb A0 Habopy.

3. IHkybywuTe npoTtsrom 1 roauHu = 5 xBunuH npu 37 £ 1 °C.

4. Konu iHkybauisa 3aBeplueHa, 3HIMITb doOnbry, acnipymte BMICT FyHOK i MPOMUITE KOXHY nyHKy Tpuyi 300
MKJ‘IWASHl BUF | 1x. YHuKanTe nepenveiB 3 peakuinHWX NyHOK. |[HTepBan MK MPOMMBAHHAM i acnipauielo NOBUHEH
cTaHoBuTM > 5[ cekyHa. HanpukiHui ob6epexHo BMaaniTe 3anvku pigvHW, NOCTYKYHOUYM CTpinamm no abcopbeHTHOMY
nanepy nepeg HacTynHWM Kpokom!

MpumiTtka: MuTTsa - Le BaxnmBo! HegoctaTHE NPOMMBAHHA NPU3BOAUTDL 40 HU3BbKOT TOYHOCTI Ta MOMUIKOBUX
pe3ynbTarTiB.

Posnoginite 100 mMkn KOH'toraTy B YCi NMyHKM, KpiM nyHkn A1 ansa 6naHka cyberpary.
IHkybynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C).He niggaBaTtv BNAMBY NPSIMUX COHAYHUX MPOMEHIB.
[MoBTOPITb KPOK 4.

Josysatn 100 mkp SUB| TMB B yci nyHku.

IHkyOynTe piBHO 15 XB npm KiMHaTHIN TemnepaTypi (20...25 °C) y TempsBi.CuvHin konip BUHVMKae BHacNigok
hepMeHTaTUBHOI peakuii.
10. Oosysatn 100 mkpSOLN B YCi NMTYHKMN B TOMY X NOPSAKY Ta 3 TiEH X WBUAKICTHO, WO P Ang SUB| TMB, Takum
YMHOM BiAOYyBa€eTbLCHA 3MiHA KOMbOPY 3 CUHBOTO Ha XOBTUN.
11. BumipsiiTe nornuHanHHst npu 450/620 Hm npoTsirom 30 xeunvH nicns Adnasarnns SOIN| CTONM.
7.1. BumiproBaHHA
BigperyntonTe npucTpivi 4nga 34utyBaHHA MikponnaHweTis IOA Ha Hynb 3a gonomMoroto 6naHka cybeTpary.

© ® N oG

FAKLLO 3 TEXHIYHUX MPUYUH NPUCTPIN ANns 3untyBaHHS |PA MikponnaHLeTiB He MOXHa HanalwTyBaTu Ha HyMb 3a JOMOMOIOH
6naHka cybcTpaty, BigHIMITb MOro 3Ha4YEHHsI NOMMMHAHHS 3 YCiX iHLUNX BUMIPSHUX 3HAY€Hb MOrMMHAHHSA, LWOo6 oTpuMaT HaginHi
pesynbtaT! Bumipsinte nornmuHaHHA BCiX NyHOK npy 450 HM i 3annLWiTb 3HAYEHHS NOrMWHAHHS AJ1S KOXHOIo
cTaHdapTy/KOHTPOMIO Ta 3paska.

PekomeHayeTbCs BixpomaTnyHe BMMIpIOBaHHSA 3 BUKOPUCTAHHAM eTanoHHOI AOBXUHM XBUIi 620 HM.

AKLWO MOXNUBO, po3paxynTe cepeaHE 3Ha4YEeHHA NMOrNMHaHHA AnA Beix agyonikaTi..
8. PE3YJIbTATU

8.1. BukoHanTe KpuTepii nepeBipkn
Ons Toro, wo6 aHani3 BBaXaBCcs AiNCHNM, HEOOXiAHO CYBOPO AOTPMMYBATUCH LMX iHCTPYKLIN i3 BUKOPUCTaHHS Ta Bignosigatu
TaKUM KpUTepism:
) BnaHk cy6cTpaTy:3HaveHHs nornnHaHHsA < 0,100
HeratuBHui KOHTponb: 3HadyeHHs nornmHaHHsA < 0,200 i < NoporoBoro 3Ha4YeHHs
KoHTponb noporoBum:3Ha4yeHHs nornmMHanHa 0,150 — 1,300
Mo3UTUBHUI KOHTPOIb: 3Ha4YeHHS NOrNIMHAHHSA > NOPOroBOro
Ao Ui kpuTepii He BigNoBigaTb, TECT HEAIACHUIA | KOro HEOOXiOHO NOBTOPUTMW.
8.2. MiapaxyHok pe3ynbTaTiB
Moporose 3HaYeHHs — Lie cepeHe 3Ha4YeHHS NOrNMHaHHA BU3HAY€Hb NOPOroBOro KOHTPOIIO.
npuknag: 3HayeHHs nornmHaHHs Moporosuin koHTpornb 0,44 + 3HayeHHs nornuHaHHA Moporosuii koHTpornb 0,42 = 0,86 /
2=043
Moporose = 0,43
Bepcis BORG0040_01_gig noty_146N 3



8.2.1. Pesynbtaty B oanHuuax [HTO[MO]
3HaYeHHs NorfMMHaHHS 3paska

(cepegHe) x 10 = [OgunHuui NovaTec = HTO[]
noporoBse
npuknag: 1,591 x 10 = 37 HTO[ (oguHwui)
0,43
8.3. IHTepnpeTauin pe3ynbTatisB
10
Moporosuin HTOO -
>11 MpucyTHi aHTUTINa NpoTn 36yAHMKa.
HTOA
[Mo3nTuBHWUIA BiabyBscs KOHTaKT 3 aHTUreHoM (36yAHKoM abo BaKLUHOI).
AHTWTINA NpoTK 36yaHMKa YiTKO BUSBUTU HE BOArOCS.
- 11 HTOLO
PekomeHayeTbCA MOBTOPUTH TECT 3i CBIXKUM 3pas3kom vepes 2-4 TUXKHI.
CYyMHiBHUIA
3pasok He MICTUTb aHTUTIN NpoTK 36yaHuMKa.
<9 HTOL
MonepeaHi KOHTaKT 3 aHTUreHoM (36yaHNKOM abo BaKLMHOK) MarioMOBIPHUIA.
HeraTnBHWUA

[iarHo3 iHeKLIHOro 3axBoptoBaHHSA HE MOXHA BCTAHOBIIOBATM HA OCHOBI O4HOTrO pe3ynbTaTy gocnigxeHHs. HeobxigHo
NOCTaBUTU TOYHWIA AiarHos

B3ATW [0 yBaru KniHi4Hy iCTOpIilo, CUMNTOMAaTUKY, @ TaKoX CepOnoriyHi gaHi.

Y nauieHTiB 3 ocnabneHnmM iMyHITETOM i HOBOHaPOXXEHMX CEPOOTiYHi AaHi MaloTb NuLle 06MeXeHe 3HaYEHHS.

8.3.1. I3oTunu aHTUTIN | cTaH iHdekuil
3Ha4MMicTb
Ceponoris

XapakTtepucTvka NnepBMHHOI peakLii aHTUTIN

IgM Bucokui Tutp IgM 3 HU3bkuM TUTpom IgG: — cBigUMTL NPO NOTOYHY abo HeloAaBHIO iHbekLUito
Pigko: — cTinkun IgM

Xapakrtepuctmka BTOPUHHOT peakLuil aHTUTIn

19G Moxke 36epiraTucs NpoTAroM AeKinbKOX pokiB

Bucokuii Tutp IgG 3 HU3bkum TUTPOM IgM: — MOXe Bka3yBaTu Ha iH(peKLito B MUHYNoOMYy

9. CNELUN®IYHI XAPAKTEPUCTUKA

PeayanaTM BiAHOCATbCS 40 rpyn ,D,OCﬂi,D,)KyBaHVIX 3paskiB; Lie He rapaHTOBaHi XapaKTepUCTUKM.

9.1. TouHicTb

B aHanisi n Cepeane (E) CV (%)
#1 24 0,517 4.00
#2 24 1,790 4.23
#3 24 2,339 9.04
Mix aHanizamun n CepegHe (HTOL) CV (%)
#1 12 37.2 4.17
#2 12 45.3 9.28
#3 12 1.9 9,94
9.2. LiarHocTn4yHa cneyndivHicTb

[iarHocTnyHa cneunivHiCTb BU3HAYaETLCS K MMOBIPHICTb HEraTUBHOMO pe3yrnbTaTy aHanidy 3a BiACYTHOCTI KOHKPETHOro
aHanity. Lle 95,48% (95% posipumn inTepsan: 90,92% - 98,17%).

9.3. [iarHocT4YHa 4yTNUBICTb

[iarHocTnyHa YyTNUBICTb BUSHAYAETLCA SIK MMOBIPHICTb MO3UTUBHOIO pe3yrnbTaTy aHanidy B NPpUCYTHOCTI KOHKPETHOro aHaniTy.
Lie 98,39% (95% posipumn intepsan: 91,34% - 99,96%).

9.4. Bnnue

Bnnue 3 remoniTMyHnMuM, ninemivyHMMmM abo KOBTAHMYHMMM 3paskammn He CoCTepiraloTbCa A0 KoHUeHTpadii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepuvais i 0,5 mr/mn Ginipy6GiHy.

9.5. MepexpecHa peakTUBHICTb

3a JoMOMOror BUKOPUCTaHHSA PEKOMBIHAHTHUX @aHTUrEHIB MOXHA SKHAMKpaLLle BUKIIOYUTU NEPEXPECHi peakuii 3 aHTuTinamum
NPOTW HACTYNHWX 30yAHWKIB:

- TpenoHema 6niga

- JlenTocnipwm

- Borrelia recurrentis

HeobxigHo BMKNounTY iHGEKLi0 cudinicy, OCKinNbKn MOXYTb 3'IBUTUCS aHTUTINa npotu p41i.

10. OBMEXXEHHA NPOLIEAYPU

BakTepianbHe 3a6pyaHeHHs a6o NOBTOPIOBaHI LMK 3aMOPOXKYBaHHS-PO3MOPOXKYBAHHS 3paska MOXYTb BIIMHYTY Ha
3HaYEHHS! MOrMUHAHHS.
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11. SACTEPEXEHHA TA NONEPEMXEHHA

HeobxigHO cyBOpO [JOTpMMyBaTUCS MpoLEdypu aHanidyBaHHs, iHdopMmauii, 3anobikHuMX 3axodiB i nonepemkeHb,
HaBedeHUX B IHCTPYKLIAX i3 3acTocyBaHHs. BukopucTtaHHa Habopis TecTiB 3 aHanizatopamu Ta noaibHum obnagHaHHAM
mae 6yt nepesipeHo. Byab-Aki 3MiHM B An3anHi, cknaji Ta npouenypi aHanisyBaHHa, a Takox Byab-Ake BUKOPUCTaHHA B
NoeAHaHHI 3 IHWUMU NPOAYKTaMK, HE CXBaneHUMK BUPOGHMKOM, 3a00pOHEHI; KOpMUCTyBay cam Hece BignosiganbHicTe 3a
Taki 3MiHW. BUpOBHUK He Hece BiANoBiAanbHOCTI 3a NOMUIKOBI pesynbTaTi Ta BUNafKM 3 LMX NPUYUH. BUPOGHMK He Hece
BiAnosifanbHOCTi 3a 6yab-AKi pe3ynbTaTi BidyanbHOro aHanisy 3paskis nawieHTiB.

Tinbkn ansa aiarHoCcTyKK in vitro.

Yci MmaTepianu MoACLKOro Yy TBAPMHHOTO NMOXOMXKEHHA Chifl po3rnaaaTi Ta 06pobnaTh AK NOTEHLINHO iHEKLinHiI.

YCi KOMMOHEHTU JIIOACLKOro NOXOOXEHHS, SAK BVIKOpVICTOByPOTbCH ANnst BUPOOHNLTBA UMX peareHTiB, 6ynun npoTecToBaHi Ha

anTutina go BlJ1, antutina o Bre i HBsAg i Bynn BU3HaHi HEpeaKTMBHUMM.

He 3amiHlonTe peareHTy abo MikponnaHLIETH pi3HWUX NapTi BUpOGHMLTBA.

Pasom 3 peareHTamu LibOro TecT-Habopy He MOXHa BUKOPUCTOBYBaTWN peareHTu iHWNX BUPOOHUKIB.

He BMKOPUCTOBYWTE peareHTn Nicns 3akiH4eHHs TepMiHy NPUAaTHOCTI, 3a3Ha4YEHOro Ha eTUKeTL.

BrkopuCTOBYITE NULLIE YNCTi HAKOHEYHUKM NINETOK, A03aTopy Ta nabopaTopHWiA NOCyA.

He MiHsiMTe rBUHTOBI KPULLIKM (hNaKOHIB 3 peareHTamu, Wob YHUKHYTU NepexpecHoro 3abpyaHeHHs.

LLinbHO 3akpuiiTe dhnakoHn 3 peareHTammn ogpasy nicns BUKOPUCTAHHS, LWOO YHUKHYTU BUNApOBYBaHHSA Ta MIKpOBHOro
3abpyaHeHHs.

lMicns nepLuoro BiAKPUTTA Ta nodanbLuoro 3bepiraHHs nepesipTe hNakoHU 3 KOH'IoraTtoMm i cTaH4apTOM/KOHTPONEM Ha
HasBHICTb MikpOBOHOro 3abpyaHeHHs nepea noaansLlUMM BUKOPUCTaHHSAM.

o6 yHuKHYTV nepexpecHoro 3abpyaHeHHs Ta XBHO NiABULLEHNX pe3ynbTaTiB, NiNeTynTe 3paskun NauieHTiB i Jo3yhTe
FeareHTM He PO30PU3KYIOUM TX aKypaTHO B MYHKN.

@A npusHaveHun nuwe Ans keanidikoBaHOro nepcoHarny, Skui JOTPUMYETbCA CTaHAapTIB HanexHoi nabopaTtopHoT
npaktukm (GLP).

D,nﬂ6no,qanbmoro BHYTPILLUHBLOr0 KOHTPOIO AKOCTi KOXXHa nabopaTtopis NoBUHHA A40AATKOBO BUKOPUCTOBYBATU BifOMI
npo6w.

11.1. MpaBuna 6e3neku AnNA peareHTiB, WO MICTATbL Hebe3ne4YHi pe4oBUHU
PeareHtn moxytb mictut CMIT/MIT (3:1) a6o MIT (ous3.1).
Tomy 3aCTOCOBYOTLCA HACTYMHI MOMOXEHHS NPo HebGe3neky Ta 3anobixHiI 3axoau.

YBArA H317 Mo>ke BUKNUKaTW LLKIpHY aneprivyHy peakuito.
P261 YHuKanTe BOANXaHHS CNpeto.
P280 Opsirante 3axucHi pykaBUYKN/3aXUCHUIA ogsr.

Y PA3I NOTPAMNAHHA HA LKIPY: npoMnth BENMKOO
P302+P352 KinbKiCTIO BOAN 3 MUMOM.

Y pasi nogpasHeHHsi LWKipn abo Bucuny: 3BepHiTbCcH 3a
P333+P313 MeOMYHOI0 JOMOMOroK/nopaaoto.

3HATK 3abpyaHeHNI oadr i BUNpaTu Noro nepes noBTOPHUM
P362+P364 BUKOPUCTAHHAM.

PeareHTn MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-AiokcaH
(amB.3.1)TomMy 3aCTOCOBYHOTLCS HACTYMHI MOMOXEHHS NPO
Hebe3neky Ta 3anobixHi 3axoau.

YBATA H315 Buknuvkae nogpasHeHHs LWKipw.
H319 Buknukae cepiio3He nogpasHeHHs oyen
P280 OpsAranTe 3axvCHI pyKaBUYKN/3aXUCHWUIA 0.
Y PA3I NOTPAMITAHHA HA LWKIPY: npomMuTy BENNKOIO KiNbKIiCTIO BOAM 3
P302+P352 MUJSIOM.

MPUY NONALAHHI B OYl: O6epexxHo npoMuiiTe BOAOK NPOTArOM KiNlbKOX
P305+P351+P338 xBunuH. Buganutun koHTakT

NiH3K, KO BOHM € Ta iX Nnerko 3pobuTn. MpoaoBxyTe NONOCKaHHS.
P337+P313 AKLWO Noapa3HEHHS 04el HE NPOXOAMWTb: 3BEPHITLCA A0 Nikaps.

[opaTkoBy iHpopMaLiio MOXHa 3HaNTX B nacrnopTi 6e3neku.

11.2. 3ayBaxeHHs wWopgo ytunisauii

3anuLukm XiMiYHMX PeYOBUH i MpenapartiB 3a3Buyaii BBaXarTbCcs HeGe3nevyHnMuy Biaxogamu. YTunisauis Takoro poay Biaxonis
perynioeTbcs HalioHanbHUMKW Ta perioHanbHUMK 3akoHamu Ta npaBunamun. 3B’sbkiTbCs 3 MicLeBUMMU opraHamu Briagu abo
KOMMaHismMu 3 yTunisadii Biaxogis, siki HaaaayTb NoOpaau WoAo yTurisauii HebeaneyHnx Bigxoais.

IHbopmauiio Nnpo nakyBanbHi matepianu ave. y po3aini NMAKYBAJIbHI MATEPIATINA.
12. IHOOPMALIA And 3AMOBNEHHA

REF BORG0040 Borrelia burgdorferi IgG (96 BM3HayeHb)
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CKOPOYEHHA

CMIT

5-xnop-2-meTtun-4-i3oTia3oniH-3-0H

MIT

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

NMAKYBAJIbHI MATEPIAIU

PAP 21

Y

g

PAP 21 PAP 22
g e Donel ]
HDPE 2 PP 5 PET / ALU / LDPE 90
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YMOBHI NO3HAYEHHA

REF

Neo Kar.:

LOT

Ne Maprii:

BukopucrtaTtu go:

X
-

KinbkicTb TecTiB:

CONC KoHueHTpar
LYO JlioghinizosaHui
IVD Megu4Huii npucTpin gns giarHoCTuku in vitro

OuiHouHWI Habip

=

MpounTanTte iHCTPYKLiO Nepes BUKOPUCTaHHAM

/,
S
\

N
>

36epiraTn noogansb Big AXepen Tenna i NPSMOro COHSYHOro CBiTNa.

36epiratv npn Temneparypi:

BupobHuk:

YBara!

MicTutb GionoriyHMin MaTepian NoACLKOro NOXOAKEHHS

IS4 n

MicTutb GionoriyHmin maTepian TBAPMHHOIO NOXOAXKEHHS

c
=

YHikanbHa igeHTudikauis npucTpoto

Z

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHs KOMMOHEHTIB AMB. y po3aini «MaTtepianu, Wo BxogdTb A0 Habopy».
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PE3IOME NMPOLUIEAYPU OOCHIAXEHHA

CXEMA OOCHNIOXEHHA

Borrelia burgdorferi IgG

MigroToBKa Ao aHanisy

Migrotynte peareHTN Ta 3pasku, sIK ONmMcaHo.
BcTaHoBITE NnaH po3noAiny Ta iaeHTudikauii 4nsi BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKPOTUTPALIMHUX CTPUNIB abo NYHOK i BCTaBTE iX y TpMMau.

Mpouenypa aHanisy

Mo3uTneH
BbnaHk cybectpaty |HeratmeHuiA|Noporosui nn 3pasok
(A1) KOHTPOIJIb b JIb 1+100)
HeratueHun
KOHTpPOIb - 100 mkn - - -
KoHTponb
NnoporoBui - - 100 MKkn - -
[Mo3nTuBHMIA
KOHTPOIb - - - 100 mkn -
3pasok ) ) i ) 100 MK
(po3baBneHuii
1+100)
Hakpuinte nyHku doonbroto, Wwo BXoauTb
Ao Habopy
IHKyOynTe npotaarom 1 roamHu npu
371 °C
Mpomuiite KoXHy nyHKy Tpudi 300 Mmkn |WASH| BUF | 1x |
KoH’toraT - 100 mkn 100 mkn 100 mkn 100 mkn
IHkyOGynTe 30 XB npu KiMHaTHin TemnepaTypi (20...25
OC)
He nigpgaBaTtu BNNMBY NPSAMUX COHAYHUX
NPOMEHIB
MpomMuiiTe KoXHy nyHKy Tpudi 300 Mkn |WASH| BUF | 1x |
|SuB|TMB | 100 mkn 100 mkn | 100 mkn | 100 mkn 100 mkn
IHkyGynTe piBHO 15 XB npu KiMHaTHiK TemnepaTtypi (20...25 °C) y TempsBi
|SOLN| cTon | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
doTtomeTpuyHe BUMIptoBaHHSA rpu 450
HM

(petbepeHTHa goBxnHa xsuni: 620 HM)

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

Ten.: +49 6074 23698-0

Pakc: +49 6074 23698-900
EnektpoH
Ha nowTa: info.frankfurt@eu.goldstandarddiagnostics.com
cant: Clinical.goldstandarddiagnostics.com
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