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1. NEPEABAYYBAHE BUKOPUCTAHHS

Mapsosipyc B19 IgM IPA npusHadeHuii ons sikKiCHOro BU3Ha4YeHHs1 aHTuTin knacy IgM npotu Mapeosipyc B19 y cupoatui abo
nnasmi nioguHy (UMTpaT, renapuH).

2. MPUHUMN AHANI3Y

FAkicHe iMyHObepMeHTHe BU3HaYeHHs cneundivHmx aHTuTin 6asyeTbea Ha metoauui IPA (imyHodepMeHTHMI aHanis).
MikponnaHweTn NokpuTi cneumdiYHUMN aHTUreHamn Ansa 38’a3yBaHHSA BiAMNOBIAHWX aHTUTIN 3paska. Micna NpoMMBaHHS NYHOK
0N BMAANEeHHs BCbOro HE3B'A3aHOro MaTepiany 3paska [0AaeTbCs KOH'loraT, MideHur nepokcupgasoto xpoHy (HRP). Uewn
KOH'toraT 3B'A3YETbCH i3 3aXONneHnMu aHTuTinamu. Ha apyromy etani NpoMMBaHHA HE3B'A3aHUA KOH'lorat BuaanstoTb. IMyHHUA
KOMMIEKC, YTBOPEHWI 3B’A3aHMM KOH'loraToMm, Bi3yanidyeTbCs LUMAXOM AoAaBaHHA cybeTparty TeTpameTunbensnauHy (TMB),
SKUA JA€ CUHIN NpOAYKT peakuii. IHTeHCMBHICTb LbOro NPOAyKTY MPOMOpLUiiHa KiNbKOCTI cneumdiyHnx aHTuTin y 3pasky. LLob
3YMVHUTK peakuito, AoAalTb CipyaHy KMcnoTy. Lle cTBOpHoE XOBTUW KOMip KiHLEBOI ToYkn. ONTuYHY ryctuHy npun 450/620 HM
34MTYOTb 3a JOMOMOrOK NPUCTPOIO ANg 34nTyBaHHA IPA MikponnaHweTis.

3. MATEPIANU

3.1. PearenTu B HabGopi

O MikponnaHweT:12 cTpuniB i3 8 NyHkamu, Lo po3pMBaIOTLCH, NOKPUTUX PEKOMBIHAHTHUMU aHTUreHaMu NapBOBipyCYy
B19; B antomiHieBin ¢onba3i, WO 3aKpMBaETLCS.
0 [BinTM]: 1 hnakoH, wo micTnTs 100 Mn dhocchatHoro Gychepa (10 MM) Ansi posseaeHHs 3paska; pH 7,2 + 0,2; aHTu-

noacekun IgG (RF Absorbent); nocdapbosaHi B 3eneHuii Konip; rotoBuin 40 BUKOpUCTaHHS; 6inui kosnayvok; < 0,0015%
(06./06.) CMIT/MIT (3:1).

SOLN|cTon|:1 dnakoH, wo mictnte 15 mMn cipyaHoi kncnotu, 0,2 Monb/fn; rOTOBUA 40 BUKOPUCTaHHS; YEPBOHMWIN KOBNAYOK.
| WASH| BUF | 20):1 cbnakoH, wwo mictute 50 Mn 20-kpaTHOro KoHUeHTpoBaHoro docdaTHoro 6ydepa (0,2 M), pH 7,2

+ 0,2, oS NpoMUBaHHA NyHOK; 6invn koBnavok; 0,2% (Mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

O KOH'torat:1 dnakoH, LWo mictutb 20 MmN mMideHoro nepokcuaasoro aHtutina oo IgM nogunn y poccatHomy 6ydepi (10
MM); nocpapboBaHi B 4epBOHWI KOMip; FOTOBWUI 4O BUKOPUCTAHHSA; YOPHWUIA KOBMAaY4oK.

a [SUB| TMB |:1 donakoH, wo mictute 15 mn 3,3',5,5'-TeTpametunbeHanamty (TMB), < 0,1%; roToBuiA 40 BUKOPUCTAHHS;

YKOBTUI KOBMAYOK.

O Mo3nTnBHMIM KOHTPONb:1 (DNakoH, WO MICTUTb 2 M KOHTPOIO; nodpapboBaHi B XXOBTUIA KOTip; rOTOBUIN A0 BUKOPUCTaHHS;
YepBOHU koBnayvok; < 0,02% (06./06.) MIT.

O KoHTponb noporoBuii:1 nakoH, Wo MiCTUTb 3 MIT KOHTPOIO; nocapboBaHi B XKOBTUI KOMip; rOTOBUI 40 BUKOPUCTAHHS;
3eneHui koenayok; < 0,02% (06./06.) MIT.

O HeratmBHuM KOHTpoNb:1 hnakoH, Wo MICTUTb 2 MIT KOHTPOO; NocdapboBaHi B XKOBTUIA KONip; rOTOBUIA 4O

BMKOPUCTaHHS; cuHin koBna4ok; < 0,0015% (06./06.) CMIT/MIT (3:1). 3assn npo Hebe3neky Ta 3acTepexeHHs ansll.1

2 Martepianu noctaBneHi

1 donbra Ansa NOKpUTTH
1 IHCTpyKUis i3 3aCTOCYBaHHS
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HeoGxigHi MaTepianu Ta o6nagHaHHA
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O Pinep mikponnaHwerTie IPA, obrnagHaHuii Ana BUMIpOBaHHS nornuHanHs npu 450/620 Hm
0 InkyBaTop 37 °C

O Py4yHe abo aBTomaTnyHe obnagHaHHa Ans npomuBaHHA MikponnaHweTis

O MineTkn ansa poctaekm o6’emie Big 10 go 1000 mkn

O BuxpoBun 3miwyBay npobipok

O OuctnnboBaHa Boaa

O OpaHopasoBi npobipku

4

CTIAKICTb TA 3BEPIFAHHA

36epiratu Habip npu 2...8 °C. Po3kpuTi peareHTn cTabinbHi 4O TepMiHy NPUAaTHOCTI, 3a3Ha4YEeHOro Ha eTUKETL, 3a YMOBU 36epiraHHs
npu 2...8 °C.

5. MPUrOTYBAHHSA PEATEHTIB

[lyxxe BaxnmMBO JOBECTM BCi peareHTn Ta 3pasku A0 KimHaTHOI Temnepatypu(20-25 °C)i nepemiwaTy ix nepes no4yaTkom aHanisy

5.1. MikponnaHwer

CTpinu, Wwo po3puBaloTLCH, NOKPUTI peKoMOBiHaHTHMMK aHTUreHamu napsoBipycy B19. Oapasy nicna BuganeHHs cTpiniB peTy
CTpiniB cnig 3HOBy 3anevartaTy B antoMiHieBy ornbry pasoM i3 ocyLlyBadeM, Lo noctavaeTbes, i 36epiratn npm 2...8 °C.

5.2. |WASH|BUF]|20x |

Po36 1+ 19; Hanpuknag, + 190 mn guctunboBaHoi Boaun. Po3seaeHuii
aBuTH 10 mn Oydep () €

cTabinbHuii 5 aHIB Npu kiMHaTHIN TemnepaTypi (20...25 °C). Y pasi nosiBu kpucTanis y KOHUEHTpaTi nigirpiite po3ynH go 37 °C,
Hanpuknag, Ha BoasiHin G6aHi. [lobpe nepemiwante nepen po3BeaeHHsIM.

5.3. ISUBl TMB

PeareHT rotosuin o &%LME&LHH i noBmHeH 36epiratncsa npu 2...8 °C, 3axueHpBUBSIEMEBIrna. mae 6yTn 6e36apsHUM abo Moxe
MaTu nerkuin 6rnakMTHUI BIATIHOK. AKWO 3ab6apBrOETLCS Y CUHIW KOMIpP, MOXNMBO, BiH 3a0pyAHEHWUIA | IOro Crif BUKUHYTH.

PARMO0370__Bepcin01_sig noty_193N 2




6. 3BIP TA NIArOTOBKA 3PA3KIB

[Ons uboro aHanisy BUKOPWUCTOBYWTE 3pasku cupoBaTkym abo nnasmMu KpoBi NAvHM (UMTpaT, renapuH). Akwo aHania
npoBoauTbCca npotarom 5 ai6 micnsa Biobopy 3paskiB, 3pasky MoBWMHHI 36epiratucs npu 2...8 °C; B iHWOMY BuNagky ix cnig
po34inuTN Ha anukBoTK i 36epiratn B rmMmodokinn 3amopo3sdi (-70...-20 °C). Akwo 3paskn 30epiraloTbCsi B 3aMOPOXKEHOMY BUTMSAAI,
pobpe nepemMiwanTe po3MOPOXKEHi 3pasku nepen TECTYBaHHAM. YHUKaWTe MOBTOPHOIO 3aMOPOXXYBaHHS Ta PO3MOPOXKYBaHHSI.

TennoBa iHakTUBaUisa 3pa3kiB He PEKOMEHOYETbCS.

6.1. PosBsepeHHs 3pa3ka

Mepepn aHanisom yci 3pasku cnig po3sectu 1+100 [DIL|M |. Pospaiite 10 mkn 3paska Ta 1 mn B Npobipku Ans
OoTpuMaHHs po3uunHy 1+100 i peTensHO nepemiwaTy 3a

[OMOMOrot0 BUXPOBOTO Mikcepa.

7. NMPOLEOYPA AHANI3Y

n M aHanisy yBakHO NpoyuTanTe iHCTPYKLito i3 3acTocyBaHHSA. HaginHiCTb pedynbTaTy 3anexuTb Big CyBOPOro
OOTPMMaHHSA iHCTPYKUIT i3 3acCTOCyBaHHSA, K onucaHo. HaBegeHa Hxkye npoueaypa nepesipky nepesipeHa nuvwe ansg pyyHol
npoueaypu. Npy BUKOHaHHI TECTY Ha aBTOMaTUYHUX cucteMmax IPA Mu pekomeHayeMo 3B6iNbLUMTK KPOKM NMPOMMUBAHHA 3 TPbOX
[o n’'atn ta o6’em 3 WASHBUF 1x Big 300 Big mkn 8o 350 Mk, Wob yHUKHYTN edeKTy NPOMMBaHHSA. 3BEPHITb yBary Ha
po3ainll.MNepen nodaTkoM aHanidy, cnif peTenbHO po3pobuTU NnaH PO3NOBCHKEHHS Ta iAeHTMdiIKauil Ans BCix 3paskiB i
cTaHgapTiB/KOHTponiB (pekomeHaoBaHo AybnikaTtn). Bubepitb NOTpibHY KinbKicTb MikpOTUTpaLiHKUX CTpiniB abo NyHoOK i BCTaBTe
ix y Tpumad. BukoHanTe BCi eTanu aHanidy y BKkasaHoMy nopsaky Ta 6e3 3atpumok. [Ins [o3yBaHHSA  KOXHOrO
CTaHAapTy/KOHTPOSIO Ta 3pa3ka cnig BUKOPUCTOBYBATM YUMCTUIN OOQHOPA30BUA HakoHeYHUK. HanawTyiTe iHkyb6aTop Ha 37 + 1 °C.

1. Posnoginite 100 Mkn cTaHAapTIB/KOHTPONIB i pO3BEAEHNX 3paskiB Y BIANOBIAHI NyHkW. 3anuwTte nyHky A1 ans 6naHka

cybcTpary.
2. Hakpwiite nyHkn donbrot, Lo BXoAMTb 40 Habopy.
3. IHKky6ymnTe npotsirom 1 rogmum * 5 xBunuH npu 37 £ 1 °C.

4. Micns 3aBepLUeHHs iHKy6aUii 3HIMiITb donbry, acnipyiTe BMICT NIYHOK i MPOMUIATE KOXHY NyHKY Tpudi

3 300 mkn . YHviKaiiTe nepenueis 3 peakuUinHyX fyHOK. IHTepBan Mix NpoMnBaHHAM i acnipauieto
mae 6yTun > 5 cek. HanpukiHUi 06epexHo BUaaniTe 3anuiuKkv piguH1, NOCTyKyk4M cTpinamm no abcopbeHTHOMY
nanepi neped HacTynHWM Kpokom! MNpumiTka: npaHHsa Ue Baxnueo! HegocTaTHe NPOMMBaHHA NPM3BOAUTbL A0
HM3bKOi TOYHOCTi Ta NOMUIKOBUX pe3ynbTaTiB.
Posnoainite 100 mMkn KOH'toraTy B yCi NyHKM, KpiM nyHkn A1 ans 6naHka cybeTparty.
IHkyOynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C).He niggasaTti BNAMBY NPSIMUX COHAYHUX MPOMEHIB.
[MoBTOPITb KPOK 4.

Losysatn 100 m B BCi .

IHKyOyWnTe piBHO 15 XB npu KiMHaTHi TemMnepaTypi (20...25 °C) y TempsBi. CvHil konip BUHMKaE BHaAcMiaok
dhepMeHTaTUBHOI peakLji.

10. Oosysatn 100  [SOLNJ[CTOM | B yci nyHku B ToMy 3 NOpsAKY Ta 3 TiEK X WBMAKICTIO, Wo [SUB[TMB |- T@KUM 4MHOM KOnip
MK " ansa

BiAOyBaeTbCA 3MiHa CMHBOIO Ha XOBTUN.

© © N o’

11. BumipsiiiTe nornmHaHHsa npu 450/620 HM npoTsiroM 30 XBUNWH Nicns SOIRBAMHS

7.1. BwumiprloBaHHs
HanawTyvite npucTpiii ons 34nMTyBaHHsA MikponnaHweTis IOA Ha Hynb 3a fonomMoroto 6naHka cybeTparty.

AKLWO 3 TEXHIYHMX MPUYMH NPUCTPIN ANns 3untyBaHHS |PA MikponnaHLeTiB HEMOXIMBO HanawTyBaTV Ha HyNb 3a 4ONOMOrow 6naHka
cybcTparty, BiAHIMITb MOro 3HaYEHHSI NOMMMHAHHS 3 YCiX iHWMX BUMIPSHUX 3HAaYeHb NMOMMWHAHHS, WO oTpuMaTu HaginHi pedynbtatu!

BumipsainTe nornMHaHHA BCiX NyHOK Npu 450 HM i 3anuWLWiTh 3HAYEHHS NOTMUHAHHSA AN KOXKHOrO CTaHO4apTy/KOHTPOIo Ta
3paska. PekomeHayeTbesa BGixpoMaTnyHe BUMIPHOBAHHS 3 BUKOPUCTAHHAM €TanoHHOI JOBXMHM XBUMi 620 HM.
AKWO MOXIUBO, po3paxyiTe cepefHE 3HAYEHHA NOTrNMHaHHA Ans Beix AyonikaTi..

8. PE3YNbTATU

8.1. BukoHnanTe kKpuTepii nepesipku

Ons Toro, wo6 aHani3 BBaxaBcs AiINCHUM, HEODOXiAHO CyBOPO AOTPUMYBATUCS LUX IHCTPYKLA i3 BAKOPUCTaHHSA Ta Bignosigatu
Takum KpuTepisam:

[0 BnaHk cy6cTpaTy: NOrMMHaHHs 3HaveHHs < 0,100

0 HeraTMBHWW KOHTPOSb: NOrnMHaHHsA 3HadeHHs < 0,200 i < mexi

0 KoHTponb noporosui: nornuHanHs 3HaveHHs 0,150 — 1,300

0  TMo3NTUBHMM KOHTPONb:  MOMMMHAHHA 3Ha4YeHHs > paHnyYHe 3HaYeHHsI

AkLo Ui kputepii He BiaNoBigatoTb, TECT HEQIACHUI | MOro HeobXigHO MOBTOPUTW.

8.2. MigpaxyHok pe3synbTaTis

['paHnyHe 3HaYeHHs — e cepedHE 3HaYEeHHs NOrMMHAHHSA BU3HAY€Hb KOHTPOMBbHOIO MNOPOrOBOro 3HAYEHHS.

npvknaga: 3HayeHHs nornmHaHHs Moporosuin kKoHTpornb 0,44 + 3HayeHHs nornuHaHHs Moporosuii
koHTponb 0,42 = 0,86/ 2 = 0,43 Moporose= 0,43
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8.2.1. PesynbTaty B ogunmusax [HTOMA]
3HayYeHHsa nornuHaHHg 3paska (cepeaHe) x 10 = (NovaTec Of =

Moporose HTOg)
npuknag: 1,591 x 10 =37 HTO[,
0,43
8.3.  IuTepnpeTauis pesynbTatie
Moporose 10 HTOA -
Ho3UTUBHMI >11 I'IpwcyTHl aHTMTINa NnpoTu 3byaHuKa.
HTOm BinGyBcst KOHTaKT 3 aHTUreHoM (36yaHMKOM abo BaKUMHOL).
CyMHiBHMii 9-11 éHTVITIJ'Ia npoTu 36yAHUKa YiTKO BUSIBUTN He BAAMNOCH. o .
HTOL €KOMEHIYETbCSA MOBTOPUTH TECT 3i CBIXKMM 3pa3koM Yepes 2-4 TUKHI.
HeraTuaHmii <9 HTON 3pasok He MICTUTL aHTUTIN NPOTH 30yaHuKa. o
MonepeaHii KOHTAKT 3 aHTUIreHOM (36yAHVMKOM abo BaKLUMHO) MarioNMOBIPHUIA.

[iarHos iHeKLiHOro 3axBopoBaHHA HEe MOXHa BCTaHOBMIOBATW HA OCHOBI OAHOrO pesynbTaTy AocrigKeHHsA. TovHuiA giarHo3
noBuHeH 6paTtu o yBaru KniHiYHWM aHamMHe3, CUMNTOMAaTUKY, @ TaKoX CeponoriyHi AaHi.
Y naujieHTiB 3 ocnabneHnM iMyHITETOM i HOBOHaPOKEHMX CEPOIOrivHi AaHi MatoTb nuLle obMexeHe 3HaYeHHS.

8.3.1. I3oTvnM aHTUTIN i cTaH iHdeKuii

Ceponoris 3HaunMmicTb

XapakTepucTvka NepBUHHOI peakuii aHTUTIN
IgM Bucokui Tutp IgM 3 HM3bkum TUTPOM IgG: — CBigYMTE NPo NOTOYHY abo
HeloaaBHIo iHdekuito Pigko: — nepcuctytouunn IgM

XapaktepHa BTOpMHHa peakuis aHTuTtin Moxe
I9G 36epiraTncst NPOTArOM KifbKOX POKiB
Bucokui Tutp 1gG 3 HU3bkuMm TUTPOM IgM: — MOXe BkasyBaTuh Ha iH(heKUito B MUHYTOMY

9. CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

PesynbTaTy BigHOCATLCA A0 rpyn AoChiAXyBaHWX 3pa3skKiB; Lie He rapaHTOBaHi XapaKTepUCTUKN.

9.1. TouHictb

B aHanisi n CepegHe (E) CV(%)
#1 24 0,637 6.50
#2 24 1,376 4.36
#3 24 1,181 4.33
Mix aHanisamu n CepegHe (HTOLO) CV (%)
#1 12 22.00 9.62
#2 12 19.33 10.02
#3 12 7.24 11.28

9.2. [DiarHocTtnyHa cneumndivHicTb

[iarHocTnyHa cneuundivHiCTb BU3HAYaeTbCA K MMOBIPHICTb HEraTMBHOMO pe3ynbTaTy aHani3y 3a BifCyTHOCTi KOHKPETHOrO

aHanity. Lle 99,65% (95% posipumn inTepean: 98,09% - 99,99%).

9.3. [OiarHocTuuyHa 4yyTNUBICTL

[iarHoCTYHa YyTNMBICTb BU3HAYAETLCH SK MMOBIPHICTb MO3UTUBHOIO pe3ynbTaTy aHanidy B NPUCYTHOCTI KOHKPETHOro aHanity. Lie
98,77% (95% posipunii iHTepsan: 93,31% - 99,97%).

9.4. Bnnus

Bnnue 3 remoniTmyHnmMu, ninemivyHMMmM abo KOBTAHMYHMMM 3paskamMmn He CMoCcTepiraloTbCa A0 KoHueHTpadii 10 mr/mn remornobiny, 5
mr/mn Tpurnivepuais i 0,5 mr/mn G6inipy6GiHy.

9.5. NepexpecHa peakTUBHICTL

[ocnigXeHHsA naHeni 3paskiB i3 aKTUBHICTIO @HTUTIN A0 NOTEHUIMHO NEPeXpPeCcHNX NnapameTpiB He BUSBMITO JOKa3iB XMOHOMO3NTUBHUX
pesynbTaTiB Yepes nepexpecHi peakLii.

10. OBMEXEHHSA NPOLEQYPU

BakTepiansHe 3abpyaHeHHs a6o NOBTOPIOBaHI LIMKMN 3aMOPOXKYBaHHSI-PO3MOPOXKYBaHHS 3paska MOXYTb BMIIMHYTU HA 3HAYEHHS
MOrTIMHAHHS.
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11. 3ACTEPEXEHHSI TA NOMNEPEMXEHHS

O

Oooo

OoOooooo

O

O

O

HeobxigHoO cyBOpO JOTpUMYyBATUCS MpoLieaypy TeCTyBaHHs, iHhopMauil, 3anobibkHMUX 3axofiB i nonepeaeHb, HaBeAEHMX
B IHCTPYKLiAX i3 3acTocyBaHHSA. BukopuctaHHa HabopiB TecTiB 3 aHanisatopamu Ta nogibHum obnagHaHHsaM mae GyTu
nepeBipeHo. byab-Aki 3MiHWM B An3aiiHi, cknagi Ta npoueaypi TECTyBaHHSA, a TakoX Oy[b-gKe BUKOPWUCTaHHSA B NMOEOHAHHI 3
HLIMMW NpOJYKTaMK, He CXBaneHWMU BUPOOHMKOM, 3aBOpOHEHI; KOPMCTYBa4 caM Hece BiAnoBi4anbHICTb 3a TaKi 3MiHW.
BupobHuk He Hece BiANOBiAanbHOCTI 3a MOMWUIMKOBI pe3ynbTaTv Ta BuMNagKM 3 LUX NpuydnH. BupobHuk He Hece
BiANOBiAanbLHOCTI 3a Byab-AKi pe3ynbTaTi BidyanbHOro aHaniay 3paskis nauieHTiB.

Tinbkn gns giarHOCTUKKM in vitro.

Yci maTepianu noacbkoro UM TBapUHHOIO MOXOMKEHHS chif, po3rnagaTn Ta obpobnsaTn Sk NOTEHUINHO iHCDEKLinHI.

YCi KOMMOHEHTM NIOACHKOrO NOXOMKEHHS, SIKi BUKOPUCTOBYHOTLCA ANS BUPOOHMLITBA LUMX peareHTiB, Oynv nepesipeHi Ha
HasBHiCcTb aHTUTIN npoTtu BIJ1, aHTnTin npotn BI'C Ta HBsAg i 6ynu Bu3HaHi HepeaKTUBHUMMU.

He 3amiHlonTe peareHTy abo MikponnaHLeTH pi3HUX NapTin BUPOBHMLTBA.

Pasom 3 peareHTamu LibOro TecT-Habopy He MOXHa BUKOPUCTOBYBaTW peareHT iHWNX BUPOBHNKIB.

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

BukopucTOBYITE NULLIE YNCTi HAKOHEYHUKM MINETOK, [03aTopy Ta nabopaTopHWIA NOCYA.

He MiHsaTe rBUHTOBI KPULLKM (briakoHiB 3 peareHTamm, Wwob YHUKHYTU NepexpecHoro 3abpyaHeHHs.

LLiinbHO 3akpuiiTe donakoHu 3 peareHTamm ogpasy nicnsg BUKOPUCTaHHS, LWO6 YHUKHYTU BUNapoBYBaHHSA Ta MIKpOGHOro
3abpyaHeHHS.

Micna neplioro BIAKPUTTS Ta NoAanbLUoro 30epiraHHs nepesipTe oNakoHU 3 KOH'KOraToM i CTaH4APTOM/KOHTPOSEM Ha
HasBHICTb MikpoOHOro 3abpyaHeHHs nepes nofanbLlUMM BUKOPUCTaHHSAM.

LLlo6 yHWKHYTK NepexpecHoro 3abpyaHeHHs Ta XMOHO MiABULLEHMX pe3ynbTaTiB, NineTyiTe 3pasku NauieHTiB i Jo3ynTe
peareHTW, He po3BPU3KyIOUN iX aKypaTHO B NTYHKU.

DA npuaHaveHun nuwe Ansa keanidikoBaHOro nepcoHany, Skui JOTPUMYETbCHA CTaHAapTiB HaNeXxHOoi nabopaTopHOT NPaKTUKK
(GLP).

[ns noganbLioro BHYTPILLIHBOrO KOHTPOIHO SIKOCTi KOXHa nabopaTopis NoBMHHA 40AaTKOBO BMKOPUCTOBYBATM BifoMi Npobu.

11.1. Npasuna 6e3nekn ansa peareHTiB, WO MICTATL He6e3ne4YHi pe4oBUHM

PeareHtn moxyTb mictut CMIT/MIT (3:1) abo MIT (gue3.1). Tomy
3aCTOCOBYHOTLCS HACTYMHI NONOXEHHs NPo Hebe3neky Ta 3anobixHi

3axoau.

YBATA H317 Moxke BUKNMKaTK LIKIpHY anepriyHy peakLito.
P261 YHUKanTe BOUXaHHSA Cnpeto.

P280 OpsAranTe 3axvCHI pyKaBUYKN/3aXUCHWUIA 0T

P302+P352 Y PA3I NOTPAMIAHHA HA LWKIPY: npomntn BENMKOIO
KiNbKIiCTO BOAM 3 MUIOM.

P333+P313 Y pasi nogpasHeHHs Lwkipyn abo Bucuny: 3BepHITLCH 3a
MeONYHOI AOoNoMOoro/nopaaoto.

P362+P364 3HATK 3abpyaHeHNIA oadr | BUNpaTu Noro nepes NoBTOPHUM
BUKOPUCTaHHSIM.

PeareHTn MOXyTb MicTUTU 5-6pom-5-HiTpo-1,3-aiokcaH (ame.3.1). Tomy
3aCTOCOBYIOTbCS HACTYMHi MONOXEHHS NPo Hebe3neKy Ta 3anobixHi

3axoaum.
YBAlrA H315 Buknukae nogpasHeHHs Lwkipw.
H319 Buknukae ceprosHe nogpasHeHHs1 o4ven
P280 OpsdranTe 3axvCHI pPyKaBUYKN/3aXMCHWUIA O
P302+P352 Y PA3I NOTPAMITAHHA HA LWKIPY: npomMuTy BENNKOIO KiNbKIiCTIO BOAM 3
MUITOM.

P305+P351+P338 [MPU NMOMAOAHHI B O4l: O6epexHo npomMniATe BOAOK NPOTAFOM KiNlbKOX
XBUITMH. 3HIMITb KOHTAKTHI JTiH3U, SKLLO BOHM € i Lie nerko 3pobutu.
MpoaoBxynTe NONOCKaHHS.

P337+P313 AKWOo noapasHeHHs o4et He NPoXoauTb: 3BEepHITLCA 0 Nikapsi.

[opaTkoBy iH(pOpMaLLil0O MOXHa 3HaNTK B nacnopTi 6e3nekun.

11.2. 3aysaxeHHs wopo yTunizauii

3annwkM XiMmidHMX PEeYOoBUH | MpenapaTiB 3a3Buyai BBaXalTbCsl Hebe3nevyHummn Bigxogamu. YTunisauis Takoro poay BiaxoAdis
perynioeTbca HalioHanbHMMK Ta perioHanbHUMKU 3akoHamy Ta npaBunamu. 3B'sSXiTbCA 3 MiCLEBUMW opraHamu Brnagu abo
KOMnNaHisiMu 3 yTunisauii BigxoAais, ski HagagyTe Nopaau Woao ytunisadii HebesneyHux Biaxoais.

IHdopmauito Npo nakyBanbHi Matepianu Ame. y po3gini NMAKYBAJIbHI MATEPIAJIN.
12. IHOOPMALIA NMPO 3AMOBNEHHSA

REF PARMO0370 Mapsosipyc B19 IgM (96 BM3Ha4eHHS)
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CKOPOYEHHA

CMIT

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

MIT

2-meTun-2H-izotiaszon-3-oH

NAKYBAJIbHI MATEPIAJIN

&
Y 2|
N4
PAP 21 PAP 21 PAP 22
SOLN|CTOM  WASH|BUF|20x  SUB|TMB
QONJ CONTRqL| + KOHTPOFbl- PI3ATlf BUMKHEHO MTP
 —
= | 11 | | I T
& — >
JITH
HDPE 2 PP5 PET / ALU / LDPE 90
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YMOBHI NO3HAYEHHA

Ne KarT.:

Ne Maprii:

BukopuctaTtu go:

KinbKicTb TecTiB:

CONC KoHueHTpat
LYO JliodinisosaHumn
IVD MeguyHu npucTpin ons giarHoCTuMKKM in vitro

OUuiHOYHMI Habip

=

MpountanTe iHCTPYKLUitO Nepes BUKOPUCTAHHAM

/,
S
\

N
Z

36epirati nooganb Big AXepen Tenna i NPAMOro COHAYHOro CBiTna.

36epirati npu Temneparypi:

Bupo6Huk:

YBara!

Mictute GionoriyHni MaTepian NOACLKOrO NOXO4KEHHS

<14 An

MicTuTb GionoriyHun maTepian TBaPUHHOTO MOXOAXXEHHS

c
9

YHikanbHa igeHTudikauis npucTpoto

%’éﬁ

OucTpnb’ioTop

YMOBHi NO3Ha4YeHHS KOMMOHEHTIB AMB. Y po3Aini «MaTepianu, Wwo BxoaaTb A0 Habopy».
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PE3IOME NMPOLIEAYPU OOCHNIAXEHHA

CXEMA JOCNIAXEHHA

Mapeosipyc B19 IgM

MigroTtoBKa fo TecTty

Migrotynte peareHT Ta 3pasku, SK ONMCaHo.
BcTaHoBITE NnaH po3noainy Ta igeHTudikauii Ans BCix 3paskis i
ctaHgapTis/koHTponiB. BubepiTe NOTPIGHY KiNbKICTb MIKpOTUTPaUiiHMX CTpuniB abo
NYHOK | BCTaBTe iX Yy TpuMau.

Mpouenypa aHanisy

BnaHk HeratneHui KoHTponb MNoauTmeHMI 3pasok
cybctpaty | KOHTpOnb OpOroBMiA KOHTPOIb (po36asn
(AL) eHnn
1+100)
HeratnBHuin - 100 MKkn - - -
KOHTPOIb
KoHTposb - - 100 mkn - -
noporoBum
Mo3nTnBHUM - - - 100 mkn -
KOHTPOIb
3pasok i ) i ) 100
(po3baBneHun
1+100) MK

Hakpuiite nyHkn cponbroto, LWo BXxoanTb 4o Habopy
IHky6ynTe npotarom 1 roguum npu 37 £ 1 °C
MpomuitTe KoxHy nyHKy Tpudi 300 mkn WASH | BUF | 1x

KoH'torat - 100 mkn 100 mkn 100 mkn 100
MK

IHkyOynTe 30 XB npu KiMHaTHiIn TemnepaTtypi (20...25 °C)
He niggasaTtu BNNUBY NPAMUX COHAYHUX NMPOMEHIB
MpomuitTe KoxHy nyHKy Tpudi 300 Mk WASH | BUF | 1x

Iﬂﬂl 100 mkn 100 mkn 100 mKkn 100 mMKkn 100

MK

IHKyOynTe piBHO 15 XB npu KiMHaTHin TemnepaTypi (20...25 °C) y TempsaBi

soin|cTonl | 100 mkn 100 MK 100 mKrT 100 mKrT 100

MKI

doToMETpUYHE BUMIPHOBaAHHS NMpu
450 HM (pedepeHTHa OBXMHA
xBuni: 620 HMm)

Gold Standard Diagnostics Frankfurt GmbH

Waldstrasse 23 A6

63128 Dietzenbach, Hime4yunHa

Ten.: +49 6074 23698-0

dakc: +49 6074 23698-900

EnekTtpoHHa nowTa:
info.frankfurt@eu.goldstandarddiagnostics

.komcant: Clinical.goldstandarddiagnostics.com
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