HOBaﬂi3a®

KaHanpgos,
aHTuUTIina IgG

DA

Tinbku gnsa giarHOCTUKM in vitro

IHCTPYKLifA 3 BUKOPUCTaAHHA

GOLD

STANDARD
DIAGNOSTICS

q3

&

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 CANGO0060 (96 Bu3Ha4eHb)

Bepcist CANGO0060_IFU_01_Big noTy_192N


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

YKPAIHCbKA
1. BUKOPUCTAHHA 3A NMPU3HAYEHHAM

Candida albicans 1gG IDPA npuaHaveHuin 4nsa AkicHOro BU3HadeHHs aHTuTin knacy IgG npotu Candida albicans y cupoBartui abo
nnasmi lognHn (LMTpaT, renapuH).

2. IPUHUMN AHANI3Y

AkicHe iIMyHObepMeHTHe BU3Ha4YeHHs cneundidHux aHTuTin 6asyeTbecs Ha metoauui IDA (iMmyHoepMeHTHUIN aHani3).
MikponnaHweTn NoKpuTi cneundiyHMMM aHTUreHamu Ans 3B’A3yBaHHSA BiAMNOBIAHMX aHTUTIN 3paska. [licng npomMmBaHHA NyHOK
ONs BUOaneHHs BCbOrO HEe3B'si3aHOro MaTtepiany 3paska [O0AaeTbCsl KOH'loraTt, MivdeHun nepokcupaasoto xpoHy (HRP). Llen
KOH'loraT 3B'A3YyETbCS i3 3aXOnneHnMu aHTuTinam. Ha gpyromy etani NpOMMBaHHA HE3B'A3aHUM KOH'loraT BUAansooTb. IMyHHUI
KOMIMIEKC, YTBOPEHMWI 3B’3aHUM KOH'HOraTtoMm, Bidyamni3yeTbCsl LUNAXOM AofaBaHHsA cybctpaty teTpameTunbeHsuanHy (TMB),
AKWIN A€ CUHIN NPOaYKT peakuii.

IHTEHCMBHICTb LIbOr0 MPOAYKTY MPOMOpLiiHa KiNbKOCTi cneumdivyHnx aHTuTin y 3pasky. LWo6 3ynuHuTM peakuito, foparoTb
cipyaHy kucnoty. Lle cTBOpoe XOBTUI Komip KiHLEBOi ToYku. ONTu4Hy ryctuHy npu 450/620 HM 34MTylOTb 32 [AOMOMOrOH
npucTpoto Ang 34ntyBaHHsA [PA MikponnaHLeTis.

3. MATEPIANTU
3.1. PeareHTu B Habopi

MikponnaHweT:12 cTpinis 3 8 nyHkamu, WO po3pmBaloTbCH, BKpUTUX aHTureHamu Candida albicans; B antomiHieBin
onb3i, WO 3aKPUBAETLCA.

1 nakoH, wo mictutb 100 mn docdarHoro Bycpepa (10 MM) ana poseseneHHs 3paska; pH 7,2 £ 0,2;
U

OBaHi B XXOBTWI KOMip; roTOBUI BUKOPUCTOBYBATH; Binunn koBna4vok; < 0,0015% (06./06.) CMIT/MIT (3:1). _
CTOMN: 1 cpnakoH, o mictutb 15 mn cipyaHoi kncnotu, 0,2 Monb/mn; roTOBUA A0 BUKOPUCTAHHS; YEPBOHUN
KOBMaYoK.

WASH | BUF| 20x: 1 dpnakoH, Lo mictntb 50 Mn 20-kpaTHO KOHLEHTpoBaHoro gocdatHoro bydepa (0,2 M), pH 7,2
0,2, 4na npomMmuBaHHA NyHOK; 6inun kosnayok; 0,2% (Mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

KoH'toraT:1 ¢pnakoH, wo micTutb 20 Mn MiveHoro nepokcuaasoto aHTuTtina go 1gG noavHn y docdatHomy 6ydepi (10
MI\Q' no%)naé) OBaHi B CMHIlA KONip; rOTOBUI 40 BUKOPUCTaHHS; YOPHMUIA KOBNAYOK. .

S B| TMB: 1 conakoH MicTutb 15 Mn 3,3',5,5'-TeTpameTmn6’eH3m,qv|Hy (TMB), < 0,1 %; roToBuiA 0O BUKOPUCTAHHS;
YKOBTUI KOBMAYOK.

1 KOHTPONb: 1 (hnakoH, Lo MICTUTb 2 MI KOHTPONIO; nodap6oBaHi B XXOBTWIA KONip; roOTOBMIA 0
Hs1; YepBOHUWI koBnayok; < 0,02% (06./06.) MIT.

KoHTponb BigknioueHHs:1 nakoH, Lo MICTUTL 3 MI1 KOHTPOIIO; nodapGoBaHi B KOBTUI KONIp; rOTOBUM A0
BMKOPUCTaHHS; 3eneHni kosnayok; < 0,02% (06./06.) MIT.

HeraTtmeHMin KOHTPONL:1 PNaKoH, O MICTUTL 2 M1 KOH:II'_pOJ'IPO; nocgapboBaHi B XXOBTWI KOMip; rOTOBWI A0
BMKOPUCTaHHS; cuHin koBna4ok; < 0,0015% (06./06.) CMIT/MIT

(3:2).
3asBu npo Hebe3neky Ta 3acTepexeHHst ausll.1.

3.2. Matepianu nocTtaBneHi
1 donbra gnsa NnoKpUTTS
1 IHCTpyKuif i3 3acTocyBaHHs (IFU)

3.3. Heo6xigHi maTepianu Ta o6nagHaHHA
3unTtyBay mikponnaHwerTis IPA, obnagHaHuii Ana BUMIPOBaHHS nornuHanHs npu 450/620 Hm
InkybaTop 37 °C
Py4yHe abo aBTomMaTyHe obragHaHHA AN NPOMUBAHHSA MIKpOMMaHLeTiB
MineTkn ans poctasku o6’emi Big 10 Ao 1000 mMkn
BuxpoBun 3miwyBay npobipok
OuctnnboBaHa Boaa
OpHopa3osi Npobipku

4. CTIAKICTb TA 3BEPIFAHHA

36epiratn Habip npu 2...8 °C. Po3kpuTi peareHT cTabinbHi 4O TepMiHY NpUAATHOCTI, 3a3HAa4YEHOro Ha eTUKETL, 38 YMOBM
36epiraHHs npu 2...8 °C.
5. NIPUTOTYBAHHSA PEATEHTIB

Oyxe BaxnuBoO OOBECTM BCi peareHTU Ta 3pasku A0 kKiMHaTHOI TemnepaTypu (20...25 °C) i nepemiwatuy ix nepen noyaTkom
TecTyBaHHs!

5.1. MikponnaHweT

Crpinu, wo BigpuBatoTbcH, nokputi aHTureHamu Candida albicans. Ogpasy nicns BuaaneHHsi CTpinis pewTy cTpinie cnig 3HOBY
3ane4yaTaTtu B anoMiHieBy dornbry pasom i3 ocyLlyBayvem, LWo nocTayaeTbes, i 3bepiratv npu 2...8 °C.

5.1. |WASH|BUF]20x |

Po36aBUTUWASH| BUF|20x1 + 19; Hanpuknag, 10 mn WASH|BUF|20x+ 190 mn guctunboBaHoi Boau. PossefeHuit Gydep
(WASH | BUF| 1x) cTabinbHuWiA NpoTarom 5 AHIB Npu kiMHaTHi Temnepatypi (20...25 °C). Y pasi nosiBu KpucTaniB y KOHLEHTPaTI
nigirpinte posumH go 37 °C, Hanpuknag, Ha BoasiHin 6aHi. [lobpe nepemiwarite nepes po3BeeHHSIM.
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52. |SUB|TMB |

PeareHT rotoBuin [0 BUKOPUCTaHHs i noBuHeH 36epiratucs npu 2.8 °C, 3axuweHomy Big csitna. SUB|TMB mae GyTu
6e3bapBHNUM ab0 MaTK NErkMin CUHIN BiOTIHOK. AKLWO SUB| TMB cTa€e CUHIM, MOXNNBO, BiH 3abpyAHEHWN | KOro Cnif BUKUHYTU.

6. 36IP TA NIArOTOBKA NPOB

[ns uboro aHanisy BUKOPUCTOBYWMTE 3pasku cupoBaTkn abo nnasMmu KpoBi MOAUHW (LUTpaT, renapuyH). AKWo aHanis
npoBoauTbCs NpoTtarom 5 Aib nicnsa Bigbopy 3paskiB, 3pa3ku NOBUHHI 30epiratucs npu 2...8 °C; B iHWOMY BMNaaky ix cnig
po3ainuMT Ha anikBoTw | 36epiraTn B rnmbokin 3amoposui (-70...-20 °C). Akwo 3pasku 36epiraloTbCs B 3aMOPOXEHOMY BUMMAL;,
[obpe nepemillanTe PO3MOPOXEHI 3pa3kv Nepea TECTYBaHHAM. YHUKaWTe NOBTOPHOIO 3aMOPOXXYBaHHS Ta PO3MOPOXYBaHHS.
TennoBa iHaKTMBaL|is 3paskiB He PeKOMEHAYETbCS.

6.1. Po3BeneHHs 3pa3ka
Mepen ananizom yci 3pasku cnig po3tasutn 1+100DIL. Po3noginite 10 mkn 3pas3ka Ta 1 mn DIL y npoBipkn Anst oTpMMaHHA
po3unHy 1+100 i peTenbHO Nepemiwarite 3a AONOMOrOK BUXPOBOro Mikcepa.

7. NPOLUEANYPA AHATNI3Y

Mepen nposBefeHHAM aHanidy yBaXkHO NpouyuTanTe iHCTPYKLiIO i3 3acTocyBaHHA. HagiHicTb pesynbTaTty 3anexuTb Bif CyBOPOro
OOTPMMaHHS IHCTPYKLIT i3 3acTocyBaHHs, Sk onucaHo. HaBegeHa Hux4e npoueaypa nepesipku nepesipeHa nuwie Ans pyyHor
npoueaypv. AKLLO BUKOHYBaTK TECT Ha

I®A aBTomar MW PEKOMEHAYEMO 30inbLUMTU KifbKICTb CTYNEHIB MPaHHA 3 TPbOX A0 N'ATW Ta 06’eM

Bia 300 mkn go 350 mkn, wob yHUKHYTK edekTy NpoMmnBaHHs. 3BepHiTh yBary Ha po3ainll.lepen novaTkom
3 |WASH|BUF| 1x | ananiay,

cnig petenbHO po3pobuTu NnaH po3nOBCIOMKEHHA Ta iAeHTudikauii Ana BCix 3paskiB i cTaHAapTiB/KOHTPONIB (PeKOMEHA0BaHO
ay6nikaTtn). BubepiTb NOTPiGHY KiNbKiCTb MIKPOTMTpaLiNHMX CTpiniB abo NyHOK i BCTaBTe ixX y TpuMau.

BukoHawnTe BCi eTanv aHanidy y BkazaHoMy nopsiaky Ta 6e3 3aTpuMok.

[ns 0o3yBaHHS KOXHOro CTaHO4apTy/KOHTPOMIO Ta 3paska Criifi BUKOPUCTOBYBaTW YNCTUI OOHOPA30BUIA HAKOHEYHNK.

HanawTywite iHkyb6aTop Ha 37 + 1 °C.

1. Posnoainite 100 mkn cTaHAapTiB/KOHTPONIB i po3BeAeHMX 3paskiB y BiANOBIAHI NyHkW. 3anuwTe nyHKy A1 ana 6naxka
cybcTpary.

2. Hakpunte nyHkun honbroto, Wo BXoAnTb A0 Habopy.

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

. Konwn iHkybaujia 3aBeplieHa, 3HIMiTb OMbry, acnipymte BMICT NYHOK i MNpOMUATE KOXHY nyHKy Tpudi 300

MKNWASH | BUF | 1x. YHUKalTe NepenvBiB 3 peakuiiiH1X NyHOK. [HTepBan M NpoMUBaHHsIM i acnipaLieto NoBUHEH

5. cTaHoBUTM > 5 cekyHa. HanpukiHui oBepexHo BuaaniT 3anuiLKu PifvHK, NOCTYKYIOUM cTpinamu no abcopBeHTHoMY
nanepi nepeg HacTynHUM Kpokom!

MpumiTka: MwnTTa - Le BaxnmBo! HegoctaTHe NPpOMUBaHHA NPU3BOAUTE 40 HU3bKOT TOYHOCTI Ta MOMUITKOBUX
pesynbTaris.

Posnoainite 100 mMkn KOH'toraTy B yCi NyHKM, KpiM NnyHkn A1 ans 6naHka cybeTparty.

IHky6ynTe 30 XxB npu KimHaTHIN TemnepaTypi (20...25 °C).He nignasaTv BINMBY NPSIMUX COHAMHMX NMPOMEHIB.
MoBTOPITL KPOK 4.

DosysaTu 100 mkh SUB| TMB B ycCi nyHKM.

IHKyOynTe piBHO 15 XB npu KiMHaTHi TemnepaTypi (20...25 °C) y TempsBi. CvHil konip BUHMKaAE BHACMiAoOK
epMeHTaTMBHOI peakLii.

10. Josysatn 100 mki SOLN | CTOIl]B yCi NyHKM B TOMY K MOPSAKY Ta 3 TIiEH0 X WUBUAKICTIO, WO N ANaSUB| TMB, Takum

YMHOM BiAOYBa€eTbCH 3MiHA KOMbOPY 3 CUHLOTO Ha YKOBTUN.
11. BumipsiTe nornuHaHHs npu 450/620 HM npoTtsirom 30 XBUNWH nicns gogasaHHs SOLN| CTONM.

© ® N o’

7.1. BwumiproBaHHA

Bigperyntoite npucTpiii 4ns 34MTyBaHHSA MikponnaHweTiB IOA Ha Hynb 3a gonoMoroto 6naHka cybeTpaty.

FAKLLO 3 TEXHIYHUX MPUYUH NPUCTPIN ANns 3untyBaHHS |PA MikponnaHLeTiB He MOXHa HanawTyBaT! Ha HyMb 3a JOMOMOrOH0
6naHka cybcTpary, BigHIMITb MOro 3HaYEHHSI NOMMMHAHHS 3 YCiX iHLUNX BUMIPAHUX 3HAY€Hb MOrMMHAHHSA, LWo6 oTpuMaT HaginHi
pesynbtaTu!

BumipsanTe nornMHaHHA BCiX NMyHOK Npu 450 HM i 3anuWLWiTh 3HAYEHHS NOTMUHAHHSA NS KOXHOro CTaHA4apTy/KOHTPOMo Ta
3paska. PekomeHayeTbcs HGixpomaTyHE BUMIPIOBAHHA 3 BUKOPUCTAHHAM €TanOHHOI OBXUHM XBUMi 620 HM.

AKLO MOXITUBO, pO3paxynTe cepefHE 3Ha4YEHHA NOrNMUHAaHHA Ans Beix aybnikaTis.

8. PE3YIIbTATHU

8.1. BuKoHauTe KpuTepil nepeBipkn
Ons Toro, wo6 aHani3 BBaXaBcst AINCHUM, CMi CYBOPO AOTPUMYBATMCS LIMX IHCTPYKLIN LLOAO0 BUKOPUCTaHHS Ta Bignosigatu
TaKUM KpUTepisim:
L]
BnaHk cy6cTpary: 3Ha4deHHs nornuHaHHA < 0,100
HeratuBHUM KOHTpONb:3HauyeHHs nornvHanHsa < 0,200 i < NoporoBoro 3HayeHHs
KoHTponb noporoBum:3Ha4yeHHs nornmMHanHa 0,150 — 1,300
Mo3UTUBHUI KOHTPONb:3HAaYEHHS NOIMMHAHHS > NOPOroBe 3HAYeHHS

Ao Ui kpuTepii He BignoBigaTb, TECT HEAIACHUIA | KOro HEOOXiOHO NOBTOPUTMK.
3
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8.2. NippaxyHok pe3ynbTaTtiB

"paHWYHE 3HAYEHHS! — Lie CepeHE 3Ha4YEHHS NOrNMHAHHS BU3HAYEHb KOHTPOSbLHOMO NMOPOrOBOro 3HAYEHHS.
3HayeHHs nornuHaHHs Moporoeuii KoHTponb 0,44 + 3Ha4YeHHsA NornMHaHHA MNoporosui
npuknag: KoHTponb 0,42 =0,86/2 =0,43

Moporose = 0,43

8.2.1. Pesynbtaty B oguHuuax [HTOO]
3HaYeHHs NOrnMUHaHHS 3pa3ka

(cepeaHe) x 10 = [OamHuui NovaTec = HTO[]
Moporose
npuknag: 1,591 x 10 = 37 HTO[
0,43
IHTepnpeTauin
8.3. pesynbTaTtiB
25
PospaxyHkose HTOQ -
noporose
MpucyTHi aHTuTINa NpoTn 36yaHuKa.
. > 30 HTOA ;
Mo3nTuBHNUIA BinbyBCst KOHTaKT 3 aHTUreHoM (36ygHMKOM abo BaKLMHOL).
AHTUTING NpOTK 306yAHMKa YiTKO BUSIBUTU HE BAANOCS.
25-30 HTO[O P o 2.4 .
CymHiBHMit €KOMeHAY€ETbCA MOBTOPUTH TECT 3i CBIXKMM 3paskoM yYepes 2-4 TUDKHI.
3pasok He MICTUTb aHTUTIN NpOTH 36yaHwMKa.
<25 HTOA . S
HeraTusHMI MonepeaHilt KOHTAKT 3 aHTUreHoM (30yAHMKOM abo BaKLMHOK) MaroiMOBIPHUIA.

[iarHo3 iHdeKUiNHOro 3axBoOpOBaHHsS HE MOXHa BCTAHOBIOBATU HA OCHOBI OQHOIO pe3yrnbTaTy AocnigKeHHs. HeobxigHo
NOCTaBUTU TOYHWUI AiarHo3

B34TM 40 yBaru KniHiYHy iCTOpito, CAMATOMATUKKY, @ TaKoXX CeposioriyHi AaHi.

Y naujeHTiB 3 ocnabneHM iMyHITETOM i HOBOHaPOXXEHNX CePONOrivHi AaHi MatoTb Nue obMexeHe 3Ha4YeHHs.

paHn4He 3HaveHHs Candida albicans IgG 6yno BCTaHOBMEHO TaKMM YMHOM, LWO BinblicTb NepeBipeHMX 3paskiB cUpoBaTKM
KpOBi BiA HeBigibpaHux AOHOPIB nokasanu HeraTMBHi abo rpaHuyHi pesynbTatin. TakMM YMHOM, MO3UTMBHI pesynbTtatn IgG
BKa3ylOTb Ha rocTpy iHdpekuito, a He Ha 3anuwkoBi aHTuTina IgG Big nonepeaHbOi iHdeKLii.

AKLWO geLwwo niaBULLEHI TUTPW aHTUTIN CNif iIHTepNPeTyBaTH K NO3MTUBHI, MOXXHa BUKOPUCTOBYBATW rpaHnyHy obnactb mixx 10-
25 HTO[. 3ayBaxTe, L0 TUTP CEPONPEBaneHTHOCTi HE MOXHa NMOBHICTIO BUKNIOYUTU. CeponoriYHnii NO3MTUBHUI pe3ynbTaT
HeobXifHO peTenbHO NpoaHanisyBaT, 0COONMBO SAKLLO HEMAE iHLUUX pe3ynbTaTiB abo KMiHiYHMX JOKa3iB.

8.3.1. I3oTtunu aHTUTIN i cTaH iHdekuii

Ceponoris 3HaummicTb
Xapakrepuctika NepBMHHOI peakLii aHTUTIN
IgM Bucokuii Tutp IgM 3 HU3bkuM TuTpom IgG: — CBigYMTL NPO NOTOYHY abo HeLoAaBHIO IH(DEKL0

Pigko: — cTinkui IgM

Xapaktepuctmka BTOPUHHOT peakLuil aHTUTIn
19G Moxke 36epiraTucs NpoTAroM AeKinbKOX pokiB
Bucokuii Tutp IgG 3 HU3bkuM TUTPOM IgM: — MOXe Bka3yBaTu Ha iH(peKLilo B MUHYNIOMY

BupobnsieTbcsa Ha cnm3oBmx 060TOHKaxX No BCbOMY Tiny (=3axucHuii 6ap'ep)

IgA o . L
3a3Buyan BUHMKAE Ha paHHix cTadisx iHdekuii

9. CNEUN®DIYHI XAPAKTEPUCTUKA

PesynbTaTn BigHOCATLCA 00 rpyn AOCAIAXYyBaHUX 3paskKiB; Lie He rapaHTOBaHi XapaKTepuUCTUKMN.

9.1. Tou4HicTb

B aHanisi n CepegHe (E) CV(%)
#1 24 0,420 4.43
#2 24 1.136 4.39
#3 24 0,785 4.25
Mix CepeaHe

aHanizamm n (HTOL) CV (%)
#1 12 27.07 4.92
#2 12 18.03 13.72
#3 12 3.48 6.45

9.2. [iarHocTn4Ha cneumndivHicTb

[JiarHocTnyHa cneundivHiCTb BU3HAYaeTbCa K MMOBIPHICTb HEFaTUBHOMO pe3ynbTaTy aHanidy 3a BiACYyTHOCTIi KOHKPETHOro
aHanity. Lle 100 % (95 % posipunit iHTepsan: 97,0 % - 100 %).

9.3. [iarHocTu4Ha 4yTnUuBIiCTb

[iarHoCcTnYHa YyTNUBICTb BU3HAYAETLCS SK MMOBIPHICTb MO3UTUBHONO pesynbTaTy aHanidy B NPUCYTHOCTI KOHKPETHOro aHaniTy.
Lle 96,67 % (95 % poBipuui iHTepBan: 82,78 % - 99,92 %). 4
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9.4. Bnnus

Bnnue 3 remonitTMyHnUMuK, ninemivyHMMmM abo KOBTAHMYHMMM 3paskammn He CroCcTepiraloTbCca A0 KoHUeHTpauii 10 mr/mn
remorno6iny, 5 mr/mn Tpurniuepuvais i 0,5 mr/mn 6inipyGiHy.

9.5. [lMepexpecHa peaKTUBHICTb

[ocnigXeHHs naHeni 3paskiB i3 aKTUBHICTIO aHTUTIN 4O NOTEHUIMHO NepexpecHNX napameTpiB He BUSBUIIO JOKa3iB
XMBHOMO3UTUBHUX pe3ynbTaTiB Yepes nepexpecHi peakLii.

10. OBMEXEHHA NMPOUELNYPU

BakTepianbHe 3a6pyaHeHHst abo NOBTOPIOBaHI MKW 3aMOPOXXYBaHHS-PO3MOPOXKYBAHHS 3paska MOXYTb BIIMHYTY Ha
3HAYEHHS! MOrMNHAHHS.

11. SACTEPEXEHHSA TA NOMNEPEMXXEHHA

HeobxiaHo cyBopo AoTpMMyBaTUCA Npoueaypuy TeCTyBaHHS, iHopmaldlii, 3anobikHKX 3axodis i nonepeaxeHb, HaBeOEeHNX
B iHCTPYKUiAX i3 3acTocyBaHHA. BukopuctaHHa HabopiB TecTiB 3 aHamnizaTopamu Ta nogibHum obnagHaHHsaM mae 6yTu
nepesipeHo. byap-aki 3MiHM B Au3aliHi, cknagi Ta npoueaypi TECTYBaHHs, a TakoX Oy[b-sike BUKOPUCTaHHSA B MOELHAHHI 3
HLUMMW NPOAYKTaMW, HEe CXBareHUMyn BMPOOHWKOM, 3aDOpPOHEHI; KOPMUCTYBay CaM Hece Bi4noBiAanbHICTb 3a Taki 3MiHW.
BuvpobHVK He Hece BiANOBIgAnNbHOCTI 3a MOMWIKOBI pe3ynbTaTy Ta BUMAOKA 3 LMX NpuuvH. BupoGHWK He Hece
BiANOBiAanNbLHOCTI 3a Byab-AKi pe3ynbTaT BidyanbHOro aHanidy 3paskis nauieHTiB.

Tinbkn ons giarHOCTUKKM In vitro.

Yci maTepianu nogcbkoro Ym TBApUHHOIO MOXOMKEHHS chig po3rnagaT Ta o6pobnsaTu K NOTEHLIMHO iHAEKLiMHI.

YCi KOMMNOHEHTU NIOACHKOrO NOXOMKEHHS, SIKi BUKOPUCTOBYHOTLCA ANS BUPOOHULITBA LUMX peareHTiB, Oynu nepeBipeHi Ha
aHTuTina o BIN1, antutina go BI'C ta HBsAg i 6ynv BU3HaHI HEpeakTUBHUMU. e
He 3amiHtonTe peareHTy abo MikponnaHLeTH pidHUX NapTin BUPOOHMLTBA.

Pasom 3 peareHTamu LibOro TecT-Habopy He MOXHa BUKOPUCTOBYBaTW peareHTu iHWNX BUPOOHNKIB.

He BMKOpPUCTOBYIMTE peareHTn nicns 3akiH4eHHA TepMiHY NPUAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTLi.

BrkopuCTOBYITE NULLIE YNCTi HAKOHEYHUKM MINETOK, [03aTopy Ta nabopaTopHWIA NOCyA.

He MIHgaiTe rBUHTOBI KPULLKKM (briakoHiB 3 peareHTamm, Wwob YHUKHYTU NepexpecHOro 3abpyaHeHHs.

LLl,ingo 3aKpuiiTe riakoHV 3 peareHTamu ofpasy Mnicrs BUKOPUCTaHHS, OO YHUKHYTU BUNApoBYBaHHSA Ta MikpoGHoro
3abpyaHEeHHS.

Micna neploro BIAKpMTTS Ta NoganbLUoro 36epiraHHs nepesipTe hNakoHN 3 KOH'IOraToM | CTaHAAPTOM/KOHTPONEM Ha
HasiBHICTb MikpOOHOro 3abpyaHeHHs nepes noganbLluMM BUKOPUCTaHHAM.

o6 yHWKHYTU negexpeCHorq 3abpyaHEeHHs Ta XMOHO NiABULLEHMX pe3ynbTaTiB, NiNeTyiTe 3pa3ku NauieHTiB i Jo3ynTe
FeareHTm, He po30pu3KyHoUM iX akypaTHO B MYHKW. . ) ) }
DA npmaT%qu)mm nuwe ansa kBanidikoBaHOro nepcoHany, Skun 40TPMMYETbLCS CTaHAAPTIB HanexHoi nabopaTopHoi
NpaKTUKK .

[N noganbLioro BHYTPILLUHBOrO KOHTPOIIO SKOCTi KOXHa nabopaTopis MOBMHHA 40AaTKOBO BUKOPMUCTOBYBATH BifOMi
3pasku.

11.1. NpaBuna 6e3neku ANA peareHTiB, WO MICTATbL Hebe3ne4yHi peyoBUHMU

PeareHtn moxytb mictut CMIT/MIT (3:1) a6o MIT (aus3.1).
Tomy 3aCTOCOBYHOTLCA HACTYMHiI MOMOXEHHS NPOo HebGe3neky Ta 3anobixkHi 3axoau.

YBATA H317 Mo>ke BUKNUKaTW LLKIpHY anepriyHy peakuito.
P261 YHuKanTe BOANXaHHSA CNpeto.
P280 Opsrante 3axvcHi pykaBUYKU/3aXUCHWIA OasT.

Y PA3I NOTPAMNAHHA HA LWKIPY: npoMnTh BENMKOO
P302+P352 KinbKiCTio BOAN 3 MUMOM.

Y pasi nogpasHeHHst LWkipn abo Bucuny: 3BepHiTbCcH 3a
P333+P313 MeOMYHOI0 JOMOMOroK/nopaaoko.

3HATK 3abpyaHeHnI oadr i BUNpaTu MOro nepes NoBTOPHUM
P362+P364 BUKOPUCTAHHAM.

PeareHTn MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-AiokcaH (ame.3.1).
ToMmy 3aCTOCOBYIOTLCS HACTYIMHI MOMOXEHHsI Npo Hebe3neky Ta 3anobikHi 3axoaw.

YBATA H315 Buknukae nogpasHeHHs Lwkipw.
H319 Buknukae cepnosHe nogpasHeHHs oyen
P280 OpsAranTe 3axvCHI pyKaBUYKN/3aXMCHWUIA O
Y PA3I NOTPAIMITAHHA HA LWKIPY: npoMnTy BEMMKOIO KiNMbKICTIO BOAW 3
P302+P352 MUIOM.

MPU NONALOAHHI B OYl: O6epexxHo npoMuiiTe BOAO NPOTArOM KiNlbKOX
P305+P351+P338 xBunuH. Buganutun koHTakT

NiH3K, SIKLWO BOHM € Ta iX nerko 3pobumTn. MpoaoBxynTe NonockaHHs.
P337+P313 FAKLI0 nogpa3HeHHs 04eln He NPOXOAWTb: 3BEPHITLCA A0 Nikaps.

[opaTkoBy iHpopMaLito MOXXHa 3HaNTK B nacrnopTi 6e3neku.

11.2. 3ayBaxeHHs Wopo yTunisauii

3anuLkm XiMiYHMX PeYOBUH i NpenapartiB 3a3Buyai BBaXxalTbcs HebeaneyHumn Bigxodamu. YTunisauis Takoro poay Biaxoais
PEryntoeTbCsl HauioHanbHUMK Ta PerioHanbHUMKW 3akoHaMu Ta npaBunamMu. 3B’sXiTbCA 3 MiCLLEBUMM opraHamu Bnagum abo
KOMMaHismMu 3 yTunisadii Biaxogis, siki HaaaayTb Nopaau WoAo yTunisauii HebesnevyHux Bigxoais.

IHbopmauito npo nakysanbHi MaTepianu gme. y po3gini NAKYBAJIbHI MATEPIANN.
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12. IHOOPMALUIA A4 3AMOBJIEHHA

REF CANGO0060 Kangnpos, aHtutina IgG (96 BM3HA4YEHDb)
CKOPOYEHHS
CMIT 5-xnop-2-meTun-4-izotiasoniH-3-oH
MIT 2-meTun-2H-isoTtiazon-3-oH

NMAKYBAJIbHI MATEPIAJIN

PAP 21 PAP 21

A

g

PAP 22
| soLN|cTon| |WASH|BUF|20x| |SuB|TMB| |DIL]|
|cong| [cONTROL[+| [CONTROL|-| [cuToFF |
\
 —
1'1||‘
HDPE 2 PP 5 PET /ALU / LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne KarT.:

LOT

Ne MNaprii:

BukopucTatu go:

&
=

KinbkicTb TecTiB:

CONC KoHueHTpaTt
LYO JlioginizosaHui
IVD MeguyHWIn NpUCTpin ANs AiarHoCTKKKM in vitro

OuiHoyHuMI Habip

=

MpouunTanTte iIHCTPYKLiO Nepes BUKOPUCTaHHAM

/[
o<
\

N
>

36epiraTn noogans Big AXepen Tenna i NPSMOro COHSYHOro CBiTna.

36epirati npn Temneparypi:

BupobHuk:

YBara!

MictTutb GionoridyHMin MaTepian NtoACbKOro NOXO4KEHHS

SISTdn

MicTutb GionoriyHMin maTepian TBAPMHHOIO NOXOAXKEHHS

c
=

YHikanbHa igeHTudikauia npucTpoto

2

OucTtpnb’rotop

YMOBHI NO3Ha4YeHHs1 KOMMOHEHTIB AMB. Y po3aini «MaTtepianu, LWo BxoaaTb 40 Habopy».
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PE3IOME NMPOUEAQYPU OOCNIAXXEHHA

CXEMA OOCHNIOXEHHA

Candida albicans 1gG

MiarotoBKa Oo aHanisy

Migrotyinte peareHTU Ta 3pasku, sIK ONMCcaHo.
BcTaHoBITE NnaH po3noAiny Ta iaeHTudikauii 4nsi BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
Bubepitb NOTPIOHY KiNbKICTb MIKpOTUTPaLiHMX CTpiniB abo NyHOK i BCTaBTe iX y TpuMau.

Mpouenypa aHanisy

BnaHk cybecTpaty [HeratmHui| MNoporosun | MNo3nTneHMiA 3pasok
(po3baBneHun
(A1) KOHTPOIJIb[KOHTPOJb| KOHTPOIJIb 1+100)
HeratnBHui
KOHTpPOIb - 100 mkn - - -
KoHTponb
noporoBui - - 100 mkn - -
Mo3nTuBHUI
KOHTPONb - - - 100 mkn -
3pa3sok ) ) ) i ) 100 MKn
(po3baBneHuii
1+100)
Hakpuite nyHkn ponbroto, Lo BXoanTb
Ao Habopy
IHKyOynTe npotaarom 1 roaMHu npu
37x1°C
MpomuiiTe KoXHY NyHKy Tpudi 300 Mk |WASH|BUF|1x |
KoH’torat - 100 mkn 100 MKkn 100 MKkn 100 MKkn
IHkyGynTe 30 XxB npu KiMHaTHin TemnepaTypi (20...25 °C)
He nigpgaBaTtu BNNUBY NPSAMUX COHAYHUX
NpoMeHiB
MpomMuinTe KOXHY nyHKy Tpudi 300 mkn  [WASH|BUF|1x |
|SUB| TMB | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
IHKyOyH1Te piBHO 15 XB npun KiMHaTHIN TemnepaTypi (20...25 °C) y TempsBi
|SOLN| cTon | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
doTomeTpunyHe BUMiptoBaHHSA rpu 450
HM
(pedepeHTHa foBXMHA XBUIi: 620 HM)

Gqld Standard Diagnostics Frankfurt GmbH
dstrasse 23 A6

63128 Dietzenbach, HimeyunHa

Ten.: +49 6074 23698-0

dakc: +49 6074 23698-900

EnextpoH

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

cauT: Clinical.goldstandarddiagnostics.com
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