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1. BUKOPUCTAHHS 3A ITIPU3HAYEHHAM

[Maprosipyc B19 1gG IDA npusznauenuii uist skicHOro Bu3HaueHHs aHTHTUI Kiacy IgG nmporu ITapBoBipyc B19 y cuposarmi
a00 1Ia3Mi TIOOUHA (IATPAT, TeTIapyH).

2. TIPHUHIIUIT AHAJII3Y

SIkicHe iMyHO(epMeHTHE BU3HAYCHHS crienn(iuHUX aHTHUTLT 0azyeThes Ha Metouni IDA (imyHopepMeHTHUH aHAai3).
MiKpoOIUTaHIIETH TOKPUTI crenn(piuHIMU aHTHUTeHaMH Ul 3B°SI3yBaHHS BIANOBIAHMX aHTUTIN 3paska. [licms mpomuBaHHS
JYHOK JIJIsl BUJAJICHHS BCHOTO HE3B A3aHOTO MaTepialy 3pa3Ka JOJAEThCs KOH oraT, MideHHUi mepokcuaazoio xpony (HRP).
Leit xkoH'TOTaT 3B'I3YE€THCSA 13 3aXOIUIEHUMH aHTHTIIaMH. Ha apyroMmy erami nmpoMUBaHHS HE3B's3aHUI KOH'IOTAaT BUAAJSIOTH.
IMyHHUII ~ KOMIIEKC, YTBOpPEHHH  3B’SI3aHUM  KOH'IOTaTOM,  BI3yasli3yeTbCcs  LUIIXOM  JIOJ@BaHHA  cyOcTpaTy
terpamerwinOensuauny (TMB), saxuif nae CHHIA TPOIYKT PeaKIii.

[HTEeHCHBHICTH LHOTO MPOIYKTY MPOINOpPILiHA KITBKOCTI crielM(iYHUX aHTUTLI y 3pasky. 11106 3ynuHHUTH peakiiiro, 101al0Th
cipyany kucioty. Lle cTBoproe xoBTHil KoJip KiHIEBOi Touku. OntuuHy ryctuy npu 450/620 HM 34MTYIOTH 32 JOIOMOT'OIO
NPUCTPOIO JuIsl 3unTyBaHHs I®A MikporuaHmeTis.

3. MATEPIAJIM

3.1. PearenTn B HaGopi

MiKkpormIaHmer: 12 cTpimiB i3 8 JIyHKaMu, IO PO3PUBAIOTHCS, IIOKPUTUX PEKOMOIHAHTHUMH aHTUTCHAMH ApBOBIpyCY
B19; B antominieBiit Goiib3i, 110 3aKPUBAETHCS.

DIL: 1 ¢makon, mo Mictuts 100 M pocdarroro 6ydepa (10 MM) mis po3Benenss 3paska; pH 7,2 £ 0,2;

noga}%? BaHi B )KOBTHUI KOJIIp; TOTOBHI BUKOPUCTOBYBaTH; Oinuit koBnavyok; < 0,0015% (00./06.) CMIT/MIT (3:1).
SOL TCTOH: 1 ¢pmaxoHn, mo mictuts 15 M cipuaHoi kucioty, 0,2 MOJIB/TT; TOTOBHUIA 1O BUKOPHUCTAHHS; YSPBOHIHA
KOBITa4OK.

WASH | BUF | 20x: 1 ¢umakon, mo mictuth 50 M 20-KpaTHO KOHIIEHTpOoBaHOTO (hocdarHoTo Oydepa (0,2 M), pH 7,2
+ 0,2, Ui IPOMUBAHHS JIYHOK; Oiiuii koBmayok; 0,2% (Mac./06.) 5-0pom-5-niTpo-1,3-miokcany.
KOH'forar:1 ¢uakoH, 1o Mictuth 20 MJI MiY€HOTO TIEPOKCHIa30k0 aHTUTLNIA 10 JIIoAUHU Y BhochaTtHOMY Oydepi (10
MM); nodapOoBaHi B CHHIH KOJIIP; TOTOBHI 10 BUKOPUCTAHHSI, YOPHHUII KOBITAYOK.
SUB|T :1 msiika, o mictuts 15 mi 3,3',5,5'-rerpametunbersuauny (TMB), < 0,1%; rotoBwuii 10
BUKOPHCTAHHSI;, JKOBTHI KOBIAYOK.

Ho3uTuBHUI KOHTPOJB: | (pIakoH, o0 MICTUTH 2 MIT KOHT’POH}O; mogapOoBaHi B )KOBTHH KOJIip; TOTOBUHA 10
BUKOPHCTAHHS; YepBOHUI KoBNa4ok; < 0,02% (06./06.) MIT.

Konrpoasb Binkirouennsi: 1 GpuakoH, 1o MicTuTh 3 M1 KOHTPOJIIO; TodapOoBaHi B )KOBTHIA KOJIip; TOTOBUI 10
BHUKOPHCTAHHS; 3eJIeHu koBmavok; < 0,02% (06./06.) MIT.

HeraruBamii KOHTPOJIB: 1 (IaKoH, O MiCTUTE 2 MIT KOHTPOJIIO; no?ap6OBaHi B YKOBTHH KOJip; TOTOBUH 110
BHKOPHUCTAHHSI; CHH1IA KoBIauok; < 0,0015% (06./06.) CMIT/MIT (3:1)

3asBu npo Hebe3neky Ta 3acTepexeHHs 1ull.1

3.2. Marepiajiu nocraseHi
1 ®ombra At MOKPUTTS
1 IHcTpyKLid 13 3aCTOCYBaHHS

3.3. Heo0Oxinni marepianu Ta o6agnaHHs
) Pinep mikpormmanmetis I®A, obmagHanuit s BuMiproBaHHs normuHaHHS 1pu 450/620 HM
Iaxy6artop 37 °C
Pyune abo aBTOMaTHYHE 0018 THAHHS IS IPOMUBAHHS MIKpPOILUTAHIICTIB
IMinerku is nocraBku 06’ emiB Big 10 1o 1000 Mk
Buxposwii 3MinryBad mpodipok
JuctunboBaHa BOJa
OpnHopa3oBi mpobipku

4. CTIMKICTbh TA 3BEPITAHHS

36epiratu HaOip npu 2...8 °C. Po3kpuTi peareHTH cTaOUIBHI 10 TEPMiHY IPUIATHOCTI, 3a3HAYEHOTO Ha €TUKETI, 32 YMOBH
36epiranss npu 2...8 °C.

5. IPUTOTYBAHHSA PEAI'EHTIB

Jlyke Ba)XJIMBO JIOBECTH BCI peareHTH Ta 3pa3KH A0 KiMHaTHOI Temmepatypu (20...25 °C) i nepeMimaTy iX nepes no4aTkoM
TeCTyBaHHs!

5.1. MikponiaHuer

Crpiny, 0 pO3pUBAIOTHCS, MOKPHUTI pekoMOiHaHTHUMHK aHTureHamu IlapBoBipyc B19. Onpasy micis BupaneHHs cCTpimiB
pemTy CTPImiB CITiJl 3HOBY 3alledyaTaTH B aIOMiHI€BY (DOJIBIY pa3oM i3 OCyIIyBadeM, IO IMOCTadaeThes, i 30epiratn mpu 2...8
°C

52. |WASH|BUF[20x |

Po36aButuWASH | BUF | 20x1 + 19; nanpuknag, 10 mn WASH | BUF | 20x+ 190 mn muctuaboBaHOi Boau. Po3BemeHuit
oydep (WASH | BUF | 1x) crabuipHUH poTATOM 5 HIB pH KiMHaTHIH Temnepatypi (20...25 °C). Y pasi nosiBu KpucTaliB y
KOHIIEHTpAaTI migirpiiite po3unn n0 37 °C, HanpuKiIa, Ha BoAsSHii 6aHi. JJoOpe mepemimiaiite mepe po3BeIeHHIM.
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53. |SUB|TMB |

PeareHT rotoBuin [0 BUKOPUCTaHHA | noBuHeH 3Gepiratucs npu 2.8 °C, 3gxueHomy Bia 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 NIATrOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYWTE 3pasku CMpoBaTkn abo nnasMu KpoBi NoanHW (LMTpaT, renapuH). AKWwo aHanis
npoBoauTbCs NpoTtarom 5 Aib nicnsa Bigbopy 3paskiB, 3pa3ku NOBMHHI 36epiratnca npu 2...8 °C; B iHWOMY BMNaaky ix cnig
po3ainuMT Ha anikBoTw | 36epiraTn B rnmbokin 3amopo3ui (-70...-20 °C). Axwo 3pasku 36epiraloTbCs B 3aMOPOXEHOMY BUMMAL;,
[obpe nepemillanTe pO3MOPOXEHi 3pa3kv Nepes TeCTYBaHHAM. YHUKaWTE MOBTOPHOIO 3aMOPOXYBaHHS Ta PO3MOPOXYBaHHS.
TennoBa iHaKTMBaL|is 3paskiB He PeKOMEHAYETbCS.

6.1. Po3BeneHHs 3pa3ka

Mepepn aHanisom yci 3pa3ku cnig po3dasutn 1+100 DIL. Po3noginite 10 mMkn 3paska Ta 1 MnDIL y npoGipkM Ans oTpMMaHHs
po3unHy 1+100 i peTenbHO NepemillanTe 3a 4ONOMOroK BUXPOBOro Mikcepa.

7. NPOLUEANYPA AHATNI3Y

Mepen npoBefeHHAM aHanidy yBaXkHO NpouynTanTe iHCTPYKLito i3 3acTocyBaHHSA. HadinHicTb pedynbTaTy 3anexuTs Big CyBOporo
OOTPMMaHHS iIHCTPYKLI i3 3aCTOCyBaHHS, AK onucaHo. HaBeaeHa Hwxkye npouenypa nepesipku nepesipeHa nvwe Ans pyyHoi

npoueaypu. Mpy BUKOHAHHI TECTY HA aBTOMATUYHUX CUCTEMAX MU PEKOMEHAYEMO 36iMbLUNTM KPOKM MPOMUBAHHA 3 TPOX 110
n'sjv Ta 06’eM WASH | BUF | 1x8ig 300 Mkn go 350 MK, 106 YHUKHYTU edhekTy NpoMuBaHHs. 3BepHiTb yBary Ha posainll.Mepen

no4yaTkoM aHarnisy crnig petenbHo po3pobuTu nnaH posnodiny Ta igeHTudikauii Ana Bcix 3paskiB i cTaHOapTiB/KOHTpOniB
(pekomeHpgoBaHo AybnikaTtn). Bubepite NOTPIOHY KiNbKiCTb MIKPOTUTPAaLiNHMX CTpiniB abo NyHOK i BCTaBTe iX Yy Tpumav.
BukoHawnTe BcCi eTanv aHanidy y BkazaHoMy nopsiaky Ta 6e3 3aTpMMok.
[ns 0o3yBaHHS KOXHOro CTaHO4apTy/KOHTPONO Ta 3pa3ska Chi BUKOPUCTOBYBATU YUCTUIA OAHOPA30BUIA HAKOHEYHUK.
HanawTywite iHkyb6aTop Ha 37 + 1 °C.

1. Posnoginite 100 Mkn cTaHaapTIB/KOHTPONIB | po3BeaeHWX 3paskiB y BiANOBIgHI NyHkU. 3anuwTte nyHky A1 ona 6naxka

cybctpary.
2. Hakpunte nyHku honbroto, Wo BXoAnTb A0 Habopy.
3. IHkybynTe npoTtsrom 1 roauHu = 5 xBunuH npu 37 £ 1 °C.

4. Konu iHkybauis 3aBeplueHa, 3HiMiTb onbry, acnipymte BMIiCT NyHOK i NPOMUITE KOXHY NyHKY Tpudi 300 mkn
WASH|BUF | 1x._YHukaiiTe nepenuBiB 3 peakuiiHUX NyHOK. |HTepBan MiX NpOMMBaHHAM | acnipaljieto MOBUHEH
CTaHoBWTK > KiHLl,i obepexHo BMAAnNiTb 3anuvLUKA PiguHK, NOCTYKylo4M cTpinamu no abcopbeHTHOMY
nanepi nepeg HacCTynHUM Kpokom!

MpumiTka: MwnTTa - Le BaxnmBo! HegocTaTHeE NPOMUBaHHS NPU3BOAUTL 40 HU3bKOT TOYHOCTI Ta MOMUITKOBUX
pesynbTaris.

Posnoginite 100 mMkn KOH'toraTy B yCi NyHKM, KpiM nyHkn A1 ansa 6naHka cyberparty.

IHky6ynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C). He niggasaTy BNNMBY NPSIMUX COHAMHMX NMPOMEHIB.
MoBTOpITL KPOK 4.

DosysaTu 100 mkh SUB| TMB B yci nyHKM.

IHKyOynTe piBHO 15 XB Nnpu KiMHaTHIN TemnepaTypi (20...25 °C) y TempsBi. CvHin konip BUHMKaE BHaCMigoK
dhepMeHTaTUBHOI peakLji.

10. fo3sysatu 100 Mk SOLN| CTOI] B yci NyHKM B TOMY X NMOPSIAKY Ta 3 Ti€t X WBUAKICTIO, WO # Anst SUB | TMB, Takum
YMHOM BiAOYyBa€ETLCHA 3MiHa KOMbOPY 3 CUHBOTO Ha XXOBTUMN.

11. BumipsiiiTe nornuHaHHs npu 450/620 HM npoTtsirom 30 XBUNKH nicnst AofaBaHHs SOLN| CTOrM.

© © NG

7.1. BwumiproBaHHA
BigperyntoiTe npucTpii 4nsa 34nTyBaHHS MikponnaHweTiB IOA Ha Hynb 3a gonoMoroto 6naHka cybeTparty.

AKLLO 3 TEXHIYHUX NPUYMH NPUCTPIN ANs 34mMTyBaHHA IOA MikponnaHweT HeMOXNUBO HanawTyBaTU Ha HyMb 3a 4ONOMOrO
6naHka cybcTpaty, BigHIMITb MOro 3Ha4YEHHsI NOMMMHAHHS 3 YCiX iHLUNX BUMIPSHUX 3HAY€Hb MOrMMHAHHSA, LWOo6 oTpuMaT HaginHi
pesynbTtaTn!

BumipsanTe nornvMHaHHA BCiX NyHOK Npu 450 HM i 3anunLLiTh 3HAYEHHS NOTMUHAHHA ANS KOXKHOTO CTaHA4apTy/KOHTPOMo Ta
3paska.

PekomeHayeTbecs GixpomaTniHe BMMIpHOBAHHS 3 BUKOPUCTAHHAM €TanoHHOI OBXUHM XBuIi 620 HM.
AKLWO MOXNUBO, po3paxynTe cepeaHE 3Ha4YEeHHA NMOrNMHaHHA AnA Beix aAyonikaTi..

8. PE3YJIbTATH

8.1. BuKOHaunTe KpuTepii nepeBipkn

[insa Toro, wob aHani3 BBaXaBCs OiCHAM, CIlig CYBOPO AOTPUMYBATUCS LIUX iIHCTPYKLiN LWOAO BUKOPUCTAHHSA Ta
Bi4NOBiAATN TaKNM KpUTEPIaM:
" BnaHk cybcTpaTty:3HadeHHs nornuHaHHa < 0,100

HeratuBHMM KOHTpONb: 3HayeHHsi nornuHaHHs < 0,200 i < NoporoBoro 3Ha4YeHHS
KoHTponb noporoBui:3Ha4yeHHs nornmHaHHa 0,150 — 1,300
Mo3UTUBHUM KOHTPOIb: 3HAaYEHHS NMOrNMHAHHS > MeXa

AKWo Ui KpuTepii He BiANOBIQAOTL, TECT HedincHUM | Noro HeoGXiaHO NOBTOPUTK.
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. PesynbTtaty B oanHuuax [HTOA]
3HayeHHs NornuHaHHA 3paska

(cepenHe) x 10 = [OamnHuui NovaTec = HTO[]
noporose
npuknag; 1,591 x 10 = 37 HTO[
0,43
8.3. IHTepnpeTadifa pe3ynbTaTiB
10
Moporoswii HTOA .
MpucyTHi aHTUTINa NpoTn 30yaHUKa.
. > 11 HTOA ;
Mo3nTuBHNUIA BinbyBCst KOHTaKT 3 aHTUreHoM (36ygHMKOM abo BaKLMHOL).
AHTUTING NPOTK 36yAHMKA YiTKO BUSBUTM HE BAANOCS.
- 9-11HTO[ o .
CyMHiBHUNI PekomeHAyeETLCA NOBTOPUTH TECT 3i CBIXKUM 3paskoM Yepes 2-4 TWKHI.
3pasok He MICTUTb aHTUTIN NpoTh 36yaHuKa.
. <9 HTOA . o -
HeraTvBHuiA MonepeaHili KOHTAKT 3 aHTUreHoM (36yAHVMKOM abo BaKLMHOI) ManoNMOBIPHUIA.

[iarHo3 iHdeKUiNHOro 3axBopOBaHHsi HE MOXHAa BCTAHOBIOBATU HA OCHOBI OQHOIO pe3ynbTaTy AocnigKeHHs. HeobxigHo
NOCTaBUTU TOYHWUI AiarHo3

B3ATW [0 yBaru KniHiyHy iCTOpit0, CMMNTOMAaTWKY, @ TakoX CepOnorivHi AaHi.

Y naujeHTiB 3 ocnabneHnM iMyHITETOM i HOBOHaPOAXEHWUX CePONOrivHi AaHi MalTb Nule obMexeHe 3Ha4YeHHs.

8.3.1. Isotunu aHTUTIN i cTaH iHdekKuii

Ceponoris 3HaummicTb
XapakTtepucTvka NepBMHHOI peakLii aHTUTIn
IgM Bucokuii Tutp IgM 3 HU3bkuM TUTpom IgG: — CBig4MTE NPO NOTOYHY abo HelwoaaBHIO iHbekLio

Pigko: — cTinkun IgM

Xapakrepuctvka BTOPMHHOI peakuii aHTuTin
19G Moxe 36epiraTncst NPOTArom AeKiNbKOX POKiB
Bucokuii Tutp IgG 3 HU3bkum TUTPOM IgM: — MOXe BkasyBaTu Ha iH(peKLilo B MUHYNIOMY

9. CNEUN®DIYHI XAPAKTEPUCTUKA

PesynbTaty BigHOCATLCA A0 rPyn AOCHIAXYBaHMX 3paskiB; Lie He rapaHTOBaHi XapaKTePUCTUKM.

9.1. Tou4HicTb

B aHanisi n CepepgHe (E) CV (%)
#1 24 0,703 4.48
#2 24 1,792 3.33
#3 24 2,833 1.44
Mix CepeaHe

aHanizamm n (HTOL) CV (%)
#1 12 28.58 10.61
#2 12 41.29 11.58
#3 12 4.83 13.96

9.2. [iarHocTn4Ha cneumndivHicTb
[JiarHocTnyHa cneundivHiCTb BU3HaYaeTbCa K MMOBIPHICTb HEFATUBHOMO pe3ynbTaTy aHanidy 3a BiACYyTHOCTI KOHKPETHOro
aHanity. Le 99,28% (95% posipuunii iHTepsan: 96,06% - 99,98%)

9.3. [iarHocTM4Ha 4YyTnNuBICTb

[iarHocTnyHa YyTNMBICTE BUSHAYAETLCA K MMOBIPHICTb MO3UTUBHOIO pesyrnbTaTy aHanidy B MPUCYTHOCTI KOHKPETHOro aHaniTy.
Lle 97,42% (95% posipuun inTepsan: 94,48% - 99,05%).

9.4. Bnnus

Bnnue 3 reMoniTMuHMMU, ninemiyHMMK abo XOBTSHUYHUMM 3pa3kamu He CrocTepiraloTbCs A0 KoHueHTpauii 10 Mr/mn
remorno6iHy, 5 mr/mn Tpurniuepugis i 0,5 mr/mn GinipyGiHy.

9.5. TlepexpecHa peakTUBHICTb

JocnigxxeHHs naHeni 3paskiB i3 akTUBHICTIO @HTUTIN 4O NOTEHLINHO NepexpecHNX napameTpiB He BUABUIO JOKa3iB
XMOHOMO3MTUBHUX Pe3ynbTaTiB Yepes3 NepexpecHi peakuii. 4
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10. OBMEXEHHA NMPOLENYPU

BakTepiansHe 3abpyaHeHHs1 aGo NOBTOPIOBaHI LIMKINM 3aMOpPOXKYBaHHSI-pPO3MOPOXKYBaHHS! 3paska MOXYTb BMUHYTU Ha
3HAYEHHS] MOFMUHaHHSI.

11. SACTEPEXEHHA TA NOMNEPEIXEHHA

HeobxiaHO cyBopo OOTpMMyBaTUCA NpoLeaypu TeCTyBaHHS, iHopmadii, 3anobixkHuX 3axogis i nonepeskeHb, HaBeaeHUX
B IHCTPYKLUisiX i3 3acTocyBaHHs. BukopucTtaHHs HabopiB TecTiB 3 aHanizaTopamu Ta nofibHMM obnagHaHHAM mae ByTu
nepesipeHo. byab-Aki 3MiHW B Au3aiiHI, cknagi Ta npoueaypi TeCTyBaHHS, a Takox OyAb-ske BUKOPUCTaHHA B NOEOHaHHI 3
iHLUMMW NPOAYKTamMK, He CXBarleHMMM BMPOOHMKOM, 3aBOpPOHEHi; KOPUCTYBay caM Hece BiAnoBiganbHICTb 3a Taki 3MiHW.
BupoGHMK He Hece BiONOBIAANbHOCTI 3a MOMMWMKOBI pe3ynbTatM Ta BuMNAAKW 3 LUX NpuydnH. BupobHuk He Hece
BiANoBiAanbHOCTI 3a 6yab-AKi pe3ynbTaTyh BidyanbHOro aHanidy 3paskiB naujieHTiB.

Tinbkn gns giarHOCTUKM In vitro.

Yci maTepianv NoACbKOro YM TBapUHHOIO NMOXOAXKEHHS CNif po3rnsiaaTh Ta o6pobnaTh K NOTEHUINHO iHDEKLiMHI.

Yci KOMNOHEHTU NIOACLKOIO NOXOAKEHHS, AKi BUKOPUCTOBYOTLCS ANsi BAPOOHULTBA LMX peareHTiB, Oynu nepesipeHi Ha
aHTuTina go BIJ, aHtutina o BI'C ta HBsAg i 6ynn BM3HaHi HepeakTUBHUMM.

He 3amiHtoniTe peareHTV abo MikponnaHwWeTy pidHUX NapTin BUpOGHMLTBA.

Pasom 3 peareHTamu LibOro TecT-CTpiniB He MOXXHa BMKOPUCTOBYBATM peareHTH iHLWMX BUPOOHWUKIB.

He BMKOPUCTOBYINTE peareHT Nicrs 3akiHYeHHA TepMiHy NPUAATHOCTI, 3a3HA4YEHOro Ha eTUKeTL.

BukopuncToBynTe nuLLe YNCTi HAKOHEYHUKM NiNEeTOK, Ao3aTopy Ta nabopaTopHWIA NOCYA.

He MiHsIATe rBMHTOBI KPULLIKN (DIakoHIB 3 peareHTamu, wob YHUKHYTW nepexpecHoro 3abpyaHeHHs.

LinbHo 3akpuiiTe onakoHW 3 peareHTammn ogpasy nicnsg BUKOPUCTaHHS, WOoO YHUKHYTU BUNApOBYBaHHS Ta MiKPOGHOro
3abpyaHEHHS.

Micna nepuworo BiaKpUTTA Ta noganbLuoro 36epiraHHs nepesipTe oflakoHU 3 KOH'KOraToM | CTaH4APTOM/KOHTPOSEM Ha
HasiBHICTb MikpOOHOro 3abpyaHeHHs nepea noAansbLUMM BUKOPUCTAHHSIM.

LWo6 yHWKHYTV nepexpecHoro 3abpyAHeHHst Ta XBHO NiABULLEHWX pe3ynbTaTiB, NineTyvTe 3pa3ku NauieHTiB i 4o3ynTe

peareHTu, He pO30PU3KYIOUM TX aKypaTHO B MYHKM. . ) B }

|'|Gpv|3)Haquvm nuwe ansa keanicpikoBaHOro nepcoHany, Sk 4oTpUMYETbLCA CTaHAAPTIB HanexHoi nabopaTopHOI NpaKTUKn
LP).

n;|6no,qanbLuoro BHYTPILLHBOrO KOHTPOJO AKOCTI KOXKHa nabopaTtopis NoBUHHA 404aTKOBO BUKOPUCTOBYBATU BigoMi
npo6u.

11.1. MpaBuna 6e3nekn oNA peareHTiB, WO MICTATbL HeGe3ne4YHi pe4oBMHU

PeareHt MmoxyTb mictutn CMIT/MIT (3:1) abo MIT (gue3.1).
ToMmy 3aCTOCOBYHTBLCS HACTYMHI MONMOXEHHsS NPpo Hebe3neky Ta 3anobixHi 3axoau.

YBATA H317 Moxke BUKNMKaTK LLKIPHY aneprivyHy peakuito.
P261 YHUKanTe BOUXaHHSA Cnpeto.
P280 OpsAranTe 3axvCHI pyKaBUYKN/3aXUCHWUIA 0.

Y PA3I NOTPAMITAHHA HA LWKIPY: npomntn BENMKOIO
P302+P352 KiNbKIiCTIO BOAM 3 MUINOM.

Y pasi nogpasHeHHs wwkipy abo Bucuny: 3BEpHITLCA 3a
P333+P313 MeONYHOK JOMOMOro/nopagoto.

3HATK 3abpygHeHn ogdr i BUNpaTun Noro nepes noBTOPHUM
P362+P364 BUKOPUCTaHHAM

PeareHT MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-giokcaH
(amB.3.1)ToMy 3aCTOCOBYOTLCS HACTYMHI MOMOXEHHSI NPO

Hebe3neky Ta 3anobixHi 3axoau.

YBATA H315 Buknukae nogpasHEeHHs LUKipn.
H319 Buknukae cepiriosHe nogpasHeHHst o4en
P280 Opsrante 3axnCHi pyKaBUYKN/3aXUCHUIN OOsr.
Y PAS3I MOTPAIMJTAHHA HA LLKIPY: npoMnTK BENKWKOIO KiNbKICTIO BOAM 3
P302+P352 MWIOM.

MPW NOMAAAHHI B O4I: O6epexHO npoMuiiTe BOAOK NPOTArOM KiflbKOX
P305+P351+P338 xBunuH. Buganutun KOHTAKT

NiH3K, SKWO BOHM € Ta iX nerko 3pobutu. MNMpoaoBxyriTe NONOCKaHHS.
P337+P313 Ko nogpasHeHHs o4elr He NPoXoanTb: 3BEPHITECA A0 Mikaps.

HopaTkoBy iHbopMaLiito MOXHa 3HanTK B nacrnopTi 6e3neku.

11.2. 3ayBakeHHA wWoAo yTunisauii

3anuLikn XiMiYHMX PeYOoBUH i NpenaparTiB 3a3BM4Yan BBaXaloTbCs HebGe3neyHMuM Biaxogamu. YTunisauis Takoro pogy Biaxoais
PEerynioeTbCsl HaLioHanNbHMMK Ta perioHanbHMMM 3aKkOoHaMu Ta npasBunamMu. 3B'sbKiTbCA 3 MiCLEBMMM opraHamu Briagu abo
KOMMaHisiMu1 3 yTunisadii Bigxoais, siki HaaaayTe NOpaam WOAO yTunisauii HebesnevHux Bigxonis.

IHbopMmaLito Npo nakyBanbHi Matepianu aus. y po3gini NMAKYBAJIbHI MATEPIATIN.
12. IHPOPMALIA Ansd 3AMOBJIEHHA

REF PARG0370 Mapeogipyc B19 IgG (96 BU3HaA4EHDb)
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CKOPOYEHHSA

CMIT

5-x11op-2-meTnn-4-i3otia3oniH-3-oH

MIT

2-meTun-2H-izotiazon-3-oH

NMAKYBAJIbHI MATEPIAJIN

PAP 21

PAP 21

[soLN]cTon| [WASH[BUF[20x

SUB[TMB

DIL |

|[CONJ| |CONTROL|+| |KOHTPOMNb|} |BIAPI3ATU

HDPE 2

PET /ALU/LDPE 90
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YMOBHI TIO3HAYEHHSA

REF

Ne Kar.:

LOT

No [Taprii:

Buxkopucraru no:

Kinpkicte TECTIB:

CONC | Konnienrpar
LYO | JliodinizoBanuit
IVD MenuyHuid TpUCTpiil JUIst JIarHOCTUKY in Vitro

Ouinoynuit Habip

=

[TpounTaiiTe IHCTPYKIIIIO MEPE]T BUKOPUCTAHHIM

/,
S
\

N
>

30epiraTy MoOJaNb Bijl JPKEPEII TeIlIa 1 IpsIMOTO COHSYHOTO CBITIIA.

30epiraTu Ipu TEMIIEpATypi:

Bupob6uuk:

VBara!

MicTutb GionoriyHMin MaTepian NoACLKOro NOXOAKEHHS

IS4 n

MicTutb GionoriyHmin maTepian TBAPMHHOIO NOXOAXKEHHS

C
o

YHikanbHa igeHTudikauis npucTpoto

2

OucTtpnb’rotop

YMOBHI MMO3HA4YE€HHS] KOMIIOHEHTIB JUB. y po3aut «Matepianu, 1o BXoAiTh 10 Habopy».
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PE3IOME NMPOLUEAOYPU OOCHIAXEHHA

CXEMA OOoCNIOXEHHA

Mapeosipyc B19 1gG

MigroToBKa Ao aHanisy

MigrotynTe peareHT Ta 3pasku, K ONUCaHo.
BcTaHoBITE NnaH po3noainy Ta igeHTudikauii 4ns BCix 3paskiB i cTaHAapTiB/KOHTPONIB.
BubepiTb NOTPIOHY KiNbKiCTb MIKpOTUTPAaLiHUX CTpiniB abo NyHOK i BCTaBTe iX y Tpumau.

Mpoueaypa aHanisy

BnaHk cybctpaty |HeratusHuin| MNMoporosuii | Mo3nTtneHun 3pasok
(po3baBneHwuii
(A1) KOHTPOJIb|[KOHTPOIb| KOHTPOI1b 1+100)
HeratueHun
KOHTpPOIb - 100 mkn - - -
KoHTpornb
NnoporoBui - - 100 MKkn - -
Mo3nTtnsHMin
KOHTPOnNb - - - 100 mkn -
3pasok . - - - - 100 mkn
(po3baBneHun
1+100)
HakpuinTe nyHkn doonbroto, Wwo BXoauTb
00 cTpinis
IHKyOynTe npotaairom 1 roaMHu npu
37+£1°C
MpomuiiTe KoXHy nyHKy Tpudi 300 mkn |WASH|BUF[1x |
KoH'torat - 100 mkn 100 mkn 100 mkn 100 mkn
IHkybynTe 30 XB npu KiMHaTHIn TemnepaTtypi (20...25 °C)
He niggaBaTtu BNNUBY NPAMUX COHAYHUX
NPOMEHIB
MpomuiiTe 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 TempsaBi
SOLN|CTON 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
doTomeTpuyHe BUMIptoBaHHSA rpu 450
HM
(pedbepeHTHa goBxnHa xsuni: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH
Waldstrasse 23 A6

28 Dietzenbach, HimeuyunHa

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