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1. BAKOPUCTAHHSA 3A NMPU3HAYEHHAM

Helicobacter pylori IgM IPA npu3HadeHnin Ans sKicCHOro BM3HadeHHs aHTuTin knacy IgM npotu Helicobacter pylori B cupoBaTui
abo nna3mi KpoBi NOAUHM (UUTpaT, renapuH) y nNauieHTiB i3 cMMNTOMaMM 3axBOptoBaHHA abo ocib 3 Nigo3poto Ha iHMIKyBaHHS
Helicobacter pylori.

2. NPUHUMUN AHANI3Y

AkicHe iMyHOdEepMeHTHe BM3HAYeHHs creumndidHmx aHTuTin 6asyeTbes Ha meToauui IPA (iMyHoepMeHTHWI aHani3s).
MikponnaHLweTn NokpuTi cneumdiyHNMM aHTUreHaMun Ans 3B8’A3yBaHHS BiANOBIAHWX aHTWTIN 3paska. [licns npoMuBaHHA MyHOK
ONs BMAArneHHs BCbOro HE3B’s13aHOr0 Matepiany 3paska [Ao4aeTbCsi KOoH'loraT, MideHui nepokcupasoto xpoHy (HRP). Llen
KOH'loraT 3B'A3yeTbCs i3 3axonneHMMmn aHTuTinamMu. Ha gpyromy etani NpOMUBaHHSA HE3B'A3aHWI KOH'toraT BUAansTs. IMyHHUI
KOMMIEKC, YTBOPEHMWI 3B'A3aHUM KOH'lOraToM, Bidyani3yeTbCsl LUNAXOM JodaBaHHs cybctpaty TeTpametunbexsnamy (TMB),
SAKUA JA€ CUHIN NPOAYKT peakuii.

IHTEHCMBHICTE LBOro NPOAYKTY MponopuiiHa KinbKOCTi cneuudidHux aHTwTin y 3pasky. LLo6 3ynuHuTh peakuito, AopatoTb
cipyaHy kucnoTy. Lle cTBOpIOE >XOBTWMI KONip KiHUEBOi Toukn. ONTudHy ryctuHy npu 450/620 HM 34MTylOTb 3a LOMOMOrOH
NPUCTPOIO ANs 34nTyBaHHA |PA MiKponnaHLUeTiB.

3. MATEPIAIIN

3.1 Pearentn B Habopi

MiKponnaHweT: 12 po3pMBHUX CTPINIB i3 8 NyHKamKn, NOKPUTUX CneundivHUM aHTUreHOM; B antoMiHieBil (onbai, LWo
3aKpUBAETLCA.

DIL| M :1 cnakon, wo mictutb 100 mn docdratHoro bydrepa (10 MM) ans posseaeHHs 3paska; pH 7,2 = 0,2; aHTu-
UQCHK ﬁ/ﬁl’f Absorbent); nocpap6oBaHi B 3eneHnin kKonip; roToBU 40 BUKOPWUCTaHHS; G6inun koBnayok; < 0,0015 %
O .

ﬁ[\ﬂ
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OLN P :1 donakoH, wo mictutb 15 mn cipyaHoi kucnotu, 0,2 Monb/n; roTOBUA A0 BUKOPUCTAHHS; YEPBOHUI
KOBMa4oK.

WASH| BUF| 20x :1 donakoH, L%Q micTuTb 50 MmN 20-kpaTHOrO KOHLeHTpoBaHoro gocdatHoro Gydepa (0,2 M), pH 7,2
1 0,2, Anst npOMMBaHHS NyHOK; bina kosna4vok; 0,2% (Mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

KOH'toraT:1 donakoH, Lo MicTUTb 20 M MiYeHOro nepokcnaasoto aHTuTina go IgM noauHn y pocdatHomy 6ydepi (10
Ml\ﬂ}; noc&%) 0BaHi B YEPBOHWUIA KOTMip; roTOBMIA 40 BUKOPWUCTAHHS; YOPHUIA KOBMAYOK.

SUB | TMB: 1 cpnakoH, wo mictuts 15 mn 3,3',5,5'-TeTpametnnbensnamy (TMB), < 0,1 %; rotoBuin 4O BUKOPUCTAHHS;
YKOBTUI KOBMAYOK.

He BHM KOHTPOb: 1 (PnakoH, LWo MicTUTL 2 Mn KOHT_Pomo; nocapboBaHi B XXOBTWI KOMip; FOTOBWUIA A0
BUKOpUCTaH 51, YepBOHMIM koBnayok; < 0,02 % (06./06.) MIT.

KoHTponbk noporosuit; 1 dnakoH, Wwo mMicTutb 3 min KOH'I:FOJ'IPO; nocpapboBaHi B XXOBTUI KOTip; roTOBUIA A0
BMKOPUCTaHHs; 3eneHunn koenayok; < 0,02 % (06./06.) MIT.

HeraTmBHMI? KOHTPONL: 1 ONaKoH, Lo MICTUTL 2 MI1 KOHTPOINI; nodapboBaHi B XXOBTUI KOMip; roTOBUIA 4O
BMKOPUCTaHHs; cuHin koBna4vok; < 0,0015 % (06./06.) CMIT/MIT

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

3.2 MaTtepianu noctaBneHi
1 ®onbra ans nokpuTTA
1 IHcTpykuiq i3 3acTocyBaHHs (IFU)

3.3. Heo6xiaHi maTepianu Ta obnagHaHHsA
?‘-IVIT Ba4 ngi;e%'lnaHLueTiB I®A, obnagHaHuiA Ans BUMIPOBaHHS NornnHaHHs npu 450/620 HM
HKybaTo
PyXHe abo aBTOMaTN4YHE OONaAHaHHS O515 MPOMMBAHHSA MIKPOMITAHLLETIB
MineTkn ana goctasku o6’emis Big 10 Ao 1000 mkn
BuxpoBun 3miwyBay npobipok
OuctnnboBaHa Boaa
OpaHopasosi Npobipku

4. CTIMKICTb TA 36EPITAHHSA

36epiratn Habip npu 2...8 °C. Po3kpuTi peareHTu cTabinbHi O TepMiHy NPUAATHOCTI, 3a3HAa4E€HOro Ha ETUKETL, 32 YMOBHU
30epiraHHs npu 2...8 °C.

5. MPUTOTYBAHHA PEArEHTIB

[yxe BaxnuBo OOBECTW BCi peareHTU Ta 3pasku A0 KiMHaTHOI Temnepatypu (20...25 °C) i nepemiwartu ix nepeg no4yatkom
TecTyBaHHs!

5.1. MikponnaHweT
Crpinu, wo BigpvBaloTbCHA, NOKPUTI cneundidHum aHTureHom. Oapasy nicns BUOaneHHs CMYXXOK PELUTY CMYXOK CriJ 3HOBY
3ane4aTaTtu B anoMiHieBy bOnbry pa3oMm i3 ocyLlyBadeMm, Lo NocTavyaeTbes, i 3bepirati npu 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) cTabinbHWM NpoTarom 5 gHiB Npu kiMHaTHIN TemnepaTypi (20...25 °C). Y pasi nosiBM KpucTaniB y KOHLEHTpaTi
nigirpinte po3uuH go 37 °C, Hanpuknag, Ha BoasHin 6aHi. [lobpe nepewmilwante nepen po3BegeHHSAM.
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PeareHT rotoBuin OO0 BUKOpPUCTaHHA | noBuHeH 36epiratnca npu 2...8 °C, 3axueHoOMy Big cBiTna. SUB|TMB mae 6yTu
6e30apBHUM abo MaTu nerkum OnakuTHWUIA BIATIHOK. AKLIO SUB|TMB CTae CUHIM, MOXNMBO, BiH 3abpyaHeHun i noro cnig
BUKUHYTW.

6. 36IP TA NIAFOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPWUCTOBYWTE 3pa3ku cupoBaTku abo nnasmu KpoBi NIOAMHN (UMTPaT, renapuH). AKLWwo aHania
npoBoAnTbLCs NpoTarom 5 ai6 nicns Bigbopy 3paskis, 3pa3ky NoBUHHI 36epiratucst npu 2...8 °C; B iHWOMY BUNagKy ix cnig
po3ainuTK Ha anikBoTw i 36epiratn B rmmbokin 3amopo3Li (-70...-20 °C). Akwo 3pa3ku 36epiratoTbCs B 3aMOPOXKEHOMY BUrNA4,
pobpe nepewmillarite pO3MOPOXEHi 3pa3ku nepes TeCTYBaHHAM. YHUKaWTe NOBTOPHOIO 3aMOPOXyBaHHS Ta PO3MOPOXKYBaHHS.
TennoBa iHaKTMBaLiA 3pa3kiB HEe PeKOMEHOYETLCS.

6.1. Po3BeaeHHA 3pa3ka
Mepen aHanizom yci 3pasku cnig po3daBuTn 1+100£l|ﬂ|M. Posnoginite 10 mMkn 3paska Ta 1 mn ,EI,IJ'I| My npoGipkn gns
oTpMaHHsa po3yvnHy 1+100 i peTenbHO nepemillanTe 3a AONOMOrOK BUXPOBOro Mikcepa.

7. NPOLEOYPA AHANI3Y

Mepen npoBeaeHHAM aHani3y YBaXXHO NpoYnTanTe iHCTPYKLHO i3 3acTocyBaHHS. HaginHiCTb pesynbTaTy 3anexuTb Big CyBOPOro
OOTPUMaHHS iIHCTPYKLUIT i3 3acToCyBaHHS, Sk onncaHo. HaBeaeHa Hwk4e npoueaypa nepesipkv nepesipeHa nuwe ans pyyHoi
npoueaypu. [pn BYKOHaHHI TeCTy Ha aBTOMaTU4HMX cuctemax IPA Mn pekoMeHOAyeEMO 30iMbLUNTU KPOKU NMPOMMBAHHA 3 TPbOX
Jo _matn _Ta_ob6'em WASH| BUF| 1xig 300 mkn go 350 mkn, wob YHUKHYTU edeKTy NpoMMBaHHS. 3BepHiTb yBary Ha

popginll.MNepen [ovaTtkoM aHanisy cnig petenbHO po3pobuTVM nnaH posnofiny Ta igeHTUdiIKauii Ana BCiX 3paskiB i
cTaHgapTiB/koHTponiB (pekomeHaoBaHo Aybnikatu). BubepiTe NOTPiGHY KiNbKiCTb MiKPOTUTPaUIAHNX CTpIiNiB abo NyHOK i BCTaBTe
X'y Tpuman.

BukoHanTe BCi eTanu aHanidy y BkazaHOMy nopsaky Ta 6e3 3aTpMMok.
[lna [o3yBaHHsI KOXKHOroO CTaHAAPTY/KOHTPOSO Ta 3paska Cnifg, BUKOPUCTOBYBATM YNCTUIA OOHOPA30BUIA HAKOHEYHNK.
HanawrTywnTe inkybaTop Ha 37 £ 1 °C.

1. Posnogainite 100 Mkn cTaHgapTiB/KOHTPONIB i po3BedeHNX 3paskiB y BignoBiaHi NyHkn. 3anuwTe nyHky A1 ans 6naxka
cybeTpary.

2. Hakpunte nyHku ¢onbroto, Wo BXoanTb A0 Habopy.

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

4. Konw iHKkybauisa 3aBeplleHa, 3HIMiTb onbry, acnipywte BMICT JYHOK i MpoOMUIATE KOXHY nyHKy Tpudi 300
MKnWASH| BUF| 1x. YHukaviTe nepenuBiB 3 peakuiiHUX JyHOK |HTepBan MiX NpOMMBaHHAM i acnipauietd NOBUHEH
cTaHoBuUTU > § cekyHA. HanpukiHui obepexxHo BuaaniTe 3anuKX pigvHW, NOCTYKYO4M cTpinamu no abcopbeHTHOMy
nanepy nepes HacTynHUM KpPoKom!

MpumiTka: MwuTTa - ue BaxnmBo! HegocTaTHeE NPOMUBAHHS NPU3BOAUTL 40 HU3bKOI TOYHOCTI Ta MOMUITKOBUX
pesynbTarTiB.

Posnoginite 100 mMkn KOH’tOraTy B YCi NMyHKW, KpiMm nyHkn A1 ana 6naHka cybeTparty.
IHkyGynTe 30 xB npun KimHaTHIN TemnepaTypi (20...25 °C).He nigaasatn BNnvBy NpsMMUX COHSYHUX MPOMEHIB.
MoBTOPITL KPOK 4.

[Hosysatn 100 mxji SUB| TMB B yci nyHku.

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

© © N oG

10. Oosysatu 100 mkn SOLN| CTOIB yci nyHKn B TOMY X NOPSAKY Ta 3 TiEH0 X LWBMAKICTIO, WO N Ans SUB| TMB, Takum
YMHOM BiAOYBa€ETbLCA 3MiHa KOMNbOPY 3 CUHBOIO Ha XXOBTUN.

11. BumipsiiiTe nornmHanHs npu 450/620 Hm npotsirom 30 xeunuH nicns Adaasadkst SOLN| CTOT.
7.1. BumiproBaHHA

Bigperyntonte npucTpivi 4nsa 34MTyBaHHsa MikponnaHiieTiB IOA Ha Hynb 3a gonomoroto 6naHka cybeTpary.

FAKLLO 3 TEXHIYHMX NPUYMH NPUCTPIN Ans 3unTyBaHHS |PA MiKpONMaHLLETIB HE MOXXHA HanaluTyBaTh Ha HyIb 3a LOMOMOro
6naHka cybeTpaTy, BigHIMITb MOro 3HaYEHHS MOrMMHAHHS 3 YCiX iHLWMX BUMIPSHUX 3HA4Y€Hb NOrMMHAHHSA, Wob oTpumaTi HagilHi
pesynbtaTn!

BumipsinTe nornuHaHHA BCiX NyHOK Npy 450 HM i 3anuLLiTb 3HAYEHHS NOrMMHAHHS OS] KOXKHOrO CTaHOapTy/KOHTPOSo Ta
3paska.

PekomeHayeTbCs GixpoMaTUYHE BUMIPIOBAHHS 3 BUKOPUCTAHHSIM €TAINOHHOI AOBXMHN XBUAi 620 HM.

SAKLLO MOXIUBO, pO3paxynTe cepenHe 3Ha4YEeHHS MOrNUHaHHA ansa Beix aybnikaTis.
8. PE3YINIbTATHU

8.1. BukoHanTe KpuTepii nepeBipku

[nga Toro, wo6 aHani3 BBaXkaBcs AiNCHUM, Crig CyBOPO OOTPUMYBATUCSA LMX IHCTPYKLIiV LLOAO BUKOPUCTAHHSA Ta BignoBsigaTu
TaKUM KpUTEpisiM:
) BnaHk cy6cTpaTy:3HaveHHs nornnHaHHsa < 0,100

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

KoHTponb noporoBuit:3HayeHHsi nornnHanHs 0,150 — 1,300
Mo3UTUBHUIA KOHTPOIb: 3HAYEHHS MOrMNHAHHS > NOPOroBOro

AKLwo Ui kpuTepii He BigNOBIAaTL, TECT HEAINCHWUIA | KOro HEOOXIAHO MOBTOPUTY.
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8.2. MiapaxyHok pe3ynbTaTiB
MoporoBe 3Ha4YeHHs — e cepefHE 3HAaYEHHS NOrMUHaHHA BU3HAY€Hb NOPOroBOro KOHTPOIIO.

npuknaa: 3HaueHHs nornuHaHHs Moporosuin KoHTponb 0,44 + 3HayYeHHs nornmuHaHHA Moporosun koHTponb 0,42 = 0,86 /
2=0,43
Moporose = 0,43
8.2.1. PesynbtaTtn B ogunuusax [HTOAO]
3HayeHHs NornMuHaHHS 3paska
(cepeghe) x 10 = [OamHuui NovaTec = HTOL]
Moporose
npuknag: 1,591 x 10 = 37 HTO[
0,43
8.3. IHTepnpeTauia pesynbTaTis
10 HTOQ -

Moporose

MpucyTHi aHTUTING NpoTu 36yaHuKa.

> 11 HTO[

BinOyBcsi KOHTaKT 3 aHTUreHoM (36yAHWKOM abo BaKLMHOLD).
Mo3nTUBHUIA

AHTUTINA NpoTK 30yaHMKA YiTKO BUSIBUTU HE BOANOCS.

9-11HTOA

PekomeHOyeTbCS NOBTOPUTU TECT 3i CBIXKUM 3pa3koM Yepes 2-4 TKHI.
CyMHiBHUIA

3pasok He MICTUTb aHTWTIN NpoTH 36yaHKKa.

<9 HTOL

MonepeaHivi KOHTaKT 3 aHTUreHoM (30yAHUKOM abo BaKLMHOK) MarioMMOBIPHUI.

HeratnBHui

[iarHo3 iHEKLINHOro 3axBOPOBaHHS HE MOXXHA BCTAHOBIOBATM HA OCHOBI O4HOrO pe3ynbTaTy AocnimkeHHsA. HeobxigHo
NOCTaBUTU TOYHWI AiarHo3

B3ATM [0 yBaru KriHi4Hy iCTOPIt0, CUMNTOMATKKY, @ TakoX CepOnorivHi AaHi.

Y naujeHTiB 3 ocnabneHuM iMyHITETOM i HOBOHaPOPKEHWNX CePONOrivHi AaHi MaloTb Nule obMexeHe 3HauYeHHs.

[na oTpumaHHa goaaTtkoBoi iHdopmalii 3BepHiTbea 0o «KepiBHmutBa S2k wopno Helicobacter pylori Ta ractpogyogeHansHoi
BMpasKoBoi xBopobu»; Z Gastroenterol 2016; 54(04): 327-363; DOI: 10.1055/s-0042-102967.
8.3.1. I3oTMnu aHTUTIN | cTaH iHdekuii

Cepornorisi 3HauunmicTb

XapaKkTepucTuka NepBUHHOI peakLii aHTUTIN
IgM Bucokun Tutp IgM 3 Hu3bkum TuTpom IgG: — cBig4MTL NPO NOTOYHY abo HeloaaBHIo iHeKLio
Pigko: — cTinkun IgM

XapakTepucTuka BTOPMHHOI peakuii aHTUTin
1gG Moxxe 36epiraTncst NPOTAroM AEKiNbKOX pokiB
Bucokuin Tutp 1gG 3 HU3bkuM TUTPOM IgM: — MOXe BKadyBaTu Ha iH(EKL0 B MUHYIOMY

9. CNEUN®DIYHI XAPAKTEPUCTUKU

PesynbTaTn BigHOCATLCA A0 rpyn JOCHiIKYBaHNX 3PasKiB; Lie HE rapaHTOBaHi XapakTEPUCTUKN.
9.1. TouHicTb

OuiHky npeuwmsivHocTi aHanidy npoBogunu 3a «CLSI. OuiHka TOYHOCTI mpouenyp KinbKiCHOro BUMIpIOBaHHS; 3aTBepaXeHa
iHCTpYyKUis - TpeTe BuaaHHs. JokymeHT CLSI EP05-A3. Wayne, PA: IHCTUTYT kniHiYHuX | nabopaTopHux ctaHaapTis; 2014».
9.1.1. DocnimpkeHHs B ogHOMY Micui

JocnigpkeHHss TovyHOCTi npoBogunocs Ha 160 3paskax B OAHOMY Micli. HeraTmBHWIA, BUCOKOHEraTUBHUIN, HNU3bKOMO3UTUBHUN i
NMOMiIpHO NO3WUTUBHWIA 3pa3kn NPOBOANMM B 4 MOBTOPEHHSAX, ABa pa3n Ha AeHb npoTarom 20 aHis, 3aranom 160 pesynbTarTis.

Cepen

Hi17|p [loBTOpPIOBaAHICTL Mix nporoHom Mpotarom gHa | Mix gHamu B nabopartopii
3pasok n (HTOO

) CB %CV CB %CV CB %CV CB %CV CB %CV
NOMipHUIA

160 | 26.22 |2,8888 | 11.0 | 1,6356 6.2 3,3197 | 12.7 |1,5532 5.9 3,6651 | 14.0

NO3UTUBHUN
HU3bKWUIA

NO3UTUBHUI 160 | 15.45 | 1,6646 | 10.8 | 1,0262 6.6 1,9555 | 12.7 |2,0899 | 135 |2,8621 | 18.5

BUCOKUIN
HeraTuBHUIN 160 8.43 |[1,2297 | 14.6 0,6291 7.5 1,3813 16.4 |0,6046 7.2 1,5078 | 17.9
HeraTuBHUIN 160 430 (0,6284 | 14.6 0,3826 8.9 0,7357 17.1 ]0,2043 4.7 0,7635 | 17.7
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9.1.2. BaraTtocanToBe focnigXXeHHs

JocnimpKkeHHa TOYHOCTI NPOBOAMMNOCS Ha TPbOX Pi3HUX AiNsiHKax. HeraTtuBHWIA, BUCOKOHEraTUBHWI, HU3bKOMO3UTUBHUWM | MOMIPHO
NO3UTUBHUI 3pasKkun NPOBOAUIN B 5 NOBTOpax OAUH pa3 Ha AeHb NpoTaroM 5 AHiB, 3aranom 75 pesynbTarTis.

[NoBTOptOBaHICTL Mix ginsHkamm BiaTBoptoBaHicTb
CepegaHin
3pasok n
(HTOLO) CB %CV CB %CV CB %CV
NMOMiIpHO NO3UTUBHUI 75 22.55 1,9771 8.8 2,4706 11.0 4,4098 19.6
HU3bKWIA NO3UTUBHUI 75 14.98 1,8350 12.2 2,1788 14.5 2,3493 15.7
BWUCOKWIN HEraTUBHUN 75 7.01 1,0202 14.6 1,3413 19.1 1,3580 194
HeraTMBHUMN 75 3.67 0,4682 12.7 0,5336 14.5 0,7613 20.7
9.2. HiarHocTu4yHa cneuundivHicTb

[iarHocTnyHa cneundivHiCTb BM3HAYaeTbCs SIK MMOBIPHICTb HEraTMBHOMO pesynbTaTy aHanidy 3a BiACYTHOCTI KOHKPETHOro
aHanity. e 97,06 % (95 % posipuuii inTepsan: 91,64 % - 99,39 %).

9.3. [liarHocTnyHa yyTnuBicTb
JiarHoCTnYHa YyTNMBICTb BU3HAYAETLCH K MMOBIPHICTb MO3UTUBHOMO pe3yrnbTaTy aHanidy B MPUCYTHOCTI KOHKPETHOrO aHaniTy.
Lle 94,59 % (95 % posipumn inTepsan: 81,81 % - 99,34 %).

9.4. Bnnue

AHanis ouiHBanM Ha HasaBHICTb nepewkoq BignosiaHo A0 «CLSI. TecTyBaHHs Ha iHTepdepeHuito B KniHiYHIA Ximii. 3-e Bua.
KepisHuuteo CLSI EPO7. Wayne, PA: [HCTUTYT KniHi4HMX | nabopatopHux ctaHgapTis; 2018». Tpu 3pasku, oguH HeraTuBHUN,
OAWH CWMbHO HeratuBHWKW abo CYMHIBHMM i OAMH NO3WTMBHWMIM 3pasok, Oynu AofaHi BUCOKUMW piBHAMW 3aBag i Gynu
NpOTECTOBaHi pa3om i3 3pa3koMm 6e3 fofaBaHHA. Y HACTynHiM Tabnuui HaBeQeHO OOCTiMKyBaHi peYoBMHU, OoAaHi A0 3paskiB
NauieHTIB y 3a3HAYEHNX KOHLEHTpaLisX.

BnnuBaroTb MepeBipeHO Ha KOHUEHTpaLilo
AnbGymiH 60 mr/mn
Binipy6iH HekoH'toroBaHuni 0,4 mr/mn
Binipy6iH, koH'toroBaHWm 0,4 mr/mn
XonecTtepuwH 4 mr/mn
Femorno6in 10 mr/mn
Tpurniuepunan 15 mr/mn

He 6yno BUsIBNEHO XXOQHOTO KNiHIYHO 3HaYYyLLOro edpekTy iHTepdepeHUii AN BCiX JOCNIMKYBaHNX PEYOBUH.

9.5. MepexpecHa peakTUBHICTb

MiHimym 5 3pa3kiB 3 aKTUBHICTIO aHTUTIN 4O MOTEHLINHO NEPEXpPeCcHO pearyunx napameTpis (ageHoBipyc, Bordetella pertussis,
Borrelia burgdorferi, Campylobacter jejuni, Candida albicans, Chlamydia pneumoniae, eHTepoBipyc, pecnipaTopHo-
cvHUMTIanbHui Bipyc, Toxoplasma gondii, Yersinia enterocolitica abo 3pasku, no3ntusHi Ha ANA abo pesmaToig 3pasku Big
BariTHUX >XiHOK By NPOTECTOBaHI A1 OLiHKM NepexXpecHOi peakTUBHOCTI aHaniay.
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KinbkicTb N03uTMBHMX NPo6
3pasku NO3NTUBHI Ha (aHTUTINA NPOTK) Bpasku nepesipeHi ETanoHHun aHanis i3
Helicobacter pylori IgM mapkyBaHHaM CE
ApeHosipyc 13 5 1
AHTUHYKneapHi aHTutina (ANA) 14 3 3
Bordetella pertussis 14 5 2
Borrelia burgdorferi 12 4 1
Campylobacter jejuni 13 4 1
Candida albicans 14 3 1
Chlamydia pneumoniae 11 1 0
EHTeposipyc 15 4 3
3pa3sku BariTHOCTI 12 1 0
PecnipaTopHo-cuHLmMTianbHWI BipyC 12 4 1
PesmartoigHun daktop (PP) 11 1 0
Toxoplasma gondii 13 5 3
Yersinia enterocolitica 15 1 1

He mMoXHa BMKMIOYMTY NEpEXpPECHi peakLii 3 aHTUTinamu NpoTn BCiX nepesipeHnx napameTpis abo ymosB.

10. OBMEXXEHHA NPOLIEAYPU

BakTepianbHe 3abpyaHeHHs abo NOBTOPIOBaHI LIMKIN 3aMOPOXYBaHHA-PO3MOPOXYBaHHS 3paska MOXYTb BMAMHYTU Ha
3HAYEHHS NOTNNHAHHS.

11. BACTEPEXXEHHA TA NONEPEOXEHHA

HeobxigHo cyBopo AOTpMMYBaTUCS MPOLEAYPU TECTYBaHHS, iHopmaLii, 3anobikHUX 3axodiB i nonepeskeHb, HaBeAEHNX
B IHCTPYKLIsIX i3 3acToCyBaHHA. BukopucTtaHHs HabopiB TecTiB 3 aHarnisatopamu Ta nofibHuM obnagHaHHAM Mae GyTu
nepesipeHo. bByab-ski 3MiHM B AM3alHI, CKnadi Ta npoueaypi TECTYBaHHS, a TakoX Oyab-sike BUKOPUCTAHHSA B NMOEAHAHHI 3
HLUMMW NpOAYKTaMW, HE CXBareHVMU BUPOBHMKOM, 3a0OpOHEHI; KOPUCTYBay CaM Hece BiAnoBiAanbHICTb 3@ Taki 3MiHW.
Bupo6HMK He Hece BiANOBIAAnNbHOCTI 3a MOMWIMKOBI pe3ynbTaTh Ta BUMAOKM 3 UMX NpUYnH. BupoBHWK He Hece

BignosiganbHocTi 3a 6yab-AKi pe3ynbTaTy BidyanbHOro aHanidy 3paskis nauieHTiB.
Tinbkv 4N AiarHoCTVKK In vitro. . o o
Yci maTepianu nioacbKOro Yn TBAPMHHOMO NOXOMKEHHS Chia po3rnaaaTti Ta 06pobnaTi Sk NOTEHUINHO IHAEKLINHI.

YCi KOMMOHEHTM NIOACHKOrO NOXODKEHHS, SIKi BUKOPUCTOBYHOTLCA AN BUPOOHMLITBA LIMX peareHTiB, Oyny nepesipeHi Ha

aHTuTina po BIJ, aHTuTina go BI'C ta HBsAg i Oynu BU3HaHI HEPEaKTUBHUMMW.

He 3amiHtonTe peareHT abo MiKpOnnaHLIETH Pi3HUX NapTii BUPOOHMLTBA.

Pasom 3 peareHTamu LibOro TecT-Habopy He MOXHa BUKOPVCTOBYBAaTU peareHTV iHLIMX BUPOOHUKIB.
He BMKOpUCTOBYNTE peareHTn nicrsa 3akiH4eHHsS TEPMiHY NPUAATHOCTI, 3a3HAaYEHOro Ha ETUKETL.
BukoprcTOBYITE NULLIE YNCTIi HAKOHEYHVKM NINETOK, A03aTOpy Ta NabopaTopHuii Nocya.

He MiHsTe rBUHTOBI KPULLIKM (OIaKOHIB 3 peareHTamu, LWob YHUKHYTU NepeXPecHOro 3abpyaHEeHHS.

LinbHo 3akpuiiTe donakoHu 3 peareHTammn ofapasy nicrg BUKOPUCTAHHS, OO YHUKHYTM BUNApPOBYBaHHSA Ta MikpoGHOro

3abpyaHEHHS.

Micna neplioro BigKpUTTS Ta NOA4anbLUOro 36epiraHHa nepeBipTe rakoHU 3 KOH'IOraToM i CTaH4APTOM/KOHTPOSIEM Ha

HasIBHICTb MiKpO6HOI'0 3a6py/:|,HeHH9| nepen noganbLlnMM BUKOPUCTAHHAM.

LLlo6 yHWMKHYTM NnepexpecHoro 3abpyaHeHHS Ta XMOHO MiABULLEHUX pe3ynbTaTiB, NiNeTynTe 3pasku NaLieHTiB i 4o3ynTe

FeaFeHTVI, HEe PO30PU3KYHHMN ix aKypaTHO B JTYHKW.

®A npusHaueHun nviie ang KkeanipikoBaHOro nepcoHany, KM oTPUMYETLCSA CTaHAapTIB HanexHoi nabopaTopHol

npaktuku (GLP).
[ns noganbLUoro BHYTPILLHBOIrO KOHTPOMIO SIKOCTI KOXHa nabopaTopisi NoB1HHA A0AAaTKOBO BUKOPUCTOBYBATM BifOMI
3pasku.
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11.1. MpaBuna 6e3neku Ans peareHTiB, WO MiCTATbL He6e3ne4Hi pe4oBUHMU

PeareHt MoxyTb Mictuti CMIT/MIT (3:1) abo MIT (ame3.1).
ToMy 3aCTOCOBYIOTbCS HACTYMHI MONOXEHHS Npo Hebesneky Ta 3anobikHi 3axoau.

YBATrA H317 Moxke BMKNVKaTU LIKIpHY anepriyHy peakiito.

P261 YHuWKanTe BAMXaHHS Crpeto.
P280 Opgraiite 3axUCHi pyKaBWUYKW/3aXUCHUIA OAST.

Y PA3I NMOTPAMIAHHA HA LWKIPY: npomuty Benukoto
P302+P352 KiNbKiCTIO BOAM 3 MUSIOM.

Y pasi nogpa3sHeHHs Wkipyu abo Bucuny: 3BepHiTbCA 3a
P333+P313 MeZMYHOI AonoMorot/nopasioto.

3HATU 3aOpyaHEHUIA oasr | BUNpaTu oro nepes NOBTOPHUM
P362+P364 BUKOPUCTAHHAM.

PeareHT MOXyTb MicTUTU 5-6poM-5-HiTpo-1,3-aiokcaH (ams.3.1).
ToMy 3aCTOCOBYOTbCS HACTYMHI NONOXEHHS Npo Hebe3neky Ta 3anobikHi 3axoau.

YBATA H315 Buknukae nogpasHeHHs LWKipw.
H319 Buknukae cepriosHe nogpasHEHHS OYen.
P280 OpsranTe 3axXvCHI pyKaBUYKW/3aXUCHWUIA Oasr.
P302+P352 Y PASI NOTPAMMAHHA HA LUKIPY: npoMUTK BEMUKOIO KiMbKICTIO BOAM 3 MUIOM.

NPW MONAJAHHI B O4l: O6epexHo npomMuiiTe BOAOK NPOTATOM KiflbKOX XBUIUH.
P305+P351+P338  3HiMiTb KOHTAKTHI NiH3W, SAKL,0

MPUCYTHIN i NPOCTUI y BUKOHaHHI. MNpoaoBXyNTE NONOCKaHHS.
P337+P313 Ko nogpasHeHHs oYer He NpoxoanTb: 3BEPHITLCA A0 Nikaps.

[opaTkoBy iHCbopMaUilo MOXXHA 3HaNTK B nacnopTi 6e3neku

11.2. 3ayBakeHHS Wopao yTusisauii

3annwkn xiMmidHMX PeYOoBUH | MpenapaTiB 3a3BMyan BBaXaOTbCA HeDe3neyHMn Bigxogamu. YTunisauis Takoro poay Bigxodis
perynioeTbCa HauioHanbHMMK Ta perioHanbHUMKM 3aKkoHamu Ta npasunamun. 3B’SXiTbCS 3 MiCLEeBMMM opraHamu Bnagu abo
KOMNaHisMu 3 yTunisauii Bigxoais, Ski HagagyTb Nopaau WoAo yTunisauii HebesnevyHnx Bigxoais.

IHdopmauito Npo nakyBanbHi MaTepianu ave. y po3aini NMAKYBAJIbHI MATEPIAIN.
12. IHPOPMALIA ONA 3AMOBINEHHA

[enikobakTep ninopi,
REF HELMO0220 aHTuTina IgM (96 BM3HaYEHDb)
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CKOPOYEHHA

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

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

NMAKYBAJIbHI MATEPIAJIU /| VERPACKUNGSMATERIALIEN / MATERIALES DE EMBALAJE

PAP 21 PAP 21 PAP 22

|SsOLN|cTONn| |WASH|BUF[20x| |SuB|[TMB| |Amn|m| —
[CONJ| |[CONTROL|+| |CONTROL|[-| |CUT OFF |
T
i
HDPE 2 PP 5 PET / ALU/ LDPE 90
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YMOBHI NO3HAYEHHA

REF

Ne Kar.:

LOT

Ne Maprii:

BVIKOpI/ICTaTI/I [no:

Y
W—

KinbkicTb TecTiB:

CONC KoHueHTpat
LYO JlioginizosaHni
IVD MeauyHui npucTpin onga AiarHOCTUKM in vitro

OuiHoYHWIA Habip

=

MpounTanTe IHCTPYKLIO Nepen BUKOPUCTAHHAM

/,
S
\

\
g

36epiraTtv noodans Bif MyKepen Tenna i NpsiMoro COHSIYHOro CBiTna.

36epiraTtv npu Temneparypi:

Bupo6Huk:

YBara!

MicTuTb GionoriyHMn MmaTtepian NtoACHKOTO MOXOMKEHHSI

SISTd n

MicTuTb GionoriyHU MaTepian TBAPUHHOIO MOXOPKEHHSI

c
9

YHikanbHa igeHTudikauis npucTpoto

%&‘

OucTtpub’totop

YMOBHI NO3HaYEeHHs1 KOMMOHEHTIB AMB. y po3aini «MaTtepianw, Wo BxoadTb 40 Habopy».
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PE3IOME MNMPOLEAYPU OOCHIAXEHHA

CXEMA OOCNIAXEHHA

Helicobacter pylori IgM

MiaroToBka Ao TecTy

MigroTynTe peareHT Ta 3pasky, K ONUcaHo.
BcTaHoBITL NnaH posnoainy Ta igeHTudikauii 4ns BCix 3paskiB i cTaH4apTiB/KOHTPONIB.
BnbepiTb NOTPiBHY KiNbKiCTb MIKpOTUTPALiNHMX CTpiniB abo NyHOK i BCTaBTe iX y Tpumav.

Mpoueaypa aHanisy

BnaHk cybectpaty | HeratuBHumn Moporosuii | Mo3UTUBHMI 3pa3sok
(po3baBneHwuii
(A1) KOHTPOIb | KOHTPOIJIb |[KOHTPOIJIb 1+100)
HeratmeHun
KOHTPOSIb - 100 mkn - - -
KoHTponb
noporoBuii - - 100 Mkn - -
Mo3nTnBHMI
KOHTPOMb - - - 100 MKn -
3pasok ) ) ) ) 100 MKR
(po3baBneHuii
1+100)
HakpunTte nyHku cponbroto, Wwo
BXOAUTb 4O Habopy
IHKyOynTe npoTaArom 1 roanHu npu
37x1°C
Mpomuiite KOXKHY NyHKY Tpudi 300 MKn [ WASH|BUF| 1x |
KoH'torat - 100 mkn 100 Mkn 100 mMKn 100 mkn

IHkyOyinTe 30 XxB Nnpu KiMHaTHIN TemnepaTypi (20...25 °C)
He niggaesatu BNnmMBy NpsiMux
COHSAYHUX MPOMEHIB
MpomMuinTe KOXHY nyHKY Tpudi 300 MK | WASH| BUF | 1x |

|SUB| TMB | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn

IHKyOGynTe piBHO 15 XB npu KiMHaTHIN Temnepatypi (20...25 °C) y TempsBi

[SOLN|cTOn | 100 Mkn 100 mKn 100 mKn 100 mKn 100 Mk
doTomeTpuyHe BUMIpIOBaHHSA npu 450
HM

(pedepeHTHa foBXMHA XBUIi: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6

28 Dietzenbach, Hime4yuunHa

. +49 6074 23698-0
dakc: +49 6074 23698-900
EnektpoH
Ha nowTa: info.frankfurt@eu.goldstandarddiagnostics.com
caur: Clinical.goldstandarddiagnostics.com
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