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1. MTIPU3HAYEHHSA

I®A-TecT IgA [o Bipycy BiTpsiHOI Bicnn (VZV) npuaHadyeHnin Ans sikiCHOro BU3HA4YeHHs1 aHTUTIN knacy IgA npoTu Bipycy BiTpsiHOT
Bicnu (VZV) y cupoBatui abo nnasmi noguHu (UmMTparT, renapuH).

2. NPNHUMN OOCNIAXKEHHA

FAkicHe iMyHObepMeHTHE BU3Ha4YeHHs crneumndidHnx aHTuTin 6asyetbesa Ha meTogdi IPA (iMyHODepMeHTHUIA aHanis).
MikponnaHweTn nokpusalwTb cneungiyHMMM aHTUreHaMn Ans 3B'A3yBaHHA BIi4NOBIAHWX aHTUTIN 3paska. icns npoMuBaHHS
NYHOK AN BUAaneHHs BCbOro HE3B'A3aHOro marepiany 3paska Ao4aloTb KOH'loraT, MiveHun nepokcuaasoto xpoHy (HRP). Liei
KOH'toraT 3B'A3yeThbCs i3 3aXOomnneHnMmn aHTuTinamu. Ha gpyromy eTtani NpOMMBaHHA He3B'A3aHWI KOH'toraT BUAAnNATb. IMyHHUIA
KOMMNMEKC, YTBOPEHWI 3B'A3aHNUM KOH'foraToM, BidyanisyloTb LUASXOM AoAaBaHHA cybcTpaty TeTpametunbeHsnauiy (TMB), wo
[a€ CUHIN NPOaYKT peakLil.

IHTEHCUBHICTE LbOro NPOAYKTY MPOMNOpPLiNHA KiNbKOCTI cneumdiyHnX aHTuTin y 3pasky. [Ona 3ynuHku peakuii gogarTb
cynbaTHy kucnoTy. Lle npusBoauTb A0 oBTOro 3abapBneHHs KiHueBoi Toyku. MNMormmHaHHs npu 450/620 HM 34MTylOTb 3a
Jornomoroto pigepa MikponnaHweTis |DA.

3. MATEPIAJIN

3.1. PeareHTn, WwWo nocrtavyaroTbCA

MikpoTuTpoBanbHUi nNnaHweT:12 po3bipHuX 8-NyHKOBUX CTPIMiB, MOKPUTUX aHTUreHaMu BipycCy BIiTPSIHOI Bicny Ta
onepidyBanbHoro nuwato (VZV); y 6aratopa3sosiii antomiHieBii onbai.

QI 1 nnawka, wo mictute 100 mn pocdaTHoro Gydepa (10 MM) ona posseneHHs 3paska; pH 7,2 £ 0,2; »koBTOro
m- ; TOTOBUIA O BUKOPUCTaHHSA cnocib BUKOpUCTaHHS; B6innin koBnavok; < 0,0015% (06./06.) CMIT/MIT (3:1).

O TCTOI‘I: 1 nngweka, wo MictuTb 15 Mn cipyaHoi kucnotu, 0,2 Monb/n; roToBa A0 BUKOPUCTAHHS; YEPBOHWN
KOBMaYoK.

WASH| BUF| 20x: 1 donakoH, Wo mictuTb 50 M 20-KpaTHO KOHLIEHTPOBaHOro ti)occpaTHoro 6ydepa (0,2 M), pH 7,2 +
0,2, ona npomMuBaHHA NyHok; 6inun koBnavok; 0,2% (mMac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

KoH'toraT:1 conakoH, wo MictuTe 20 Mn MiYEeHUX NepoKkcnaaso aHTUTIN 4o noackkoro IgA y doccaTtHomy Bydbepi (10
MW' ioNeToBOro Komnbopy; roTOBUNA go BVIKOé)VICTaHHFl; YOPHWIA KOBMa4oK.

SUB|[TMB: 1 dnakoH, Wo mictutb 15 mn 3,3',5,5'-teTpameTundexanamty (TMB), < 0,1%; roToBuiA O BUKOPUCTaHHS;
XKOBTUIA KOBNaYoK.

" KOHTpOnb:1 rakoH, Lo MICTUTb 2 MI1 KOHTPOIO; )KOBTOFO KOSbOPY; FOTOBUIA 40 BUKOPUCTAHHS;
oBnayok; < 0,02% (06./06.) MIT.

KoHTponb noporosBuin:1 nakoH, Wo MIiCTUTb 3 M KOHTPOIHO; XKOBTOMO KOMbOPY; rOTOBWI A0 BUKOPUCTAHHS; 3€MeHNI
koBnayok; < 0,02% (06./06.) MIT.

HeratmBHUM KOHTpONb:1 PnakoH, WO MICTUTb 2 MN KOHTPOIIO; XKOBTOMO KOMNbOPY; FOTOBUIA A0 BUKOPUCTaHHS; CUHIN
koBnayok; < 0,0015% (06./06.) CMIT/MIT

(3:1).
LLloao 3actepexeHb Ta 3anobikHMX 3axoais aue.11.1.
3.2. MaTepianu, Wo nocrta4yaroTbCA

1 MoxpmBHa donbra
1 IHcTpyKUis i3 3acTocyBaHHs (133)

3.3. HeoGxigHi MaTepianu Ta o6nagHaHHA
) Pinep ons mikponnaHwerTie I®A, obnagHaHui Anst BUMiptoBaHHS NormnvHaHHs npy 450/620 HM
IHkybaTop 37 °C
Py4He abo aBToMaTyHe obriagHaHHsA AN NPOMMBaHHSA MIKpOMMaHLIeTiB
MineTkn ana nogadi o6'emis Big 10 go 1000 mkn
Buxposun 3miwysay npobipok
%MCTMJ‘IbOBE_\Ha BOAda
OHOpa3oBi Npobipku

4. CTABINIbHICTb TA 3BEPIF'AHHA

36epiranite Habop npu Temnepatypi 2...8 °C. BigkpuTi peareHTn cTabinbHi 40 3aKiHYEHHS TEPMiHY NPUAATHOCTI, 3a3Ha4YeHOoro
Ha eTuKeTLi, 3a yMoBwM 30epiraHHsi npy Temnepartypi 2...8 °C.

5. NIPUTOTYBAHHSA PEATEHTIB

[yxe BaxnMBO AOBECTW BCi peareHTV Ta 3pasku Ao kiMHaTHOi Temnepatypu (20...25 °C) Ta nepemiwaTty ix nepea novyaTtkom
TECTOBOro 3anycky!

5.1. MikponnaHwerT

Po36ipHi cTpinu nokpuTi aHTUreHamu Bipycy BiTPSIHOT Bicnn Ta onepidyBansHoro Bipycy (VZV). Bigpasy nicns BuganeHHs cTpinis
peLuTy CTpiniB cnig 3HOBY 3arnevaTtaTtv B antoMiHieBY (onbry pa3om i3 AodaHMM OcyllyBadeM Ta 36epiratv npu TemnepaTypi
2..8°C.

5.2. [WASH]|BUF]20x |

Po36aBuT WASH|BUF|20x1 + 19; Hanpuknag, 10 mn WASH|BUF|20x+ 190 mn auctunboBaHoi Boaw. Po3sepaeHwii Gycdep
(WASH | BUF| 1x) cTabinbHuit npoTsirom 5 aHiB 3a kKiMHaTHOi TemnepaTypu (20...25 °C). Y pasi nosiBu KpucTanis y KOHLEHTpaTi,
nigirpinte posunH go 37 °C, Hanpuknag, Ha BoasiHi 6aHi. lobpe nepemiwaiite nepes po3BeaeHHSIM.

5.3. [SUB|TMB

PeareHT roToBuil O BUKOPUCTaHHS Ta NOBUHEH 3GepiraTucs npu Temnepatypi 2...8 °C, 3axviieHoMy Bif csiTna micui.SUB | TMB
mae 6yTn 6e3bapBHUM aBGo MOXe MaTu Nerkvii GnakvTHUI BiaTiHOK. SAKWwo SUB| TMB cTae CUHIM, MOXNMBO, BiH 3abpyAHMBCS i
noro cnig BuaanuTu.
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6. 36IP TA NIAFOTOBKA 3PA3KIB

BukopucToByinTe ANS UbOro aHarnisy 3pasku cupoBaTku abo nnasmu MavHW (UMTpar, renapuH). AKWo aHamnis npoBoAUTbCS
npoTsirom 5 gHiB nicnsa 36opy 3paska, 3pasku cnig 36epiratv npu Temnepatypi 2...8 °C; B iHWOMy BUnagky ix cnig posainuTn Ha
anikBotn Ta 30epiratm rnmboko 3amopoxeHumun (-70...-20 °C). Akwo 3pasku 36epiraloTbCa 3aMOpOXeHuMn, aobpe
nepemillanTe po3MOPOXeEHi 3pa3kn nepea TeCTyBaHHAM. YHMKaNTE NOBTOPHOIO 3aMOPOXYBaHHS Ta pO3MOPOXY BaHHS.
TennoBa iHaKTVBaLis 3pa3kiB HE PeKOMEeHOYETbCS.

6.1. Po3BegeHHs 3pa3ka

Mepen aHanisom yci 3pasku cnig posbasutn 1:1000INBugavite 10 mkn 3paska 1a 1 mnfily npobipkn AnNA OTpUMaHHS
po3BefeHHs 1+100 Ta peTenbHO Nepemillante 3a 4OMNOMOrO BOPTEKCY.

7. MPOUEAQYPA OOCNIMKEHHA

Byab nacka, yBaxHO npovuTanTe iHCTPYKLIO i3 3aCTOCYBaHHS nepep NpoBeAeHHAM aHanisy. HaginHicTb pesynbTtaTy 3anexuTb
Bij CyBOPOro AOTPMMAaHHSA IHCTPYKLIN i3 3aCTOCYBaHHS, SK OnNncaHo. HactynHa npoueaypa TeCTyBaHHS BanigoBaHa nuiie Ans
py4YHOro NpoBefeHHs . FAKLLO TECT BUKOHYETLCS Ha

IDA

aBTOMaTUYHUX cmcTemax My pekoMeHAYEMO 36iNbLUMTK KifbKICTb KPOKIB MPaHHA 3 TPbOX A0 N'ATH, a Takox 06'em
WASH|BUF| | Big 300 mkn go 350 Mkn, Wo6 YHWUKHYTU edpekTiB npomuBaHHs. 3BepHiTb yBary Ha po3ainll.Mepen novaTkom
3 |1x aHaniay,

nnaH posnodiny Ta igeHTMdikauii BCiX 3paskiB i CcTaHOapTiB/KOHTPONiB (PEKOMEHAYHTLCH ,qy6niKaTm))cni,q peTenbHO
BCTaHOBUTU. BnGepiTb NOTPiBGHY KinbkicTb MIKpOTUTPOBanNbHUX CTPiNiB abo NyHOK Ta BCTaBTe ixX y Tpumav.
BukoHyliTe BCi KpOKM aHanisy y 3a3Ha4yeHoMy nopsaky Ta 6e3 Oyab-sakvx 3aTpuMok. [ns [o3yBaHHst KOXHOIo cTaHaapTy Ta
KOHTPOIIO Ta 3paska chif BUKOPUCTOBYBATU YNCTUIN OAHOPa30BUIMA HAKOHEYHUK. HanawTywTe iHkyb6aTop Ha 37 £ 1 °C.
1. PosnuiTte no 100 Mkn cTaHAAPTIB/KOHTPOMIB Ta PO3BEAEHMX 3paskiB Y BIANOBIAHI NyHkW. 3anuwTte nyHky A1 ans
6naHka cybeTpary.

2. HakpunTte nyHkn onbroto, Wo nocradyaeTbcs B Habopi.

3. IHky6yBaTu npotsirom 1 roguHm * 5 xBUNuUH npu Temnepatypi 37 £ 1 °C.

4. T[icna 3aBeplueHHs iHKybauii 3HIMiITb onbry, acnipymTe BMICT FIYHOK Ta MPOMUWATE KOXHY nyHKy Tpudi no 300
MKNWASH | BUF | 1XYHUKalTe NepenmuBaHHs 3 peakuitHWX NMyHOK. IHTepBan Mix NpoMUBaHHAM Ta acripauieto Mae 6yTu
> 5 cekyHfl. HnpukiHLi 06epexHo BuaaniTe 3arnuiiKi piguH1, NocTyKyloun cTpinamm ob naneposi CepBeTKU, nepiu Hix
nepexoavTy 4O HACTYMHOMO KPOKY!

MpuwmiTka: MpomwuBaHHS Baxnuee! HegoctaTHeE NPOMUBAHHSA MPU3BOAMTE 40 HU3bKOT TOYHOCTI Ta XMOHUX
pesynbTaTiB.

5. Posnoginite no 100 mMkn KoH'toraTy y BCi NyHKK, okpim nyHkn A1 ans 6naHka cybcTpary.

6. IHky6GyBaTu npotsirom 30 XBMNUH 3a KiMHaTHOI TemnepaTypu (20...25°C).He nignaBante BNNNBY NPSAMUX COHSIYHUX
NPOMEHIB.

7. TloBTOpPITb KPOK 4.
8. Bupaiite 100 Mkn SUB|TMB y Bci NyHKu.
9. IHKkyOynTe piBHO 15 XBUNUH 3a KimHaTHOI TemnepaTtypm (20...25 °C) y TempsBi. CvHe 3abapBreHHs BUHUKaE
BHACMigok hepMeHTaTMBHOI peakLil.
10. Bupante 100 My BCi NMTYHKM B TOMY X NOPSAKY Ta 3 TiEH X WBUAKICTIO, WO 1 Ana SUB | TMB, B
pesynbTaTi Yoro BiAbyBaeTbCA 3MiHa KONbOPY 3 CUHLOIO Ha XXOBTUN.
11. BumipsiTe nornuHaHHs npu 450/620 Hm npoTsirom 30 XBUAMH Nicnst AogaBaHHs COJH| CTONM.
7.1. BwumiproBaHHSA
BcTaHoBiTb pigep MikponnaHweTis IQA Ha Hynb, BUKOPUCTOBYOUM GnaHk cybeTparty.

AKLO 3 TEXHIYHMX NPUYMH pigep MIKpOTUTPOBarnbHUX MraHWeTiB IOA HEMOXIMBO HanalTyBaTh Ha HyMNb 3a 4ONOMOrot b6naHka
cybcTparty, BigHIMITb MOro 3Ha4eHHsI NOrMMHAHHS Bif YCiX iHLUNX BUMIPSHUX 3HAa4YeHb NOMMWHAHHS, WO6 OTpUMaT AOCTOBIPHI
pesynbTaTn!

BumipsinTe nornmMHaHHA ycix NyHoK npu 450 HM Ta 3anuLLiTh 3HAYEHHS NOTMUHAHHSA NS KOXHOro CTaHA4apTy/KOHTPOno Ta
3paska. PekomeHayeTbesa HGixpoMaTUyHe BUMIPIOBAHHS 3 BUKOPUCTaHHSIM peddepeHTHOI JOBXMHM XBUMi 620 HM.

[e ue MOXNUBO, O6GYUCTIiTL cepenHi 3Ha4YeHHs1 NOrNMHaHHA BCix AybnikaTiB.

8. PE3YJIbTATH

8.1. Kpwurepii nepeBipkun BUKOHaHHSA
LLlo6 aHani3 BBaxxaBcsi AiNCHUM, HEOOXiAHO CYBOPO OOTPUMYBATUCS LIMX iHCTPYKLUIN i3 3acCTOCyBaHHSA Ta BiANoBiAaTU HAaCTYMHUM
KpuTepiam:
) 3aroToBka cybcTpaTty:3HayeHHs nornmHaHHs < 0,100
HeratuBHMI KOHTpONb3HayeHHs nornuHaHHsa < 0,200 Ta < NOporoBe 3Ha4YeHHs
KoHTponb noporoBui:3HayeHHs nornmHaxHsa 0,150 — 1,300
Mo3nTMBHUIN KOHTPONbL3HaYEHHS NornMHaHHsA > [NoporoBe 3HayYeHHs
AKWO Ui KpUTepii He BUKOHYHOTBCS, TECT HEAINCHWI | MOro HeobXigHO NOBTOPUTH.
8.2. Po3paxyHOK pe3ynbTaTiB
MoporoBe 3Ha4YeHHs — Lie cepeaHe 3HaYEeHHS NOrMMHAHHA AN1S BU3HAYEHb NMOPOroBOrO KOHTPOITHO.
Mpvknag; 3HayeHHs nornuHaHHA MNMoporoee KOHTPONbHe 3HaYeHHs 0,44 + 3HaYeHHsI MOrNIMHAHHSA

MoporoBe kKoHTponbHe 3HavyeHHsa 0,42 = 0,86 / 2 = 0,43 MNMoporose 3HadyeHHA = 0,43
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8.2.1. PesynbtaTtn B oanHuuax [HTO[]

3Ha4eHHs NOrnuHaHHA 3paska

(cepegHe) x 10 = [OgmHuui NovaTec = HTO[]
noporoee

Mpuknag: 1,591 x 10 = 37 HTOA (oanHuub)
0,43

8.3. IHTepnpeTauis pe3ynbTartiB

10
[Toporose HTO[N -

>11 MpucyTHi aHTUTINa NpoTU 36yaHNKa.

. HTOLO . . .
Mo3nTUBHMI MaB MmicLie KOHTaKT 3 aHTUreHoM (36yaHUKOM, BiANOBIAHO BAKLIMHOMW).

AHTUTINA NpoTu 36yaHMKa He MOINN BYTH YiTKO BUSIBIIEHI.

CYMHiBHMIA 9-11HTO[ L7 .
PekomeHOyeETBCA NOBTOPUTU TECT 3i CBIXKUM 3pa3koM Yepes 2-4 TYDKHI.
<9 HTOR 3pa3ok He MICTUTb aHTUTIN NpoTK 30yaHUKa.
[MonepeaHin KOHTaKT 3 aHTUreHoM (30YAHUKOM, BiANOBIAHO BAKLMHO)
HeratusHui MarnorMOBIPHUN.

[iarHo3 iHeKLiNHOro 3axBOPIOBaHHS He CMid BCTAHOBIIOBATW Ha OCHOBI pe3ynbTaTy O4HOro TeCcTy. TOYHMI giarHo3 cnig
BpaxoByBaTW KMiHIYHUA aHaMHe3, CUMNTOMAaTKKY, a TaKOX CePOSIOriYHi AaHi.
Y naujeHTiB 3 ocnabneHnm iMyHITETOM Ta HOBOHAPOKEHMX CEPOIIOriyHi AaHi MaloTb e 0OMeXeHY LiHHICTb.

8.3.1. I3oTunu aHTUTIN Ta cTaH iHdeKuii
Ceponoris 3HauyeHHs
XapakTtepucTmka NepBUHHOI aHTUTINbHOI Bignosigi
IgM Bucokui Tutp IgM 3 H13bkum TuTpom IgG: — CBigYMTE NPo NOTOYHY abo HeloaaBHIo iHpeKLo

PigkicHi: — nepcuctytounn IgM

XapakTtepucTmka BTOPUHHOI aHTUTINBbHOT BignoBigi
19G Moxxe 36epiraTncs NPOTAroM KinbKOX pokiB
Bucokuii Tutp IgG 3 HU3bkMM TUTPOM IgM: — MOXe CBigYMTY NPO NepeHEeceHy iHgeKLito

Bupobnsaetbcs B cnv3oBux 06010HKax no BCbOMy Tiny (=3axucHuii 6ap'ep)
3a3Buyan yTBOPHETLCA Ha paHHiX cTagisax iHekwuji

9. CNELUU®DIYHI XAPAKTEPUCTUKN EKCNNYATALI

IgA

PesynbTati CTOCYOTECS JOCNIAXKEHUX IPYN 3paskiB; Lie He rapaHTOBaHi XapakTepUCTUKN.

9.1. TouHicTb
CepenHe KoediuieHT

B aHanisi H 3Ha4yeHHs (E)  Bapiadii (%)
#1 24 0,543 8.14
#2 24 1.008 2.52
#3 24 0,805 3.69
CepenHe

Mix 3HaYeHHA KoedpiuieHT
aHanisamu H (HTOQN) Bapiauii (%)
#1 12 21,66 5.47
#2 12 17.42 4.69
#3 12 6.98 11.94

9.2. [iarHocTn4Ha cneumndivHicTb

[iarHocTnyHa cneuundivHiCTb BU3HAYaeTbCA K MMOBIPHICTb HEraTUBHOMO pesyrnbTaTy aHanidy 3a BiACYTHOCTI cneumdivyHoro
aHanity. Bona ctaHoBuTb 100% (95% posipunii inTepsan: 92,29% - 100%).

9.3. [iarHocTM4Ha 4YyTNUBIiCTb

[iarHoCcTMYHa YyTNMBICTb BU3HAYAETLCA K MMOBIPHICTb NO3UTMBHOIO pe3ynbTaTy aHanisy 3a HasiBHOCTI cneuundiyHoro aHaniTy.
BoHa ctaHoBuTb 90,91% (95% posipuunn iHTepsan: 70,84% - 98,88%).

9.4. Mepewkoagu

Bnnue Ha remoniTnyHi, ninemivHi abo >XOBTAHWYHI 3pasku He CMOCTepIraeTbCsl 40 KOHUEHTpauii remornobiny 10 mr/mn,
Tpurnidepuais 5 mr/mn Ta 6inipy6iHy 0,5 mr/mn.

9.5. TlepexpecHa peakTUBHICTb

JocnigxeHHs naHeni 3paskiB 3 aKTUBHICTIO aHTUTIN 4O NOTEHLUINHO NepexpecHO pearyoynx napameTpiB He BUSIBUIO O3HaK
XMOHOMO3NTUBHUX Pe3ynbTaTiB BHACMIAOK NEpPeXpPeCHUX peakLii.

10. OBMEXXEHHA NMPOLIEQYPU

BaktepiansHe 3abpyaHeHHs1 aG0 NOBTOPHI LIMKMU 3aMOPOXYBaHHS-pO3MOPOXKYBaHHS 3pa3ka MOXYTb BNIMBAaTU Ha 3HAYEHHS
MOFMMHaHHSI.

Bepcisa VZVA0490_IFU_rev01_ig noty_176N 4




11. SACTEPEXEHHSA TA NONEPEMAXXEHHA

Mpoueaypy TecTyBaHHs, iHpopMaLito, 3anobidkHi 3axoan Ta NONEPeMKEHHS, O MICTATLCA B IHCTPYKLIiSIX i3 3aCTOCYBaHHS,
HeobxigHO cyBopo AoTpuMyBaTUcs. BukopuctaHHa TeCcToBMX HAboOpiB 3 aHanizatopamu Ta nNogibHUM obrnagHaHHAM Mae
Oyt BanigoBaHuM. Byab-aki 3MiHM B KOHCTPYKLIi, cknadi Ta npoueaypi TeCTyBaHHS, a TakoX Oyab-sike BUKOPUCTaHHA B
NOEAHaHHI 3 iHWWUMW NPOAYKTaMu, He CXBaneHMU BUPOOHMKOM, 3aBOpOHEHI; KOpUCTyBay cam Hece BiAnoBiAanbHICTb 3a
Taki 3MiHN. BupobHWK He Hece BignoBiganbHOCTI 3a XWMOHI pe3ynbTaTu Ta iHUMAEHTU 3 UMX NpUYnH. BMpoOHUK He Hece
BiANOBIAaNbHOCTI 3a ByAb-AKi pe3ynbTaTh BidyanbHOro aHanisy 3paskis naujieHTiB.

Tinbkn NS AiarHOCTUYHOrO BUKOPUCTaHHS in vitro.

Yci maTepianu ntoacebkoro abo TBApMHHOrO NOXOAXEHHS CNiA po3rnsaaaTtn Ta 06pobnATK AK NOTEHLIMHO iHCPEKUiNHI.

YCi KOMMOHEHTU JII0ACLKOro NOXOAXEHHS, LLI0 BUKOPUCTOBYIOTLCA AMA BUPOBOHULTBA LIMX peareHTis, Bynu NnpoTectoBaHi Ha
HasBHICTb aHTUTIN Ao BIJ1, aHTuTin go BI'C ta HBsAg i BUABMNMCA HEpeaKTUBHUMMU.

He 3amiHtoniTe peareHT abo MikpOTUTPOBArbHI MMaHWeETU Pi3HNX BUPOOHMYMX NapTin.

He mMoxHa BUKOPUCTOBYBaTW peareHTU iHWNX BUPOOHWKIB pa3om 3 peareHTamu Liboro TeCToBoro Habopy.
He BMKOPUCTOBYINTE peareHT Nicrs 3akiHYeHHA TepMiHy NPUAATHOCTI, 3a3HA4YEHOro Ha eTUKeTL.
BukopurcToByInTE NULLIE YNCTi HAKOHEYHMKM NINETOK, A03aTopu Ta nabopaTopHe nocya.

He miHsTe MicusaMU KpULIKKM ONakoHiB 3 peareHTamu, o6 YHUKHYTW NepexpecHoro 3abpyaHeHHs.
LWinbHo 3akpuBariTe hnakoHn 3 peareHTammn oapasy nicnsg BUKOPUCTaHHS, WO6 YHUKHYTU BUNApOBYBaHHS Ta MiKpOGHOro
3abpyaHEeHHS.

Micna nepuworo BiAKpUTTA Ta noAarnbLluoro 36epiraHHst nepeBipTe nakoHW 3 KOH'loraToM Ta CTaHAapPTOM/KOHTPONEM Ha
HasiBHICTb MiKpOOHOro 3abpyaHeHHs nepea noaanbLUMM BUKOPUCTAHHSIM.

o6 yHWKHYTV NnepexpecHoro 3abpyAHeHHs Ta XbHO 3aBuLLieHWX pe3ynbTaTiB, NineTynTe 3paskv NauieHTiB Ta 4O3ynTe
FeareHTm TOYHO B NYHKU, HE PO3BPM3KYHOUM iX. . ] R )
DA npmsH(ac:eH;/m nvwe ang ksanichikoBaHOro nepcoHany, Skun 4oTPUMYETLCA CTaHAapTIB HanexHoi NabopaTopHOi
npaktukun (GLP).

[na noganbLUoro BHYTPILLHBOrO KOHTPOIIO SKOCTi KOXHa nabopaTtopis NOBMHHA AOAATKOBO BUKOPUCTOBYBATK BigoMi
3pasku.

11.1. Mpumitka Wono 6e3nekn ANA peareHTIB, WO MiCTATbL He6e3neYHi pe4oBMHMU

PeareHt MmoxxyTb mictutv CMIT/MIT (3:1) abo MIT (guB.3.1).
TakuM YMHOM, 3aCTOCOBYIOTLCS HACTYMHI 3asiBM Npo Hebe3neky Ta 3anobixHi 3axoau.

YBATA H317 Moxke BUKNMKaTK aneprivyHy LUKipHY peakuito.
261 YHukaviTe BOUXaHHs aepo3orio.
1280 BukopurcToByinTe 3aXMCHI pyKaBUYKU/3aXUCHWUI OAST.

MPU NOTPAMNTAHHI HA LKIPY: MNpomMuTn Benmkoto
P302+P352 KiNbKiCTIO BOAN 3 MUMOM.

AKWO BMHWKHE NoApasHeHHS LWKipu abo BUCKN: 3BEPHITLCSA
P333+P313 3a MeauYHOK JOMOMOroK/KOHCYNbTaUier.

3HiMiTb 3a0pyaHeHWIn oasr Ta BUNEPITb Noro nepeq
P362+P364 NOBTOPHUM BUKOPUCTaHHAM

PeareHT MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-giokcaH (auB.3.1).
Taknum YMHOM, 3aCTOCOBYIOTLCS HACTYMHi 3aABK Npo Hebeaneky Ta 3anobixHi 3axoau.

YBATA H315 Buknukae nogpasHeHHs LWKipw.
H319 Buknukae cepriosHe nogpasHEHHst 04en
280 BrKopMCTOBYITE 3aXMCHi PyKaBWUYKN/3aXMCHUI OOST.
MPUY NOTPAIMJTAHHI HA LUKIPY: NpomMnTy BENMKOIO KiMNbKIiCTIO BOAW 3
P302+P352 MUIIOM.

MPW NOTPAMITAHHI B O4l: O6epexHo npoMmBanTe BOAO NPOTArOM
P305+P351+P338 Kinbkox XBUIMH. 3HiIMiTb KOHTaKTHI MNiH3K.

NiH3W, AKWO BOHU € i IX Nerko 3HATU. [poaoBXynTe NPOMUBAHHS.

AKLLO NoapasHEHHS o4Yel He NPOXOAMUTL: 3BEPHITLCS 38 MeAUYHOK
P337+P313 [0MOMOrol/KOHCYNbTali€eto.

HopnaTtkoBy iHbopMmaLito MOXHa 3HaWTK B macnopTi 6e3neku.

11.2. MipkyBaHHS Wwoao yTunisauii

3anuuwkn XiMidHMX pevYoBMH Ta npenapaTiB 3a3Bu4Yal BBaXKaloTbCs HebesneyHMMK Biaxogamu. YTunisauis Takux Bigxodis
perynieTbesl HalioHanbHUMK Ta PerioHanbHUMKM 3aKOHaMKU Ta HOPMAaTUBHMMM aKkTaMn. 3BEPHITLCS 40 MiCLEBUX OpraHiB Bragu
abo komnaHin 3 ynpaBniHHA BigXxoaamu, siki HagagyTb Bam Nopaau Woao ytunisadii HebeanevHnx Bigxonis.

IHdbopMmauito npo nakyBanbHi MaTepianu ave. y po3aini NMAKYBAJIbHI MATEPIANN.
12. IH®GOPMAUIA AnA 3AMOBJIEHHA

REF Bipyc BiTpsHoi Bicnu (VZV)
IgA (96 BM3HaA4EHD)
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CKOPOYEHHSA

CMIT

5-xnop-2-meTun-4-izotiasoniH-3-oH

MIT

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

NMAKYBAJIbHI MATEPIAJIN

MA 21

nAn 21 nAn 22
| SOLN[STOP| |[WASH|BUF|20x| [sSuB|[TMB| [DIL| —
CONJ CONTROL | + CONTROL [-| |CUT OFF
T
NET-+AMOMHI /
nHA nns NEHA 90
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YMOBHI NO3HAYEHHA

REF

Ne KarT.:

LOT

Ne Maprii:

Bukopucratu go:

KinbkicTb TecTiB:

CONC KoHueHTpaTt
LYO JliopinizoBaHumn
IVD MegunyHWI NpUCTpin ANs AiarHoCTWKKM in vitro

OuiHouHuI Habip

=

MpounTanTe IHCTPYKLiO Nepea BUKOPUCTAHHAM

/[
S
\

N
Z

36epiraTn noogans Big AXepen Tenna i NPSMOro COHSYHOro CBiTna.

36epiratn npu Temnepartypi:

BupobHuk:

YBara!

MicTutb GionoriyHmin MaTepian NtoACbKOro NOXOAKEHHS

SISTdn

MicTuTb GionoriyHmn maTepian TBAPUHHOTO MOXOAXKEHHS

c
=

YHikanbHa igeHTudikauiga npucTpoto

2

OucTtpnG’roTop

YMOBHI NO3Ha4YeHHs1 KOMMOHEHTIB AMB. Y po3aini «MaTtepianu, LWo BxoaATb 40 Habopy».
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PE3IOME NMPOUEAYPU OOCHNIAXEHHA

CXEMA OOCHNIOXEHHA

Bipyc BiTpsaHoi Bicnu (VZV) IgA

MiarotoBKa fo aHanisy

Migrotynte peareHT Ta 3pasku, SK ONMCaHO.
Po3pobitb nnaH po3noginy Ta igeHTudikauii Anga BCix 3paskiB i cTaHAapTIB/KOHTPONIB.
Bubepitb NOTPIOHY KiNbKICTb MIKpOTUTPOBaNbHUX CTPiMiB abo NyHOK Ta BCTaBTe iX Yy TpMMau.

Mpouenypa aHanisy

3aroToBka MNo3ntneH
cyberparty HeratnsHuiA| noporoeumn nn 3pasok
KOHTPO (po3BepeHuit
(A1) KOHTPOJIb|[KOHTPOIb JIb 1+100)
HeratueHun
KOHTPOIb - 100 mkn - -
KoHTponb
NnoporoBui - - 100 MKkn - -
[Mo3nTuBHMIA
KOHTPOIb - - 100 mkn -
3pasok ) ) ) 100 MK
(po3BeaeHun
1+100)
Hakpuiite nyHkn ponbroto, Lo
nocravaeTtbcsi B Habopi
IHKyOyBaTh npoTtsirom 1 roguHu npm
TemnepaTtypi 37 £ 1 °C
MpomuiiTe KoxHy NyHKy Tpudi no 300 mkn |WASH | BUF | 1x |
KoH'torat - 100 mkn 100 mkn 100 mkn 100 mkn
IHKyOyBaTK npotArom 30 XBUNUH 3a KiMHaTHOI
Temnepatypum (20...25°C)
He niggasanTte BNnnBy NpsiMmnx
COHSYHMX MPOMEHIB
MpomuiiTe KoXHy NyHKy Tpudi no 300 mkn |WASH| BUF| 1x |
|suB|TMB | 100 mkn 100 mkn | 100 mkn | 100 mkn 100 MK

IHKyOyH1Te piBHO 15 XBMNUH 3a KiMHaTHOI TemnepaTtypum (20...25°C) y

TempsaBi

|COJ1H| CTOI'I|

100 mKkn

100 mKkn

100 mkn

100 mkn

100 mkn

doTtomeTpuyHe BUMIptoBaHHSA rpu 450

(petbepeHTHa goBxnHa xsuni: 620 HM)

HM

Gold Standard Diagnostics Frankfurt GmbH
BanbawTpacce 23 A6
63128 HitueHbax, HimeuunHa
+49 6074 23698-0
+49 6074 23698-900

Wl

EnextpoH

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

BebcanTt: clinical.goldstandarddiagnostics.com
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