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1. BAKOPUCTAHHA 3A NPU3HAYEHHAM

IgM I®A Ha Bipyc npoctoro repnecy 1+2 (HSV) npuaHaveHuidi gnst sikicHOro BM3HaveHHs1 aHTUTIN knacy IgM npoTu Bipycy
npocToro reprecy 1+2 (HSV) y cupoBaTtui abo nna3mi KpoBsi nioguHu (LUTpaT, renapuH).

2. NPUHUMUN AHANI3Y

HAkicHe iMyHOdepMeHTHe BM3HaYeHHs creumndidHmx aHTuTin 6asyetbes Ha meToauui IPA (iMyHodepMeHTHWI aHanis).
MikponnaHLweTn NokpuTi cneumdiyHMMM aHTUreHaMn Ans 38’A3yBaHHS BiANOBIAHWX aHTUTIN 3paska. [licns npoMuBaHHSA MyHOK
ONs BMAArneHHs BCbOro HE3B’s13aHOr0 Matepiany 3paska [Ao4aeTbCsi KoH'loraT, MideHui nepokcupasoto xpoHy (HRP). Llen
KOH'loraT 3B'A3yeTbCs i3 3axonneHMMmn aHTuTinamu. Ha gpyromy etani NpOMUBaHHSA HE3B'A3aHWI KOH'torat BUAansTs. IMyHHUI
KOMMMEKC, YTBOPEHUI 3B’A3aHUM KOH'OraTtoM, Bidyani3yeTbCsl LUMAXOM AodaBaHHsA cybctpaty TeTpameTun6eHsvanHy (TMB),
AKUA JA€ CUHIA NPOAYKT peakLii.

IHTEHCMBHICTE LBOro NPOAYKTYy MponopuiiHa KinbKOCTi cneuudidHux aHTwTin y 3pasky. LLo6 3ynuHuTh peakuito, AopakoTb
cipyaHy kucnoTy. Lle cTBOpHOE >XOBTWI KONip KiHUEBOI TOYkM. ONTuYHY ryctuHy npu 450/620 HM 34MTylOTb 3a LOMOMOrOH
NPUCTPOIO ANs 34nTyBaHHA |PA MiKponnaHLUeTiB.

3. MATEPIAIIN

3.1. PeareHTn B Habopi

MikponnaHweT:12 po3pnBHMX 8-NyHKOBMX CTPINiB, MOKPUTUX aHTUreHamu Bipycy npoctoro repnecy 1+2 (HSV); B
antoMiHieBin onbai, WO 3aKpMBaETLCS.

am | M: 1 cpnakoH, LII.:lO mictnTb 100 mn dbocdatHoro bydepa (10 MM) ans posseaeHHs 3paska; pH 7,2 £ 0,2;
aHTunoaceki IgG (R 3600;1)_6eHT ; nodpapboBaHi B 3erieHWI Konip; roTOBWI A0 BUKOPUCTAHHS; BINUIA KOBMAYokK; <
) (_c|g6./o6.) CMIT/MIT (3:1). ) )

| CTON: 1 donakoH, wo mictute 15 mn cipyaHoi knucnotu, 0,2 Monb/n; roTOBUA A0 BUKOPUCTAHHS; YEPBOHUIA
KOBMa4okK.

WASH| BUF| 20x: 1 cpnakoH, wo mictntb 50 mn 20-KE)aTHO KOHLUeHTpoBaHoro gocgpatHoro 6ydepa (0,2 M), pH 7,2 £
0,2, ona npommuBaHHA Konoaasis; 6inui koBnadok; 0,2% (mac./06.) 5-6pom-5-HiTpo-1,3-aiokcaHy.

KoH'toraT:1 donakoH, Lo mMicTuTb 20 M MiYEeHOro nepokcnaasoto aHTuTina Ao IgM nogmHn y docdatHomy 6ydepi (10
Ml\{?' nocﬁlaé) OBaHi B YePBOHWI KOTip; TOTOBWIA A0 BUKOPUCTAHHS; YOPHUI KOBMaYoK.

S B| TMB: 1 cdonakoH Mmictute 15 mn 3,3',5,5'-TeTpameTnndeHsnanny (TMB), < 0,1 %; roToBuin 0O BUKOPUCTAHHS;
YKOBTUI KOBMAYOK.

Ho3 BHI KOHTPOIb: 1 (PnakoH, Lo MICTUTb 2 M KOH:II'pOJ'IPO; nocapboBaHi B XOBTWI KOMip; FOTOBWUIA A0
BuKopUCTaiHS; YepBOHUI koBna4vok; < 0,02% (06./06.) MIT.

KoHTponbk noporosumit; 1 donakoH, Wwo MicTuTb 3 Ml KOH_T_pomo; nocapboBaHi B )KOBTWI KOTMip; rOTOBUA 4O
BMKOPUCTaHHs; 3eneHunn kosnayok; < 0,02% (06./06.) MIT.

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

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

3.2. Martepianu noctaBneHi
1 Hakpuiite dponbroto
1 IHcTpykuig i3 3acTocyBaHHS (IFU)

3.3. Heo6xiaHi maTepianu Ta obnagHaHHsA
3uutyBay mikponnaHwweTis IOA, obnagHaHui Ana BUMIpOBaHHA nornyMHaHHs npy 450/620 Hv
InkybaTop 37 °C
PyuHe abo aBTOMaTU4He 06rnagHaHHA And NPOMUBAHHA MIKpONaHLWeTiB
MineTkn ana goctasku o6’emis Big 10 4o 1000 mkn
Buxposun 3milyBad npobipok
[OuctnnboBaHa Boaa
OaHopasosi npobipku

4. CTIMKICTb TA 3B5EPIFAHHSA

36epiratu Habip npu 2...8 °C. Po3kpwuTi peareHTn cTabinbHi 4O TepMiHY NPMAATHOCTI, 3a3Ha4YE€HOro Ha eTUKETLLi, 3a YMOBH
30epiraHHs npu 2...8 °C.

5. MPUTOTYBAHHA PEArEHTIB

[yxe BaxnuBo OOBECTW BCi peareHTU Ta 3pasku [0 KimHaTHOi TemnepaTypu (20...25 °C) i nepemiwartu ix nepen nodyaTkom
TecTyBaHHs!

5.1. MikponnaHweT
Crpinu, WO BiApUBaOTLCS, NOKPUTI aHTUreHamm Bipycy npoctoro repnecy 1+2 (HSV). Ogpa3sy nicna BuganeHHs cTpiniB pewuTy
CTpiniB cnig 3HOBY 3anevartaTy B antoMiHieBY ponbry pa3oM i3 ocyLlyBadeM, Lo nocTadvaeTbes, i 36epiratm npm 2...8 °C.

52. |WASH|BUF[20x |

Pos6asutn WASH| BUF | 20x1 + 19; Hanpuknag, 10 MnWASH | BUF | 20x+ 190 mMn guctunbosaHoi Boau. PosseneHuit 6ydep
(WASH| BUF| 1x) cTabinbHWM NpoTarom 5 AHiB nNpu KiMHaTHIM TemnepaTypi (20...25 °C). Y pasi nosBu KpucTaniB y KOHLEHTparTi
nigirpinte po3unH go 37 °C, Hanpuknaa, Ha BoAsHil 6aHi. [lobpe nepemilwante nepen po3BeaeHHsM.
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5.3. SUB|TMB

PeareHT rotoBuin [0 BUKOpUCTaHHs i nmoBuHeH 36epiratncs npu 2...8 °C, 3axuweHomy Big cBiTna. SUB| TMB mae 6ytn
6e36apBHNM abo MaTV NErkMn CUHIM BiATIHOK. AKLWO SUB| TMB cTae cuHiM, MOXNUBO, BiH 3abpyaHEeHWI i Koro cnif BUKMHYTU.
6. 36IP TA NIATOTOBKA 3PA3KIB

[ns uboro aHanisy BUKOPUCTOBYWTE 3pasku cupoBaTku abo nnasmu KpoBi NOAMHN (UMTPaT, renapuH). AKLwo aHania
npoBoAnTbLCs NpoTarom 5 ai6 nicns Bigbopy 3paskis, 3pa3kn NOBUHHI 36epiratncsa npum 2...8 °C; B iHWOMY BUNagKy ix cnig
po3ainuT Ha anikBoTw i 36epiratn B rmmbokin 3amopo3si (-70...-20 °C). Akwo 3pa3ku 36epiratoTbCs B 3aMOPOXKEHOMY BUrNA4,
pobpe nepewmiluarite pO3MOPOXEHI 3pa3ku nepes TeCTyBaHHAM. YHUKaATE NOBTOPHOIO 3aMOPOXYBaHHS Ta PO3MOPOXYBaHHS.
TennoBa iHaKTMBaLiA 3pa3kiB HE PeKOMEHOYETLCS.

6.1. Po3BeneHHs 3paska

Mepen aHarnisom yci 3pasku cnig posbasut 1+1000171| M. Posnoginite 10 mkn 3paska Ta 1 Mo AI[M y npobipku ans
OTpUMaHHsi po3yunHy 1+100 i peTenbHO nepemillaritTe 3a AONOMOrOK BUXPOBOro Mikcepa.

7. MPOLIEOYPA AHANI3Y

Mepen npoBeaeHHAM aHani3y YBaXKHO NpoymnTanTe iHCTPYKLo i3 3acTocyBaHHA. HaginHiCTb pesynbTaTy 3anexuTb Bif CyBOpPOro
OOTpMMaHHSA iHCTPYKLUIT i3 3aCTOCyBaHHS, sk onucaHo. HaBegeHa Hwx4ve npouenypa nepesipku nepesipeHa nuiwe Anst pyyHoi
npoueaypu. FAKWO BUKOHYBaTW TECT Ha

I®A aBTOmar MW PEKOMEHAYEMO 36iNbLUMTM KiNbKICTb CTYNEHIB NPaHHsA 3 TPbOX A0 M'ATW Ta 06’'eM

WASH | BUF| | Bia 300 mkn go 350 mkn, o6 yHUKHYTY edbekTy NnpoMuBaHHs. 3BepHiThL yBary Ha posgin11.Mepen noyatkom
3 |1x aHanisy,

cnia petenbHO po3pobuTK NNaH PO3MNOBCIMKEHHS Ta ideHTUdiIKauii Ana BCixX 3paskiB i cTaHAAPTIB/KOHTPONIB (PEKOMEHA0BAHO
ay6nikatu). Bubepitb NoTpibHY KinbKiCTb MiKpOTUTPaLiNHUX CTpiniB abo NyHOK i BCTaBTe iX y TpMMau.

BukoHanTe BCi eTanu aHanidy y BkazaHOMy NopsaKy Ta 6e3 3aTpMMOK.
[lna [o3yBaHHsI KOXKHOroO CTaHAAPTY/KOHTPOSO Ta 3paska Crifg BUKOPUCTOBYBATM YNCTUIA OOHOPA30BUIA HAKOHEYHNK.
HanawrTywnTe inkybaTtop Ha 37 £ 1 °C.
1. Posnogainite 100 Mkn cTaHaapTiB/KOHTPONIB i po3BeAeHnX 3paskiB y BignosigHi nyHkn. 3anuwTe nyHky A1 ana 6naHka
cyberpary.
2. Hakpunte nyHku ¢onbroto, Wo BXxoaunTb A0 Habopy.
IHkyOynTe npoTtarom 1 roauHun £ 5 xsBunuH npu 37 £ 1 °C.

4. Konwu iHkybaLjs 3aBeplueHa, 3HiMiTb Ponbry, acnipywte BMICT NMYHOK i MPOMWUWATE KOXHY NyHKy Tpudi 300 mkn
WASH| BUF| 1X. YHUKanTe nepenueiB 3 peakuinHUX KoOnoaasiB. IHTepBan Mk NPOMMBAHHSM i acnipauieto NMOBUHEH

ctaHoBuTU > 5| cekyHa. HanpukiHui obepexHo BuaaniTe 3anvkn piguHW, NOCTYKyluM CTpinamu no abcopbeHTHOMyY
nanepy nepes HaCcTyrmHUM Kpokom!

MpumiTka: MwuTTa - ue Baxnmeo! HegoctaTHe NPOMUBAHHS NPU3BOAUTL 40 HU3bKOI TOYHOCTI Ta MOMUITKOBUX
pesynbTarTiB.

Posnoginite 100 Mkn KOH’toraTy B YCi NMyHKW, KpiMm nyHkn A1 ana 6naHka cybeTparty.

IHkyGynTe 30 xB npu KimHaTHIN TemnepaTypi (20...25 °C). He nigaasaTtv BAMBY NpSIMUX COHAYHUX MPOMEHIB.
MoBTOPITL KPOK 4.

Hosysatu 100 mkn SUB| TMB B yci nyHKu.

IHKyOGynTe piBHO 15 XB npu KiMHaTHIN TemnepaTypi (20...25 °C) y TempsBi. CuHii konip BUHVMKae BHAcnigoK
hbepMeHTaATUBHOI peakLyji.
10. Ooaysatn 100 mkh SOLN| CTQI B yci nyHKM B TOMY X NMOPSAAKY Ta 3 TiEH0 X LWBUAKICTIO, WO i Ans SUB| TMB, Taknum
YMHOM BiAOYBaETLCHA 3MiHa KOMNbOPY 3 CUHBOIO Ha XXOBTUMN.
11. Bumipsinte nornnHaHHa npun 450/620 HM npoTtsarom 30 XBUNWH nicnst 4o4aBaHHSA SOLN| CTOrn.
7.1. BumiproBaHHA
Bigperyntonte npucTpiv 4nsa 34MTyBaHHsa MikponnaHwweTiB IOA Ha Hynb 3a gonomoroto 6naHka cybeTpary.

FAKLLO 3 TEXHIYHMX MPUYMH NPUCTPIN Ans 3unTyBaHHS |PA MikponnaHLeTiB He MOXHa HanawTyBaTu Ha Hyfb 32 JOMNOMOro
6naHka cybeTpaTy, BigHIMITb MOro 3HaYEHHS MOMMMHAHHS 3 YCiX iHLWMX BUMIPAHUX 3HA4Y€Hb NOMMMHAHHA, Wo6 oTpMmaT HagilHi
pesynbtaTn!

BumipsinTte nornuHaHHA BCiX NyHOK Npy 450 HM i 3anuLLiTb 3HAYEHHS NOrMMHAHHS A1 KOKHOrO CTaH4apTy/KOHTPOSo Ta
3paska.

BixpoMaTu4yHe B/MIpIOBaHHS PEKOMEHOYETLCS 3 BUKOPUCTaHHSIM ETaNOHHOI JOBXKUHU XBUMi 620 HM.

SIKWO MOXIIMBO, po3paxyiTe cepeaHE 3HaYeHHA NOrMUHaHHA AnA Bcix ay6nikaris.
8. PESYNbTATHU

© © N oG

8.1. BukoHamTe KpuTepii nepeBipku

[nga Toro, wo6 aHani3 BBaXkaBcs AiNCHUM, Cri CyBOPO OOTPUMYBATUCA LMX IHCTPYKLIiM LLOAO BUKOPUCTAHHSA Ta BignoBsigaTu
TakUM KpUTepisM:
BnaHk cy6cTpaTy:3HaveHHs nornnHanHsa < 0,100

HeratuBHMI KOHTpONb: 3HayeHHst nornuHanHsA < 0,200 i < TOPOroBOro 3Ha4eHHs
KoHTponb noporoBui:3HayeHHsi nornnHanHs 0,150 — 1,300

Mo3UTUBHUI KOHTPOIb: 3HAYEHHS MOrMUHAHHS > NOPOroBOro
AKLo Ui kpuTepii He BiANOBIgATL, TECT HEAINCHUIA | KOro HEOOXiAHO NOBTOPUTMK.
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8.2. MNMippaxyHok pe3ynbTaTiB

nOpOFOBe 3Ha4YeHHA — ue cepeaHe 3Ha4YeHHA NormnHaHHA BU3HAa4Y€Hb NMOpOroBOro KOHTPOJI0.
3HayeHHs1 NornMHaHHS NnoporoBoro KOHTPOn 0,44 + 3HayeHHs NOrMMHaHHA noporosoro

npuvKnaa: koHTponto 0,42 =0,86/2=0,43
Moporose = 0,43
8.2.1. Pe3ynbtaTtn B ogunuusax [HTOA]
3HayeHHs nornuHaHHs 3paska (cepegHe) x 10 = [OamHunui NovaTec = HTOA]
Moporose
npuknag: 1,591 x 10 = 37 HTO[ (ognHuui)
0,43
8.3. IHTepnpeTauia pesynbTaTis
10 HTOQ -

Moporose

MpucyTHi aHTMTING NpoTu 36yaHuKa.
> 11 HTO[

BigOyBcsi KOHTaKT 3 aHTUreHOM (36yAHNKOM abo BaKLMHOLO).

Mo3nTNBHUN
AHTUTING NpoTU 36yAHMKA YiTKO BUSIBUTU HE BAANOCH.

9-11HTOA

PekomeHOyeTbCS NOBTOPUTU TECT 3i CBIKUM 3paskoM Yepes 2-4 TKHI.

CyMHiBHUIA
3pasok He MICTUTb aHTUTIN NPoTK 36yaHKKa.

<9 HTOL [MonepeaHin KOHTaKT 3 aHTUreHom (30yAHMKOM ab0 BaKLMHOHD)

ManoviMOBIPHUN.

HeratnBHui

[liarHo3 iHEeKLINHOro 3axBOPIOBaHHS HE MOXHA BCTAHOBSOBATM HA OCHOBI O4HOrO pe3ynbTaTy AocnimkeHHsA. HeobxigHo
NOCTaBUTU TOYHWI AiarHo3

B3ATM [0 yBaru KriHi4Hy iCTOPIt0, CUMNTOMATUKKY, @ TaKoX CepOnorivHi AaHi.

Y naujeHTiB 3 ocnabneHnM iMyHiTETOM i HOBOHaPOMKEHMX CEPONOTiYHI AaHi MaloTb nue obMexeHe 3Ha4YeHHs.

8.3.1. I3oTunwm aHTUTIN i cTaH iHdekuii

3Ha4nMicTb
Ceponorisi

XapakTepucTuka NepBUHHOI peakLii aHTUTIN
IgM Bucokun Tutp IgM 3 Hu3bkum TuTpom IgG: — CBIAYMTE NPO MOTOYHY abo HeLoAAaBHIO iHAEKL0
Pigko: — cTinkun IgM

XapakTepucTuka BTOPMHHOI peakLii aHTUTIn
1gG Moxxe 36epiraTncst NPOTAroM AEKiNbKOX pokiB
Bucokuin Tutp 1gG 3 HU3bkuM TUTPOM IgM: — MOoXe BKasyBaTu Ha iH(EKL0 B MUHYOMY

9. CNEUN®DIYHI XAPAKTEPUCTUKU

PesyanaTM BiHOCATLCA A0 rpyn ,qocni,qx(yBame 3pa3KiB; Le He FapaHTOBaHi XapaKTepuUCTuku.

9.1. TouHicTb

B aHanisi n CepeaHe (E) CV (%)

#1 24 0,588 9.47

#2 24 1.105 5.12

#3 24 1,630 1,97
CepeaHe

Mix aHanizamun n (HTON) CV (%)

#1 12 22.02 2.18

#2 12 34.21 6.93

#3 12 1.70 12.25

9.2. LiarHocTn4yHa cneumndivHicTb

[iarHocTnyHa crneunivHiCTb BU3HAYaETLCS SIK MMOBIPHICTb HEraTUBHOIO pesyrnbTaTy aHani3y 3a BiCyTHOCTI KOHKPETHOro
aHanity. Le 98,49% (95% posipuuni iHTepBan: 95,66% - 99,69%).
9.3. LiarHoCTM4YHa YyTNUBICTb

[JiarHocTnyHa YyTNUBICTb BU3HAYAETLCA SIK MIMOBIPHICTb MO3UTUBHOIO pesyrnbTaTy aHanidy B NPUCYTHOCTI KOHKPETHOro aHaniTy.
Lie 100% (95% posipunii iHTepan: 39,76% - 100%).
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9.4. Bnnus

Mepewkoan 3 reMoniTMYHUMK, fiNeMiYHUMK ab0 KOBTAHNUYHUMM 3paskamm He CrocTepiralTbes A0 koHueHTpauii 10 mr/mn
remorno6iHy, 5 mr/mn Tpurniyepuais i 0,5 mr/mn GinipyGiHy.

9.5. MepexpecHa peakTUBHICTb

JocnigpkeHHs naHeni 3paskiB i3 aKTUBHICTIO aHTUTIN 4O NOTEHLINHO NepexXpecHo pearyoynx napaMmeTpis He BUSBUITO iCTOTHUX

AoKasiB XMOHOMO3NTMBHNX pe3ynbTaTiB Yepes nepexpecHi peakLii.
10. OBMEXXEHHA NPOLIEAYPU

BakTepianbHe 3abpyaHeHHs abo NOBTOPIOBaHI LIMKNM 3aMOPOXYBaHHS -PO3MOPOXYBaHHS 3paska MOXYTb BMAUHYTU Ha
3HaYeHHs NOrnnHaHHS.
11. BACTEPEXXEHHA TA NONEPEMXEHHA

HeobxigHo cyBOpo AOTpMMYyBaTUCS MPOLIEAYPU TECTYBaHHS, iHpopmaLii, 3anobikHUX 3axodiB i nonepekeHb, HaBeAEHNX
B IHCTPYKLUiSIX i3 3acToCyBaHHs. BukopuctaHHs HabopiB TecTiB 3 aHanizatopamu Ta nogibHMM obnagHaHHAM mae Bytn
nepesipeHo. Byab-Ski 3MiHM B AM3alHI, cknadi Ta npoueaypi TECTYBaHHS, a TakoX OyAb-sike BUKOPUCTaHHSA B NMOEAHAHHI 3
HLUMMMW NpoAyKTaMu, He CXBaneHnMMu BUPOOHWMKOM, 3aDOPOHEHI; KOPMUCTYBay caM Hece BiAnoBidanbHICTb 3a Taki 3MiHW.
BvpobHuK He Hece BignNoBi4anbHOCTI 3a MOMMWIKOBI pe3ynbTaTv Ta BUMAOKM 3 UMX NpUYMH. BupobHWK He Hece
BiANOBiAanbHOCTI 3a ByApb-aKi peaynbTaTy BidyarnbHOro aHanidy 3paskis naujieHTiB.

Tinbkn Ang giarHOCTWKK In vitro.

Yci maTepianu nNoacbkoro Yy TBAapMHHOIO MNOXOMKEHHS chif po3rnsaaTtv Ta o6pobnsaTn sik NOTEHUINHO iHADEKLinHI.

YCi KOMMOHEHTY NMOACLKOro NOXOMKEHHS, SKi BAKOPUCTOBYHOTLCS Ars BUPOOHMULTBA LUX peareHTiB, Oynu nepesipeHi Ha
aHTuTtina go BIJ1, aHtutina go BI'C 1a HBSAg i Oynu BU3HaHi HepeakTUBHUMU.

He 3amiHionTe peareHTn abo MiKponnaHLeTn pi3HMX NapTii BUPOOHWULTBA.

Pa3om 3 peareHTamu LbOro Tect-Habopy He MOXXHa BUKOPUCTOBYBATU peareHTu iHWnX BUPOBHUKIB.
He BMKOpUCTOBYINTE peareHTn Nicns 3akiH4eHHS TepMiHY NPUAATHOCTI, 3a3HAaYEHOro Ha eTUKETL.
BrkopucToBy#Te nuLLle YMCTi HAKOHEYHMKM NINETOK, 403aTOpu Ta NabopaTopHui nocya.

He MiHsATE rBUHTOBI KPULLKM (rIakoHIB 3 peareHTamu, LWob YHUKHYTU NepexpecHoro 3abpyaHeHHS.
LinbHo 3akpuinTe onakoHn 3 peareHTamu ogpasy Micns BUKOPUCTAHHS, OO YHUKHYTU BUNApOBYBaHHSA Ta MiKpOGHOro
3a0pyaHEHHS.

IMicns nepLuoro BiAKpUTTA Ta noganbLoro 3bepiraHHs nepesipTe onakoHW 3 KOH'Horatom i CTaH4apTOM/KOHTPONeM Ha
HasiBHICTb MiKpOBHOro 3abpyaHeHHs nepeq noaanbLuMM BUKOPUCTaHHAM.

o6 yHukHYTU nepexpecHoro 3abpyAHeHHs Ta XMBHO NiABULLEHWX pe3ynbTaTiB, NineTynTe 3paskv nauieHTis i 4o3ynTe
PeareHTm, He pPo30PU3KYHOUM TX aKypaTHO B NYHKW. . ] . B
A npmaltaequ)mm nvwe ans kearnidikoBaHOro nepcoHany, k1 4OTPUMYETbCA CTaHA4APTIB HANexHoi nabopaTopHOi
NpaKkTUKn .

,D,E)'m noAanbLIOro BHYTPILUHBOrO KOHTPOIIO SKOCTi KOXXHa nabopaTopis NOBMHHa JOAATKOBO BUKOPUCTOBYBATY BigOMI
3pasku.

11.1. TMMpaBuna 6e3nekun ons peareHTiB, WO MiCTATb HeGe3ne4vHi pe4oBMHU
PeareHt moxyTb Mictutt CMIT/MIT (3:1) abo MIT (ame3.1).
Tomy 3aCTOCOBYKOTbCS HACTYMHI NONOXEHHS Npo Hebe3neky Ta 3anobikHi 3axoau.

YBATA H317 Moxke BMKNVKaTU LIKIpHY anepriyHy peakito.
P261 YHuKanTe BANXaHHS CMpeto.
P280 OpsranTe 3axvCHI pyKaBUYKW/3aXUCHWUIA Oasr.

Y PA3I NOTPAMITAHHA HA LLKIPY: npomutn BENMKOIO
P302+P352 KinbKicTio BOAW 3 MUITOM.

Y pasi nogpasHeHHs wWwkipu abo Bucuny: 3BepHiTbCa 3a
P333+P313 MeAMYHOK JONOMOro/nopaaoto.

3HATW 3abpyaHEHU oadr | BUNpaTu KOro nepea NOBTOPHUM
P362+P364 BUKOPUCTAHHAM.

PeareHT MOXyTb MicTUTK 5-6pom-5-HiTpo-1,3-AiokcaH
(avB.3.1) Tomy 3aCTOCOBYIOTLCSA HACTYMHI NMOMOXEHHSA NPO
HeGesneky Ta 3anobixkHi 3axoau.

YBATA H315 Buknukae nogpasHeHHs LKipw.
H319 Buknukae cepinosHe nogpasHEHHs OYen.
P280 Opsraiite 3axvCHI pyKaBUYKW/3aXUCHWUIA OJST.
Y PASI NOTPAMIAHHA HA LWWKIPY: npomMuTn BENMKOIO KiNbKICTIO BOAM 3
P302+P352 MWUITOM.

MPWY NONAOAHHI B O4l: O6epexHO npoMuiATe BOAOK NPOTArOM KiNbKOX
P305+P351+P338 xBuUNuWH. Buganutun KoHTakT

NiH3K, SKLWO BOHM € Ta iX Nerko 3poobuTn. MpoaoBxKynTe NoNoCKaHHS.
P337+P313 AKLOo nogpasHeHHs1 o4el He NPOXoANTb: 3BEPHITLCA A0 Nikaps.

HopaTkoBy iHOpMALLil0 MOXXHA 3HaNTK B NacnopTi 6e3neku.
11.2. 3ayBaxeHHs wopgo yTunisauii

3anuwikn ximiyHMX pevyoBUWH i NpenapaTiB 3a3BMYal BBaXaloTbCs HeGe3neyHMu Bigxoaamu. YTunisauis Takoro pody BioxoAis
perynioeTbCa HalioHanbHMMKU Ta perioHanbHUMKM 3aKoHaMy Ta npaBuramu. 3B’sKiTbCA 3 MiCLEBMMW opraHamu Bnagyn abo
KOMNaHisiMu 3 yTunisauii Bigxoais, Ski HagagyTb Nopaau Woao yTunisadii HebesnevHux Bigxoais.

IHcbopmadiio Npo nakysaneHi Matepianu aus. y po3gini NAKYBAJIbHI MATEPIAJIA.

12. IHOOPMAUIA AnA 3AMOBJEHHA

REF HSVMO0250 Bipyc npoctoro repnecy 1+2 (HSV) IgM (96 Bu3HayeHb)
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CKOPOYEHHA

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

MIT 2-metun-2H-izotiazon-3-oH

NMAKYBAIbHI MATEPIAJIU

)

Z

PAP 21 PAP 21 PAP 22

SOLN|cTON| |WASH|BUF|[20x| |SuB|[TMB| |[Om|m
I I [ | |[BUF[20x| |SUB|TMB| [AiN|M]|
|CONJ| [CONTROL|+| |[CONTROL|-| [CUTOFF |

HDPE 2 PP 5 PET /ALU/LDPE 90
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YMOBHI NO3HAYEHHA

Ne Kar.:

No Maprii:

BMKOpMCTaTM [no:

KinbkicTb TecTiB:

CONC KoHueHTpaTt
LYO JliodpinizoBaHni
IVD MeanyHui npucTpin Ansa giarHOCTYKM in vitro
? OUjHOYHWIA Habip
MpounTtanTe iHCTPYKLUIlO Nepea BUKOPUCTaHHAM
<

36epiraTtv noodans Bif MyKepen Tenna i NpsiMoro COHSIYHOro CBiTna.

36epiraTtv npu Temneparypi:

Bupo6Huk:

YBara!

MicTuTb GionoriyHMn MaTepian NtoACbKOTrO MOXOMKEHHSI

GepP Ry

MicTuTb GionoriyHU MaTtepian TBAPUHHOIO MOXOPKEHHSI

c
9

YHikanbHa igeHTudikauis npucTpoto

%’éﬁ

OucTtpub’oTop

YMOBHI NO3Ha4YEeHHs1 KOMMOHEHTIB AMB. y po3aini «MaTtepianw, Wo BxoadTb 40 Habopy».
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PE3IOME NMPOLEAYPU OOCNIAXXEHHA

CXEMA OOCNIAXEHHA

Bipyc npocTtoro repnecy 1+2 (HSV) IgM

MiaroToBka Ao TecTy

MigroTynTe peareHT Ta 3pasky, K OnUcaHo.
BcTaHoBITL NnaH po3noainy Ta igeHTudikauii 4nsa BCix 3paskiB i cTaH4apTiB/KOHTPOrIB.
BnbepiTb NOTPiBHY KiNbKiCTb MIKpOTMTPALiNHMX CTpiniB abo NyHOK i BCTaBTe iX y Tpumav.

Mpoueaypa aHanisy

BnaHk cybectpaty |HeratmueHun| Moporosun | Mo3ntneHumn 3pasok
(po3baBneHwuii
(A1) KOHTPOJIb[KOHTPOIb | KOHTPOJIb 1+100)
HeratueHuin
KOHTPOSIb - 100 mkn - - -
KoHTponb
noporosumn - - 100 Mkn - -
Mo3nTnBHMI
KOHTPOnb - - - 100 MKn -
3pasok ) ) ) 100 MK
(posbasneHun
1+100)
HakpuinTe nyHkn ¢oonbroto, Wo BXoauTb
0o Habopy
IHKyOynTe npoTarom 1 roguHu Npm
37t1°C
MpomuiiTe KOXHY NyHKY Tpmdi 300 MK [WASH|BUF[1x |
KoH'torat - 100 mkn 100 mkn 100 mkn 100 mkn
IHkyOyinTe 30 XB Nnpu KiMHaTHIN TemnepaTypi (20...25 °C)
He niggaesatuv BNAMBY NPSIMUX COHAYHMX
NPOMEHIB
MpoMuinTe KOXHY NyHKY Tpudi 300 MKn |WASH|BUF[1x |
|SUB| TMB | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
IHKyOy1Te piBHO 15 XB npu KiMHaTHIN Temnepartypi (20...25 °C) y TempsBi
|SOLN| cTon | 100 mkn 100 mkn 100 mkn 100 mkn 100 mkn
doTOMETPUYHE BUMIptOBaHHS npu 450
HM

(pedepeHTHa foBXMHA XBUIi: 620 HM)

Gold Standard Diagnostics Frankfurt GmbH

Waldstrasse 23 A6

63128 Dietzenbach, HimeuunHa

Ten.: +49 6074 23698-0
dakc: +49 6074 23698-900
EnektpoH

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

caunr:

Clinical.goldstandarddiagnostics.com
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