HABIP
ANA KUVIbKICHOIo BUBHAYEHHA AHK
BIPYCY NMPOCTOIO FEPMECY 2 TUNY

HSV2 DNA Quantitation (QT)

Kar. N2: HSV2DNAQT. CE.25
Kinbkicre recriB: 25

Hara sunycky iHcTpyKyii: 10-2020
Bepcisi: 6

OCHOBOIO 1IpY MPOBEAEHHI aHANI3Y € OPUITHAS IHCTRYKLII
' AHIJIIVICEKOK MOBOK, BKIafEHOI B Hablp. Homep i gara
(]

Bepcli’_opuriHaay 1a _nepexnagy I[HCTpyKuli  [noBUHHI

— cniBrnaaany.

KinokicHe eusnavyenns JHK BII 2 muny (QT)
1J1P-PY 0ns KinbKicHo20 8u3Ha4yeHHA 2eHomy Bipycy npocmozo 2epnecy
JNIOOUHU 2 muny

- TIIbKU /1A JIarHOCTUYHOIO BUKOPUCTaHHA «in Vitroy -

A.NPU3HAYEHHA

Habip ana KinbkicHoro BusHaueHHa [IHK Bipycy Mpocrtoro lepnecy 2
TNy metopom [MJIP y pexumi peanbHoro vacy 3 kat. N HSV2DNAQT.CE
npusHayeHUn ana KinbkicHoro susHaueHHAa [JHK Bipycy npoctoro reprnecy
noguHn 2 iy y nnasmi Ta CMP (CNMHHOMO3KOBIW PiguHI) MoguHN 3
OfHOYACHUM KOHTpOJieM peakLii ekcTpakuii/amnnidikauii 3a gonomoroto
BHyTpiwHboro KoHTponio (BK).

Habip aganToBaHuii 4Na BUKOPUCTAHHA Ha TepMoLMKNnepax Afia BU3HaUeHHsA
B peXu1mi peanbHoro yacy Ta Cucremi Bu3HaueHHa nocnigosHocti ABI 7500°
(nporpamHe 3abe3neyeHHss SDS Bepcii 1.3.1, Applied Biosystems™%),
MX3000P (nporpamHe 3abe3neueHHs MxPro Bepcii 4.01, Stratagene™***) Ta
CFX96 (nporpamHe 3abe3neueHHsa CFX manager Bepcii 1.7, Biorad™*¥).

*Applied Biosystems € 3apeecTpoBaHO TOProBoto MapKoto, a ABI PRISM® € Toprosoio
mapkoto Applera Corporation a6o ii gouipHix KomnaHiin y CLUA Ta/abo AeAakux iHWux
KpaiHax.

**Bjorad € 3ape€ecTpoBaHO TOProOBOI MAPKOI0.

***Stratagene € 3apeecTpoBaHO TOProBO MapKOH.

B.BCTYN

BMr-2 € uneHom nigpoavnHun Alphaherpesvirinae. |HdeKuUil, cnpuYnHeHri
Bipycom npoctoro repnecy (BI), ayxe nowwnpeHi, a ceponpeBaneHTHICTb
BMr-2 y popocnnx konuBaetbcA Big 10 go 25%. IHdekuia BNl y
iMyHOKOMMNETEHTHMX OCi6 3a3BUYall He BUKIIMKAE CEPUNO3HUX Mpobnem 3i
3popoB’am. BIMI-2 3a3Buyai acouiloeTbCA 3 reHiTanbHUM reprnecom. Moxe
BVHUKHYTU peakTuBauifa Bl B LeHTpanbHii HePBOBIN cucTemi, Aka MoXe
CNPUYNHATA LUNPOKNUI CNEKTP KAIHIYHMX CUMMTOMIB Bifi IEFKOrO MEHiHriTy
(MonnapeTa) fo Taxkoro eHuedanity 3i cmepTHicTio ;o 70% 3a BigCyTHOCTI
Tepanii. BMI-1 i BIl-2 Bigpi3HAIOTbCA CBOEI NMOBEAIHKOIO B LIeHTPanbHii
HepBoBin cuctemi (LHC). BMI-2 acouitoeTbcaA 3 MEHIHFITOM Nif Yac NepBUHHKX
iHpeKUin abo cynpoBomKye KNiHiUHi Ta CyOKniHiuHi peakTuBaLii cTaTeBMX
opraHiB. NepBuHHe iHpiIKyBaHHA HOBOHapoaeHMXx abo peakTusauisa BTy
0ci6 3 ocnabneHum iMyHITETOM MOXYTb O6yTV MOB'A3aHi 3 GiNbll BUCOKOO
YaCTOTO MEHIHTITY, TAXKOro eHUedaniTy Ta HebesneyHux iHeKLin ouei.
TeHomu BIT € cknagHUMK i MicTATb ABi YHiKanbHi 06nacTi, AKi Ha3unBaTbCA
YHiKanbHoto gosroto (Y[]) obnacTio i yHikanbHolo KopoTkoto (YK) obnactio. 3
74 sipomux ORF-Bipycis, Y[ MicTuTb 56 BipyCHWX reHis, Togi Ak YK mictutb
nvwe 12.

Bipycu repnecy Bigomi CBO€l0 3AaTHICTIO BCTaHOBMIOBATU HEBUIIKOBHI
iHbekuii Ha Bce XuTTA. JlikyBaHHA 3a3BMYall BKJIOYAE MNPOTMBIPYCHI
npenapaTn 3arajbHOro MpM3HaYeHHA, AKi 3MeHLYTb iHpeKLUilo, ane He
MOXYTb MOBHICTIO il yCyHYTU. HainowmpeHiwmnm npoTrBipycHM 3aco6om €
auuKnoBip abo BanauMKNoBip. 3MeHLIEHHA BipyCHOrO HaBaHTaXeHHA MoXe
3MeHWNTN (i3UYHY TAXKKICTb ypa)keHb, MOB’'A3aHMX 3i Cnanaxom, i KinbkicTb
iHpiIKOBaHMX KNiTUH, WO BUKNAAIOTbCA OPraHi3MOM, 3MeHLLYoUM NMOBIPHICTb
nepepgaui iHWUM.

[iarHocTtuky Bl y HOBOHapoaXeHuX, a TakoX Y AiTel Ta LOPOCANX 3HAYHO
noserwunna HaaBHICTb AiarHOCTUYHWX (HCTPYMEHTIB A BUAB/IEHHA Ta
KinbKicHoro Bu3sHauyeHHs BipycHoi [JHK. KinbkicHa MJIP y peanbHomy vaci €
WBUAKUM, YyTANBUM | cneundiyHUM MmeToaoMm fiarHocTuKm BMT-iHdekuii.

[Tepernagayq AHgpivi Tpukiwa

C. MPUHLUUN TECTY

Habip HSV2DNAQT.CE 3acHoBaHMI Ha aHanisi B peanbHOMy uaci, L0
BUKOpMCTOBYE crieuundiuni Mpaiimepn ta Mpobwu.

AHK BMr-2, suaineHy 3 pgocnigKyBaHoro 6ionoriyHoro 3paska Ha eTani
eKcTpakLii, amnnidikytoTb 3a Aonomoroio cuctemu amnnidikaulii B peanbHoMy
yaci. AmnnidikoBaHU NPOAYKT BUABMAIOTb | BM3HAYalOTb KiNbKicHO 3a

CTaHHAPTHOI  KPUBOK 3a  Jomomorow  npobu  ¢nyopecueHTHOro
KOHTPONIbHOro  6GapBHMKa, cneundiyHoro pAnA  yHikanbHOI reHOMHOT
nocnigoBHocTi BMNIr-2.

leTeponoriyHunm  BHyTpiWwHin  KoHTponb  (BK)  cnyXuTb  KOHTponem

eKcTpaKuii/amnnidikaLii Ana KOXXHOro okpemo 06pobsieHoro 3paska 3 METo
ineHTUdIiKawii iHri6iTopiB peakuil.
Hapaetbca cranpapTHa KpuBa,
HaBaHTaXeHHs.

o AO03BOJIAE BU3HAUYUTU BipyCHe

D. KOMMOHEHTU
CraHpapTHUn dopmaT Habopy 3 KaTt. N© HSV2DNAQT.CE mictutb peareHTn
ona 50 TecTis.

KomnoHeHT Bmicr HSVZDNAQT'CE
50 tecTiB
A
KOA: ALL/MM-4
KOJIbOPOBE Marncrep-mikc x 1 ¢pnakoH/0.825 mn (ml)
KOAYBAHHSA:
MPO30PUN
B X 2 GNAKOHU (PO3UNHUTH
K&J}_I:;X;gc: ﬂi?d)iﬂisOBaHi 3 06'emom ALL/C, .
KOZYBAHHS: Mpaiimepwn/Mpobu | 3a3HaueHUM Ha eTuKeTLi
XKOBTUI ¢narona)
C
KOA:ALL/C
KOJIbOPOBE MG Bopa x 4 dnakoHn/1.5 mn (ml)
KOZYBAHHS:
YEPBOHU
NTC
KOA:ALL/NTC HeraTtnBHMi
KOJIbOPOBE KOHTPORD x 1 ¢nakoH/1.5 mn (ml)
KOAYBAHHSA:
B
STD
KinbKicHui cTaHgapT
(3.5x10° Koniin/mkn )
(1) Niodinizosarmin | 6 dmaK,OHIB (po3unmTi
KinbKicHuit 3 06'emom ALL/C, '
KOQ: HSV2/STD CTanpapT 3a3HAYEHUM Ha eTUKeTUi
KONbOPOBE naora)
KOAYBAHHSA:
YEPBOHUI
I.C.

BHYTPILIHIA KOHTPOT> Niodinizosarnii X2 d)J'IaK'OHI/I (pO3unHUTK
KOA:ALL/IC BHYTPIWHIA 3a3:a?46e:rnjh:|:|;'l;l{|i’emi
KOJIbOPOBE KOHTPOSb

KOAYBAHHS: ¢narona)
3EJIEHUN
. IHcTpyKUia no
IHCTpYKUin 3aCTOCYBaHHIO !

BaxknuBa npumitka: 3a 3anvutom Dia.Pro moxe HapgaTu peareHTn ans 25, 100,
150 TecTiB, AK 3a3HAaUYEHO HUXKYeE:

1. KomnoHeHT A x1 pnakon/0.4 mn (ml) x2 dpnakorn/0.825 mn (ml) x3 pnakonn/0.825 mn (ml)
2. KomroneHT B X1 pnakoH x4 pnakoHn X6 pnakoHis

3. KomnoHeHT C X2 pnakonn/1.5 mn (ml) x4 dpnakonn/1.5 mn (ml) X6 pnakoHis/1.5 mn (ml)
4. NTC x1 pnakon/1.5 mn (ml) x1 dpnakon/1.5 mn (ml) x1 pnakon/1.5 mn (ml)

5. IC x1 pnakoH x4 pnakoHn X6 pnakoHis

6. STD X3 dnakoHn x4 hnakoHn X6 dnakoHis

7. IHcTpyKuis 1 1 1

KinbkicTb Tectis 25 100 150

Kop HSV2DNAQT.CE.25 HSV2DNAQT.CE.100 HSV2DNAQT.CE.150

E.3BEPIFTAHHA TA CTABUIbHICTb

Habip HSV2DNAQT.CE HeobxigHo 36epiratv npu +2...8 °C (°C).

MNicna po3unHeHHa KomnoHeHT B (kopgyBaHHA HSV2/CB) i KomnoHneHT BK
(kopgyBaHHs ALL/IC) cTabinbHi npotsarom 4 micauis npu -20 °C (°C). Micna
po3unHeHHA KomnoHeHT STD (kogosaHuin HSV2/STD) ctabinbHuin npotarom



2 TvxHiB npu -20 °C (°C). AKWO KOMNOHEHTN NOBUHHI BUKOPMCTOBYBATUCA
nnwe nepiognyHo, iX CNif 3amopoXKyBaTv B anikBoTax, CNif YHUKaTh
MOBTOPHOIrO PO3MOPOXYBaHHA Ta 3aMOPOXKyBaHHSA. [onycKaeTbcA nuwie
OfiHE PO3MOPO>KYBaHHS.

F
1
2
3
4,
5.
6
7
8
9

10.
11.
12.
13.

. HEOBXIAHI MATEPIANU, AKI HE NOCTAYAIOTbCA 3 HABOPOM

BigkanibposaHi mikpogo3atopu (0.5 Mkn (ul) < 06’em < 1000 mkn (ul)).
Habip ana ekcrpakuyii AHK.

MG EtOH.

TepMobnoK.

MikpoueHTpudyra.

LTaTmeu ona npobipok.

CrepunbHi $inbTpoBaHi HAKOHEYHUKM 3 aePO30JIbHIM 6ap'epom.
Be3HykneasHi Mikponpobipku.

02 mn (ml) wmikponpobipkn abo MikponnaHwetn ana MNP,
peKkomeHA0BaHi BUpobHUKamy Npunagis ana MJ1P y peanbHomy yaci.
OpHOpa3oBi pyKaBUUKY 6e3 TanbKy.

Tepmouwknep ana MJIP y peanbHomy yaci (¥).

Abcopbytoui nanepoBsi cepBeTKU.

BopTekc abo nogibHi iHCTPYMeHT AnA 3millyBaHHSA.

(*)_YBara: [liicHe Kani6pyBaHHA uncTyx 6apBHUKIB (paitn komnoHeHTiB Pure Spectra) i

boHy (dpaiin KoMNoHeHTiB GOHY) Ma€ BUKOHYBaTUCA PerynapHO.

G. MONEPEAEHHA TA 3ACTEPEXKEHHA

1.

Habopom mnoBMHeH KOpWCTyBaTWCA Jnvwe  KBanipikoBaHWM Ta
HaneXHVM YMHOM MiAroTOBNEHUN TEXHIYHMI NepCoHan Nif HarnAaom
3aBiflyBaya nabopatopieto.

TexHiYHWI MepcoHan MOBMHEH NPOWTW FMNOGOKY NIArOTOBKY LOAO
BMKOPUCTaHHA TepMouMKnepiB Yy peanbHOMY u4aci, MaHinynauii 3
peareHTamn MoneKynapHoi 6ionorii Ta npotokonis amnnidikawii MNJIP y
peanbHOMYy yaci.

OnAa npoBefeHHA Takoro TWny aHanisy Habip HeobxigHo
BMKOPWCTOBYBaTK B Nabopatopii, cepTudikoBaHili Ta KeanidikoBaHiii
HauioHaflbHUM oOpraHoMm y Ui ranysi (MiHiCTepcTBOM OXOpPOHWU
340POB’A YN aHANOTIYHUM OPraHoM).

Becb nepcoHan, sikuii bepe yyacTb y NpoBefeHHi aHasi3y, NOBMHeH
HOCUTU 3aXWCHW NabopaTopHU OfAT, PyKaBUUKU 6e3 TanbKy Ta
okynsipu. Cnifl yHUKaTW BUKOPUCTaHHA ByAb-AKUX rocTpux (ronku) abo
pixkyumx (nes) npucTpoiB. Becb 3anyyeHnin nepcoHan noBUHeH GyTu
HaBUYeHUI npoueaypam 6iobesneku, AK pekomeHpoBaHO LleHTpom
KOHTpONIO 3axBoptoBaHb, ATnaHTa, CLLUA, a TakoX noBigoMnAeTbca B
ny6nikauii HauioHanbHOro iHCTUTYTy OXOpOHU 3A0poB'A: «biobe3neka B
MikpobionoriyHux Ta 6iomeanyHux nabopartopisax», ua. 1984 pik.

Becb nepcoHan, AKni 3alMa€eTbcA 06POOKOIO 3paskiB, NOBMHEH GyTU
BakUMHoBaHWA npotun BIB Ta BIA, AnAa AKMX BaKUWHW AOCTYMHI,
6e3neyHi Ta epeKTUBHI.

JlabopaTopHe cepefoBulLe CMifi KOHTPOMOBAT TaKUM UYMHOM, LWO6
YHUKHYTW 3abpyfdHeHb, Takmx AK nun abo MiKpoopraHiamu, wWwo
YTBOPIOIOTbCA B NOBITPI.

KomnoHeHTn A i B € cBiTnouytamsumun. 3axucTitb iX Big BRAUBY
CMNIbHOTO CBiTNa.

YHuKaiTe Bibpauii cTona, Ae NpoBOANTLCSA BUNPOOYBaHHS.
OTpumaBwun Habip, 36epiraiTe noro npu Temnepatypi 2..8 °C (°C) y
XONOAUIBbHUKY 3 KOHTPOJNEM TemnepaTypu abo B XONOAHIN KiMHaTI.

He o6MiHIONTE KOMMOHEHTU MK Pi3HAMM NapTiAMM  HabopiB.
PekoMeHay€eTbCs, o6 KOMMOHEHTM MiXK IBOMa Habopamu ofHiei napTii
He 3amiHioBanmncsA.

MNepekoHalTecs, Wo peareHTV MPO30pi Ta He MICTATb BUANMUX BaXKKNX
YacTMHOK abo arperaTiB. fKIWO Hi, MOpeKOMeHAyWTe 3aBifylouomy
nabopatopii po3noyat HeobxigHi NpoLeaypw i3 3amiHn Habopy.
YHukante nepexpecHoro 3abpyfHeHHA MiXK 3paskamu,
BMKOPUCTOBYIOYM OAHOPA30Bi HAKOHEUHWKM Ta 3MiHoloun X nicna
KOXKHOrO 3pa3sKa.

YHUKalTe nepexpecHoro 3abpyAHEHHA MiX peareHTamu Habopy,
BMKOPUCTOBYIOUM OAHOPA30Bi HAaKOHEUHUKM Ta 3MiHIO0YM X MiXK
BVKOPUCTAaHHAM KOXHOTO 3 HUX.

He BuKopucToByiTE Habip micnA 3akiHUEHHA TepMiHy NPUAATHOCTI,
3a3HayYeHOro Ha 30BHILLHI eTUKeTLi KOHTelHepa.

PosrnsagaiTe BCi 3pa3ku AK NOTEHUINHO iHeKLUiliHi. 3 yciMa 3pa3kamu
KpoBi/nna3mu/CMP ntogunHM cif, NOBOAMTUCH Ha piBHi 2 6iobe3neku, Ak
Le pekomeHgaye LleHTp KOHTponio 3a 3axBoptoBaHHAMY, ATnaHTa, CLUA,
BiiNOBiAHO o Ny6iKaLii IHCTUTYTY OXOpoHM 380poB'A: «biobe3neka B
MiKpobionoriyHyx Ta 6iomeanyHmx nabopatopisax», BuA. 1984 pik.
36epiranTe Ta eKcTparyinte 3pa3kum OKPeMO Bif iHWWUX peareHTiB Ta
BMKOPUWCTOBYITE OKpeMe NpUMILLEeHHA AnA poboTu 3 HUMMK.

lMepernagay AHgpivi Tpukiwa

17.

19.

20.

21.

22.

23.

Po3umHiTb niodinizoBaHi peareHTM 3 NpaBWIIbHOK  KiNbKICTIO,
3a3HayYeHoI0 Ha eTUKeTKax, BOAN MoneKynapHoro Knacy (KomnoHeHT C,
kogyBaHHs: CC), Lo NOCTaYaEeTbCsA B HAbopi.

BukoHyinTe BcCi poboui onepauii fAkomora wBuglwe, 36epiraioun
KOMMOHEHTU Ha NboAy abo B OXONOAXKYBaNbHOMY 6110Li.

Po6ounin npouec nabopatopii Ma€ BifbyBaTNCA B OAHOCNPAMOBaHOMY
HaMpAMKY, MouyMHaloun 3 30HM eKCTpaKLii Ta nepexoasaun A0 30H
AmnnidikaLii Ta AHanisy aaHux. He noBepTaiiTe 3pa3ku, obnapHaHHA Ta
peareHTU B 30Hy, fie 6ynu BUKOHaHi nonepegHi Aii.

BukopurcTaHHA 0fHOPa30BOro NIacTUKOBOro NOCyAy PEKOMEHYETbCA
ONA NPUroTYBaHHA PIAKUX KOMMOHEHTIB abo [AnA nepeHeceHHA
KOMMOHEHTIB Ha aBTOMaTu30BaHi poboui Mmicua, Wob YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

Bigxoawn, wWo yTBOpPUAMCL Nif 4Yac BUKOPWUCTAHHA Habopy, cnif
yTUni3yBaT BiANOBIAHO A0 HaUiOHaNbHWX AVMPEKTUB Ta 3aKOHIB, L0
CTOCYI0TbCA NabOPATOPHUX BiAXOLIB XiMiUHMX Ta 6iONOTIYHUX PEYOBMH.
30Kpema, PpigKki BiAxoaw, WO YTBOPIOIOTbCA BHACNIAOK npoueayp
eKCTpaKLii, MOBUHHI 6yT 06pobneHi AK MOTeHUiHO iHbEeKLiNHNN
MaTepian Ta iHaKTMBOBaHi Nepep yTunisadieto. He gonyckanTe KOHTaKTy
BiXOAiB eKcTpaKLii 3 Biab6inoBayem.

BunagkoBi po3nuBM 3paskiB Ta Mig 4Yac pobOTU MNOBMHHI OyTU
aacop6oBaHi  ManepoBMMM  PYLUHMKaMK, 3MOYEHVMMMK MOOYTOBUM
Big6inioBayem, a notim Bogoto. MoTiM PYLWHMKK Cnif yTUnisyBatn y
HanexHi KOHTENHepW, Npu3HayeHi AnA nabopaTOpPHUX/NiKapHAHUX
Biaxoais.

IHWi BigXoAW, WO YTBOPIOKTLCA BHACTIAOK BUMKOPWCTaHHA Habopy
(NprKnaa: HaKOHEUYHVKK, WO BUMKOPUCTOBYIOTbCA ANA 3pasKiB), chif
06pobnATN AK NOTEHLINHO iHEeKLiHI Ta yTURi3yBaTW BIANOBIAHO O
HaLioOHaNbHNX AUPEKTUB Ta 3aKOHIB, WO CTOCYIOTbCA NabopaTopHUX
BiAXoAiB.

H. 3PA3KW: NIArOTOBKA | PEKOMEHALII

1.

11.

KpoB 3ab1paeTbcsA aceNTUYHO LLIAXOM BEHENYHKLl, i MiAroToBnioeTbCs
nnasma 3 3acTOCyBaHHAM CTaHAAPTHWUX METOAMK MiAroTOBKM 3paskis
INA KNiHiYHOro 1abopaTopHOro aHanisy.
3abip cnuHHOMO3KoBOT pignHKn  (CMP)
LUNAXOM JIlOMOaNbHOT MyHKLT.

MopgHoro BNAMBY He cnocTepiranocAa nNpu NPUroTyBaHHI 3paska 3
umTpaTom um EATA.

YBara: l'enapuviH (=10 MO/mn (IU/ml)) BnnvBae Ha peakuii MJ1P.

He cnig BUKopucToBYBaTW 3pa3ku, 3ibpaHi B Npobipku, WO MiCTATb
rernapuvH B AKOCTi aHTUKOArynaHTy. Takox He MOXXHa BUKOPUCTOBYBaTH
3pa3KuM NaUi€HTIB i3 renapuHoOMm.

YHuKanTe 6yb-AKOro fJoaBaHHA KOHCEPBAHTIB [0 3pa3kKiB.

3pa3ky NOBUHHI ByTL UiTKO ifeHTUdIKoBaHi kofamn abo Ha3Bamu, o6
YHVUKHYTW HEMPaBWUbHOIO TlyMayeHHsA pe3ynbTaTiB.

lemoni3oBaHi («4epBOHI») Ta NOMITHO rinepainemMiyHi («MOOYHI»)
3pasku He CNifi BUKOPWUCTaTK, OCKINbKN BOHU MOXYTb NPU3BECTU [0
XNOHUX pe3ynbTaTiB. 3pa3Ku, WO MiCTATb 3anunwKn GibpuHy abo BaxKmx
YaCTUHOK u4M MIKPOGHi HWUTKM Ta Tina, He i BMKOPWCTOBYBATH,
OCKIJIbKN BOHW MOXYTb MPU3BECTU [0 XUOHVX pe3ynbTaTiB.

Mnasmy Ta CMP, AKWO BOHN He BMKOPUCTOBYIOTbCA HeranHo, nicna
360py HeobxigHO anikBoTyBaTW Ta 36epirati npm -20 °.. -80 °C (°C).
3pa3ku MoXKHa 36epiraT 3amopoxeHumun npu Temnepatypi -80 °C (°C)
NPOTArom Kinbkox MicAuiB. byab-Aki 3aMopoxeHi 3paskm He cnif
3aMOPOXKYBaTW/PO3MOPOXKYBaTU OiNnblue OAHOrO pasy, OCKINbKW Le
MO>Ke BMAVHYTW Ha pe3ynbTaT TecTy.

3pa3ku nnasmu ans ekctpakuii JHK HeobxigHo BigbupaTtu BignoBigHO
O 3BMYalHMX nabopaTopHux npoueayp. 3pas3ku nnasmm 1a CMP
TpaHCNopTyBaTyh Ta 36epirati npu +2-8 °C (°C) NpoTArom Makcumym 4
rOAVH, iX MOXHa 36epiraTy 3amopoxeHumm npu -20 °C (°C) Makcumym
30 gHiB abo npw -70 °C (°C) npoTaArom 6inbLL TpMBanoro nepiogy.

[ins onTumanbHOro 36epiraHHA 3paskiB MV PEKOMEHIYEMO PO3LinnNTK
X Ha KinbKa anikeoT (MiHiManbHuii 06'em 300 mkn (ul)) i 36epiratn
3amopoxeHumm npu -20 °C  (°C) makcumym 30 aHiB abo -70 °C (°C)
npoTArom 6Ginblw TpuBanoro nepiofy. YHWKanTe NOBTOPHUX LMKNIB
3aMOpPOXYBaHHA/PO3MOPOXKYBaHHA.

BukopuncTtoByloun  3amMOpOXeHi  3pa3ku,  PO3MOpOXyihTe  iX
6e3nocepefHbO Mepen  eKCTPaKUi€l, Wo6 YHUKHYTU MOXAMBUX
BMNaAKiB Aerpagauii HyKneiHoBoi KNCNOTK.

3pa3sku LinbHoi neprdepnyHoi Kposi Ana ekcTpakuii AHK noBrHHI 6yTu
3i6paHi B EATA 3rigHo 3  pekomeHzauismu  nabopatopil,
TpaHCnopTyBaTMcA Ta 36epiratuca npu +2-8 °C (°C) npoTsarom
MakcMmyM 3 [HiB. He 3amopoxxyiTe 3pasky UinbHOI nepudepunyHoi
KPOBI, W06 YHUKHYTV Ni31Cy KNITWH i BTPaTX BipyCHOrO TUTPY.

npoBoaAnTbCA acenTuyHoO



1. NIArOTOBKA PEATEHTIB | 3SACTEPEMXEHHA

Maiicrep-mikc:

KomrioHeHT A. TOTOBWIA O BUKOPUCTaHHA. Mepen BUKOPUCTaHHAM Jobpe
nepemilanTe Ha BOPTEKCi Ta LeHTPUYryiiTe NPOTArOM HEBENMNKOTO Bifpi3Ky
yacy, Wwob 3ibpaTi BeCb 06'em.

MOMNEPEAXEHHA: KomnoHeHm A yymnueuii 0o ceimna. 3axucmime (io2o
8i0 ennusy cunbHo20 ceimna.

Mpaiimepu/Mpo6n:

KomroHeHT B.

. LienTpudyryite pnakoH npu 11000 06/x8 (rpm) NpoTArom 1 XBUAKHN.

. Ob6epexHOo  BigKpuiiTe KpulwKy ¢nakoHa, YHMKaloum Aucnepcii
MOPOLLKY.

. MoBHicTIO po3umnHiTL JliodinizoBaHnii KomnoHeHT B 3 o06'emom
KomnoHeHTa C (Kog: ALL/C), 3a3HaueHMM Ha eTrKeTLi dnakoHa.

. TpymanTe MOro Ha CTONi MpuUHaMMHI 10 XBUAWH NpWU  KiMHATHIA
Temnepatypi (15 °C (°C) < KT < 25 °C (°C)).

. MepemiwarnTte Ha BOpTEKCi.

MNMOMNEPEAXEHHA: KomnoHeHm B yymaueuti do ceimna. He niodasaiime
tio2o 8n/iusy cunbHoz2o ceimna.

MG Bopa:
KomrnoHeHT C. TOTOBWIA 1O BUKOPUCTAHHA.

HeratuBHuin KoHTponb:
NTC ToTOBMIN O BUKOPUCTAHHS.

CraHpapTHa KpuBa:

ST1D.

. LienTpudyryinte pnakoH npm 11000 06/xB (rpm) NPoTArom 1 XBUIMHN.

. ObepexxHo  BifKpuiiTe KpuliKy ¢nakoHa, YHMKaloun Aucnepcii
MOPOLLKY.

. MoBHicTio po3unHiTh JliodinizoBaHnit STD 3 o6'emom KomnoHeHTa C
(kog: ALL/C), 3a3HauyeHMM Ha eTUKeTLi PpnakoHa.

. Tpumaite oro Ha cToni NpuHa¥MHi 10 XBWAWH NPWU  KiMHATHIN
Temnepatypi (15 °C (°C) < KT < 25 °C (°Q)).

. MepemiwarnTte Ha BOpTEKCi.

. MNigroTyinte 4 6e3HyKneasHi NPOGipPKN AfiA NPUroTyBaHHA CTaHAAPTHOT
KpWBOI.

. HanawTyiite cepitte po3seaeHHa 1:10 y KomnoHeHTi C (koa: ALL/C),
Wob OTPUMATU TOUYKWU CTAHAAPTHOI KPUBOI, AK OMNWCAHO B Tabnuui

HUXKYe:
MNigrotoBka CTaHAapTHOI KPUBOT

Kani6pato [Nlopaiite 06'em KomnoHeHTa C

STD parop (koa: ALL/C), Ak HanncaHo Ha

350000 koniin/mkn (pl) eTUKeTUl dnakoHa

10 mkn (ul) (STD) + 90 mkn (pl)

STD1 | 35000 koniit/micn (pl) KomnoenTa C (kog: ALL/C)
- 10 mKkn () (STD 1) + 90 mkn (ul)
STD2 3500 koniit/mn (i) KomnoHeHTa C (kop: ALL/C)
. 10 mkn (ul) (STD 2) + 90 mxn (ul)
STD3 350 konidt/min (pl) KomnoHeHTa C (koa: ALL/C)
STD 4 35 Konidi/micn () 10 mkn () (STD 3) + 90 mkn (ul)

KomnoHeHTa C (koa: ALL/C)

BHYTPpIilWHil KOHTpONb:

LC

. LeHTpudyryiite dnakoH npu 11000 06/x8 (rpm) NpoTarom 1 XBUANHW.

. Ob6epexxHO  BifKpuiiTe KpulKy ¢nakoHa, YHMKaloum Aucnepcii
MOPOLLKY.

. MoBHicTIo po3unHiTb NliodinizosaHunin I.C. 3 06’emom KomnoHeHTa C (Kog:
ALL/C), 3a3HaueHMM Ha eTUKeTLi pnakoHa.

. TpumanTte Moro Ha cToni NpuHaMHi 10 XBWUAWH NPWU  KiMHaTHIN
Temnepatypi (15 °C (°C) < KT < 25 °C (°C)).

. MepemiwanTte Ha BOpTEKCi.

L. APUNAAN TA IHCTPYMEHTW, WO BUKOPUCTOBYIOTbCA B

KOMBIHAL}IT 3 HABOPOM

1. MikpopgosaTopm MoBuHHI OyTn BiAKanibpoBaHi, a TakoX MOBWHHO
NPOBOANTUCA  perynapHe 3He3apaxeHHA (nobytosuii cnvpt, 10%
po3umH BiabinoBaya, aesiHdikyoui 3aco06M MeAUUHOro NPU3HaYeHHs)
TUX YaCTUH, AKI MOXYTb BMNa[IKOBO KOHTaKTyBaTy 3i 3pa3kom. Ix Takox
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cnip perynapHo o6cnyroByBaTi, LWO6 MoKasaTy TOYHICTb 1% Ta
npasauBICTb +/- 5%.

2. Hab6ip pna ekcrpakuii: Habip HSV2DNAQT.CE npusHaueHuin pns
BUKOPVCTaHHA TiNbKM B KOMGiHaLii 3 Habopom QlAamp DNA Mini 3
kofom: 51306 (QIAGEN), Habopom NucleoSpin Blood 3 kogom: 740951
(Macherey Nagel), Habopom NA Body Fluid 3 kogom: D-2021

(Chemagen, po3snosciogkyetbca Dia.Pro). KiHueBi KopucTtyBaui
NOBWHHI CYyBOPO AOTPMMYBATUCA [HCTPYKLIT 3 BUKOPUCTAHHA, HaJaHOI
BUPOBHMKaMU.

3. Tepmouuknepu B pexuMi peanbHOro uacy Ta nporpamHe
3a6e3neyeHHs npunapy. Ha6ip HSV2DNAQT.CE npur3HaueHuin ans
BUKOPUCTaHHA TiflbkKW B MOEAHaHHI 3 Tepmoumknepamu Anda
BM3HaYeHHsA B peanbHoMmy yaci ABI 7500, nporpamMHmm 3abe3neyeHHAM
SDS Bepcii 1.3.1 (Applied Biosystems), MX3000P, nporpamHum
3abe3neveHHAM MxPro Bepcii 4.01 (Stratagene) Ta CFX96 RTS,
nporpamHum 3abesneyenHam CFX manager Bepcis 1.7, Biorad).
KiHueBi KopucTyBaui NOBWHHI CyBOPO AOTPMMYBaATUCA IHCTPYKLUiT 3
BMKOPUCTaHHA Npunagis, HagaHoi BUPOOHMKaMU.

M. KOHTPOJIb TA MAHINYNALYT 4,0 MPOBEQEHHA AHANI3Y

1. MepeBipTe TepMiH NPUAATHOCTI Habopy, HaAPYKOBaHWIA Ha 30BHILLHIl
eTnKeTLi KOpobKu 3 Habopom. He BuMKOpuUCTOBYWTE, AKWO TEPMiH
NpPVAATHOCTI MUHYB.

2. [epekoHaiTech, WO PiaKi KOMMOHEHTW He 3abpyAHEHi YacTUHKaMu abo
arperatami, BUAVMUMK HEO36POEHMM OKOM. [NepeBipTe, UM Ha AHI
¢dnakoHiB 3 niodini3oBaHNUMM KOMMOHEHTaMM MPUCYTHIR  Jobpe
cpopmoBaHuii arperart. NepekoHanTecs, Wo Npy TPaHCNOPTYBaHHI He
CTanocA NOIOMOK | He NPONNTO PiANHN BCepearHi KOPOOKN.

3. Po3uumHitb JliodinisoBaHi KOMMOHEHTVM 3 BIAMOBIAHOW KiNbKICTIO
KomnoHeHTa C (Koa: ALL/C), sk onncaHo y BignosigHomy po3gini (1).

4. YBIMKHIiTb Tepmouuknepu, nepesipTe HanawTyBaHHA Ta
nepeKkoHamnTecs, Wo BUKOPUCTOBYETE NPaBUSIbHWI NPOTOKON aHanisy.

5. CyBopo  [oTpuMyMTecb MOCiOHMKA  KOpUCTyBauya, HafjaHoro
BUPOOHMKaMU, ANA NPaBUIbHOTO HanalTyBaHHA TEPMOLMKNIEPIB Ais
BM3HAYEHHA B PEXUMi peanbHOro yacy.

6. [epeBipTe, un BCTAHOBMEHI MiKPOA03aTOPY Ha HEOOXiAHWI 06'EM.

7. TlNepeBipTe, uMm Bce iHWe o06NafHaHHA [OCTYMHE Ta roToBe JO
BUKOPUCTaHHA.

8. Y pasi BUHMKHEHHSA Npobniem He NPOJOBXKYIiTe TeCTyBaHHsA i NoBigoMTe
npo Le KepiBHMKa.

N. MPOLEAYPA AHANI3Y
AHani3 NoBMHEH MPOBOAWUTUCA BIiAMOBIAHO A0 TOrO, WO MNOBIAOMIAETHCA
HUXKYe.

N.1 Exkcrpakuia HK
Kpok ekctpakuii reHomHoi JHK BIl-2 mae npoBoanTUCA BUKIIIOYHO B
NOEAHaHHI 3 TakKMy Habopamm:

Ha6opwu ana pyuHoi eKcTpakuii

A Koa
Marepian Onuc Bacany Bupo6HuK
Mnasma/CMP Nucleospin Blood 740951 MN™
Mnasma/CMP Habip QlAamp DNA mini® 51306 Qiagen™

Hab6ip ana aBromaTnyHoi eKcTpakuii B noegHaHHi 3 DIA.FASTEX

8 Kop
Marepian Onuc haGopy Bupo6Huk
Mnaswa/cMp | 1aOIPNABody 15 5051 Chemagen,
Fluid anctpnbyetbea Dia.Pro

BupinenHa OHK HeobxigHO nMpoBOAMTM TifbKK BignoBiAHO Ao IHCTPYKLUiT 3
ekcnnyartaduii (QIAGEN™, MN™, Dia.Pro).

Baxknuea npumimka: Y npouefypax eKcTpakuii HeobxifHO cyBOpoO
BMKOPWCTOBYBATW HACTYMHi 06'emu:

Onuc 06'em 3paska 06'em entoloBaHHA
mKn (pl) mKn (pl)
Nucleospin Blood 200 100
Habip
QlAamp DNA mini® 200 100
Habip
NA Body Fluid 200 100




[OHK, 3i6paHy i3 3pa3KiB, He BMKOPWCTaHy Nif Yac aHanily, cnig 36epiratn
3amopoxeHoto (-20 °C (°C)/-80 °C (°C)).

Baxxnuea npumimka: /.C. Habopy HSV2DNAQT.CE MoxHa BUKOpUCTOBYBaTH
B ripoLjenypi 3071411 5K KOHTPOJIb EKCTPAKL].

3HayverHHsA Ct BHyTpilwHboro KOHTPO/IIO BUKOPUCTOBYETHCA AJ1A OLIiHKM TOro,
4y 6yna npoyeqypa exkcrpakyii JHK sukoHara npasuibHo (gus. po3gin Q).

Ana yvozo 3acmocyearHs

—  Habip Nucleospin Blood ma QIAamp DNA mini: fJodatime 5 mkn (ul)
I.C. 0o 6ycepa ona nizucy ma cymiwi 3paskie i npodoexyiime,
dompumyio4ucb iHcmpykyii 3 ekcnnyamayii, Ha0aHoi eupo6HUKom
Habopy ona ekcmpakuyii.

—  Hab6ip NA Body Fluid: lodaiime 5 mkn (ul) I.C. 0o 6ychepa onsa nisucy
ma cymiwi 3paskie i npodoexyiime, dompumy4uce iHcmpykyid,
HadaHux eupobHuKom Habopy 0ns ekcmpakuyii.

N.2 NocraHOBKa peakuii

Hab6ip HSV2DNAQT.CE npu3sHauyeHuii OnA BUKOPUCTAHHA BUKIIOYHO B
kom6iHauii 3 ABI 7500 (nporpamHe 3abe3sneueHHs SDS Bepcii 1.3.1, Applied
Biosystems), MX3000P (nporpamHe 3abesneueHHAa MxPro Bepcii 4.01,
Stratagene) Ta CFX96 (CFX manager Bepcii 1.7, Biorad).

N.2.1 NigroroBka MJ1P
Baxxnueo: [lpuknag cxemn [403yBaHHA HaBegeHo B Po3gini O. byap nacka,
3BEPHITLCA O HbOIO MePES roYaTKoOM ONePAaL|ivi, OMCaHnx HUXYe.

. MigrotynTe KOMNOHeEHTH, AK onucaHo B Po3gini l.

. MNigroTynte HeobXigHy KinbKicTb peakuiiHux npobipok abo 96-
JIYHKOBUI peakuinH1A nnaHweT AnA AOCNigKyBaHUX 3pa3KiB Ta AnAa
CraHZapTHOT KpUBOI (MiAroToBNEHOI, AK onrcaHo B po3gini |).

Baxxnuea npumimka: Bukxopucrosyvite e onTuyHi npobipku abo
MIKPOMIaHIWETY, PEKOMEHJOBAHI BUPOOHUKaMU  TEPMOLUKIEPIB AJIA
BU3HAYEHHS B PEXVUMI PEAIbHOro Yacy.

. BpaxyiTe, Lo 3pa3Kku, AKLLO Lie MOXIMBO, MOBMHHI OyTW aHani3oBaHi B
oyonsax.
. BkniouiTb nprHaimMHi 1 npo6ipky ana NTC (HeraTUBHMWI KOHTPONb).

. 3aBaHTaxTe npobipkn B Tpumau Tepmobnoky Tepmoumknepa AnA
BM3HAYEHHA B PEXUMi peanbHOro yacy.

. MicnAa  onepauin  HanawTyBaHHA, ONUCAHUX Yy
(MporpamyBaHHA Npunagy), 3anycTitb TepmouunKknep.

Po3pini N3

Baxxnuea npumimka: JiodinizoBaHi KOMMNOHEHTU NiCNA PO3YMHEHHA B
KomnoHeHTi C (MG Boga) cTabinbHi He Ginbwe 3 rognH npu 36epiraHHi Ha
nobogy abo npu Temnepatypi 2-8 °C (°C).

HanpukiHui po604oro AHA HaNEXHMM YMHOM YTURI3YIATE 3aNNLLKU MaTepiany
Touok po3BeaeHHA STD.

HeBukopuctanuin o6'em KomnoHeHTa B, STD Ta I.C. MOXHa 3aMOpO>KyBaTu
npwu -20 °C (°C) i BUKopucToByBaTW, AK onmncaHo B Po3pini E.

N.3 MporpamyBaHHa npunany
[ina nporpamyBaHHA npunagy 3BepHITbCA A0 IHCTPyKUii 3 ekcnnyaTauii
npwnagy, HaaaHol BUPOBHMKaMW.

Baxxnuea npumimea: /51 Mx3000P BCTaHOBITb «HanalTyBaHHA Mi4CnaeHHA
@inbTpar: ROX = x1, FAM = x8, VIC/JOE = x1. (gus. IHCTpyKUito 3 excrinyarayii
nporpamHoro 3abesneqyerHHs MxPro™ QPCR, crop.41).

N.3.1 TemnepatypHuii npodinb
TemnepaTypHuit npodinb HaBeAeHO B TabAMLi HUXKYe:

Kpok Liukn Temnepartypa Yac
1 1 50°C (°Q) 2 XBUIMHW
2 1 95°C (°C) 10 XBUNWH
3 50 95 °C (°C) 15 cekyHp
60 °C (°Q) (¥) 1 XxBUIMHA

BAKJIUBA MPUMITKA: (*) KpoK ans 360opy AaHNX y peaibHOMY Yaci.

MOMEPEAMKEHHA: Hanawtyiite Tepmounknep AnNA BM3HAUYEHHA B PEXUMI
peanbHOro yacy 3 npaBuibHUM TemnepaTypHum MNpodinem, foTprMylOUMCh
nocibHrKa KopucTyBaya, HaflaHoro BUPOOHUKOM Npunagy.

N.3.2 Bubip [letekTopiB
[oTprmytounch IHCTPYKUIN 3 ekcninyaTauii TepmoumKnepis AnAa BU3HaYeHHA
B peXumi peanbHoro yacy (ABI 7500, BioRad CFX96 Ta MX3000P Stratagene),

e [Mpurotyiite Amnnidikauiiny Cymiw gns  3paskis, NTC Ta BnbepiTb [leTekTopw, 3a3HadeHi B Tabnuui Hkye:
CTaHAAPTHOI KPUBOI, AK MOKA3aHO B TabnnLi H/XYe:
BuaBneHHsa Penoprep FacHuk
BIr-2 FAM HednyopecueHTHUI
(1.C. ak AMnni¢ikauiiiHnii KOHTpoOnb) BHyTpiwHin Kontpons (I.C.) JOE/VIC HednyopecueHTHUIA
MNacuHun CtaHgapT ROX He npucyTHin
KinbkicTb peakuin x1 x12
A Mawcrep-Mikc 12.5 mkn (ul) 150 mkn (ul) NONEPELKEHHA: HanawTynte Tepmouuknep ANA BM3HAYEHHA B peXUMI
B Mpaiimepu/Mpo6u 2 mKn (ul) 24 mkn () peanbHOro yacy 3 BiAMOBIAHUMM HaNALWTYBAaHHAMU 3riAHO 3 MOCIOHMKOM
1.C. BHYTPpiLHii koHTponb | 0.5 mkn (ul) 6 MKn () KOpUCTYBaYa, HafaHoro BUPOGHNKOM.
Ba:,a:,:;"" 15 mKn (ul) | 180 mkn (pl) 0. CXEMA AHAJI3Y

Baxxnuea npumimka: Axio BHYTPILLIHI KOHTPO/Ib 6YB JofaHWA Mjg 4ac

npoyegypy sugineHHa HHK, npurotysite Amnnigikauiliny cymiw g7
3paskie Ak MokasarHo B TabnLi HuxYe:

KinbkicTb peakuyin x1 x12
A Mawcrep-Mikc 12.5 mkn (ul) 150 mkn (ul)
B Mpaimepu/Mpobu 2 mkn (pl) 24 mKn (pl)
C Bona MG 0.5 mkn (pl) 6 mkn (ul)
3aranbHui1 06’em 15 mkn (pl) | 180 mkn (pl)

N.2.2 Mpoueaypa amnnidikauii

. BHecitb 15 mkn (pl) AmnnidikauiinHoi cymili B KOXHY peakuiiiHy
npobipKy abo NyHKy MiKponiaHLueTa.

. Hopante 10 mkn (ul) 3paskiB, NTC Ta cTtaHAapTHOI KpuBOi [0
peakuinHmx Npobipok.

. LLlinbHo 3aKpuiiTe peakuiHi Npobipku.

. LieHTpudyrynte peakuiiHi npobipku npu 2000 06/x8 (rpm).

. He 3anuwaiite peakuiiiHi Npobipkn Npu KiMHaTHIN Temnepatypi (KT)
6inbLue HiX Ha 30 XBUAVH i Mig BNIMBOM CBiTNa (HaKpuiiTe NpobipKu).
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Hwkue HaBeaeHo Npuknag cxemun o3yBaHHA ana KinbkicHoro aHanisy:

Mikponnanwem a6o npob6ipku

1 5 5
STD 1
A 35000 koniit/mkn (ul) 3pasok 4
STD 2
° 3500 koniit/mkn (ul) 3pasok 5
STD3
¢ 350 koniit/mkn (ul) 3pa3ok 6
STD4
P 35 koniit/mkn (ul) 3pasok 7
E NTC 3pa3ok 8
F 3pasokK 1 3pazok 9
G 3pasok 2 3pasok 10
H 3pa3okK 3 3pasok 11

CkopoueHHa: NTC = HeratusHuin KoHtponb; STD 1, 2, 3,4 = CtanpapTHa Kpuea JHK Bl -
2,3pa3ok 1, 2,31 T. 4. =3pasKku, WO OLHIOTbCA.

P. BHYTPILUHIN KOHTPOJ1b AKOCTI
P.1 HanawTtyBaHHA nepes NOYaTKOM aHanisy

MNepepn nouaTKom aHanisy:
- BctaHoBiTb  «Baseline/lMoyaTkoBi
dnyopecueHLii), AK 3a3HaYeHO HuXKYe:

ymoBu»  (piBeHb  $oHOBOI



«Baseline/lloyaTkoBi ymoBu»
ABI™PRISM® 7500 . .
SDS ABTOMAaTVMYHO BCTAaHOBJIEHi MOYaTKOBI YMOBU
STRATAGENE™ ApanTuBHi No4aTKOBi yMOBM i}
MX3000P® BaknuBe 3ayBaxeHHA: He Bukopucrosyvire
anroputm Mx4000 v1.00 - v3.00
BIORAD™ CFX96° ABTOMaTMYHO PO3paxoBaHi NOYaTKOBI yMOBMU

ABI™PRISM® 7500 SDS - STRATAGENE™
MX3000P°- BIORAD™ CFX96°
[aHi 3anycKy 3pa3kKa BipycHe HaBaHTax<eHHA BMIr-2
BMr-2 (koniin/mkn (pl)) (komin/mkn (pl))
Kinbkictb > 2.7E+08 BipycHe HaBaHTaxeHHsA BII-2 > 2.7E+08

3.00E-01 < KinbkKicTb <
2.7E+08 KIJIbKICHA OLJIHKA

—  BcraHoBitb BpyuHy «Threshold/Mopir» dnyopecueHuii FAM/JOE/VIC.

«Threshold/Mopir» ¢nyopecueHuii FAM

ABI™ PRISM® 7500 SDS 0.15
STRATAGENE™ MX3000P° 0.15
BIORAD™ CFX96° 400

«Threshold/Mopir» ¢pnyopecuyenuii JOE/VIC

KinbKictb < 3.00E-01

BipycHe HaBaHTaxkeHHsA BII-2 < 3.00E-01

BAXJIUBA MPUMITKA: [1na KinbKiCHOro BU3HauyeHHsA 3pa3KiB 3BEPHITbCA O
Posginy R.

PesynbTtaty, oTpumaHi 3 Habopom, kaT. N¢ HSV2DNAQT.CE, HeobxigHO
iHTepnpeTyBaT 3 ypaxyBaHHAM KNiHIYHMX CMMOTOMIB Ta  iHWMWX

nabopaTopHKX NapamMeTpiB, MOB'A3AHUX i3 CTAHOM MaLieHTa.

Moxnusumn € HaCTyI'IHi pe3ynbtatu:

ABI™PRISM® 7500 SDS 0.1
™ ®
STRATAGENE™ MX3000P 0.02 Ta6nuus ycyHeHHA HecnpaBHOCTel
BIORAD™ CFX96° 350
FAM JOE/VIC Pesynbrar NEPEBIPUTU
P.2 AHani3s gaHux BAXJINBO: KoHueHTpauia AHK BIr-2,
MepeBsipka kanibpaTopis STD BUKOHYETLCA LWOPa3Y, KOMN BUKOPUCTOBYETHCA . BaWa 33 100  konmii/mkn (W)
p. p P P . Y wop Y' . P . Y . KOPEKTHUN (no3utuBHuMiA curHan FAM), moxe
Habip, Wob6 nepeKkoHaTNCA, WO iXHi 3HaueHHA Ct BiANOBIAAIOTb OUiIKyBaHWM i 3PA3OK + - PE3YNBTAT npussectn  fio  HUKEHOTO  abo
. Hesigomui .

BKa3aHUM y Tabnuui Huxye. [losurnsrnii BIACYTHbOrO $nyopecueHTHOro
curHany BryTpiwHboro Kontponio 1.C.
3a paxyHOK KOHKypeHLii peareHTis.

ABI™PRISM® 7500 SDS/STRATAGENE™ MX3000P°® 1. wob KOMMOHERTN Gynm
MNepesipka FAM Bumorn nin;OTosneHinpanano; .
- 2. wob B Npouenypi aHaniy He 6yno
STD 1 19.0 < Ct (Moporosui ynkn) < 21.0 YBATA! HOMYLIEHO OBHOT MOMATIKM:
3. wob BrbpaHMMM GapBHUKamMK Ana
BIORAD™ CFX96° MOXIBICTb: BUABNEHHA Bynu:
FAM pna BusaneHHa BII-2 i
Mepesipka FAM Bumornu 3PA30K i i IHriGyBarHs, JOE/VIC ans Busenenns 1.C;
STD 1 20.0 < Ct (I'Ioporosvuh LWIKH) <225 Hesigomuii MOMUNKN B 4. wo6 aHani3 6yno BMKOHaHO 3
npoueaypi abo NPaBUIbHUMN  HaNALTYBaHHAMU
HenpasuibHOro npwunaay;
Kpim TOro, 3HauyeHHA Haxuny i R? nepeBipATbCA, WO NiATBEpAUTU AKICTb dyHKuUioHyBaHHA | 5. w06 Habip NpaBubHO 36epirascs;
BMKOHaHHS. [OBUHHI 6yTV BUKOHaHi HaCTyMHi BUMOT . npvnapis 6. ”4%6 noTeHu I 'g,“6”°p” TUIP e
3a0pyAHUIM NPo0IPKK;
7. wob6 npoueaypa ekcTpakuii 6yna
nepegipKa FAM Bumoru BMKOHaHa NpaBusIbHO.
KOPEKTHWM
Haxun 3.1 <Haxun <-3.9 HSETiA?;(I\)III:IFI . . PESYNIbTAT
A HerarusHuii
Mepesipka FAM Bumoru BAXINBO: 5
N 1. KoHuentpauia [JHK BMrr-2, suwa 3a
2
E¢EKTMBHICT|’ R°>0.98 1000 konii/mkn (pl) (nosutmeHUN
curHan FAM), moxe npussect fo

Q. IHTEPMPETAL|IA PE3YNIbTATIB TA YCYHEHHA HECMIPABHOCTEW KOPEKTHIA i‘:‘y":“;‘:ggg”oﬁg" B'ﬂcyg‘f:’arn‘;

MepenbavaeTbcs, WO [AA  KOXHOrO 3paska dnyopecueHuis  FAM STD + +- PE3YNBTAT BHYTPilHBOrO  KoHTpOMO 1C. 33

(nosunTBHe/HeraTBHe 3HaueHHA Ct) i dnyopecueHuia BHyTpiwHbOro paxyHOK KOHKypeHLjii peareHTis.

KoHTponio JOE/VIC BanigytoTb BusiBneHHs BIl-2, sk onvcaHo B Tabnuui 2. :':;:ZE::‘A"' C"'r”a“:fjév'c“a"l"é‘

HKYE: BUKOPWUCTOBYBABCA AK KOHTPOIb

eKcTpakuii.
BHyTpiwHin KoHTponb . 1. W06 KOMMOHeHTN 6ynu NiAroToBNeHi
BMr-2 FAM JOE/VIC Pesynbrat AHanisy npaBubHO;
2. wob B npouepypi aHanisy He Gyno
3PA30K 20<Ct<40 BIPHO YBATA! [IONYLLEHO XOAHOT MOMUIKY;
MO3UTUBHUMA | Ct > 40 abo HeBM3HaYEHO BIPHO* 3 Wob BuGpaHyMu GapsHyKamu AnA
MOIINBICTb: BUABNEHHA Oynu:
3PA30K N 20<Ct<40 B!PHO _ STD R R ) FAM pns suasneHHs BMI-2 i JOE/VIC
HETATVIBHUW Ct > 40 ab0 HEBM3HAYEHO HEQIMCHNN** oMKy 8 AnA BussneHHs |.C;
fo3yBaHHi 260 B 4. wob aHanis3 6yno BWKOHaHO 3
. npasunbHUMN HanawTtyBaHHAMN

*KoHueHnTpauia JHK BMr-2 suwe 3a 100 koniii/mkn (pl) (no3ntusHwnit curnan FAM) moxe npoueaypi ngmagy. Y

npussect pgo 3HWMMKEHOIO a6o BIACYTHbOIO ¢nyopecueHTHOro curHany 5. W06 Habip NpaBUIbHO 36epiraBcs;

BHyTpiwHboro KoHtponto |.C. yepes KOHKypeHL|ito peareHTiB. 6. Wo6 noTeHUiNHi iHriGiTopu MNP He

3abpyaHUAN NpobipKu.

**Y 4boMy BUNaAKY Npobiemmn MoXyTb BUHVKHYTW Ha eTani amnnidikauii (HeepeKTnBHa 1. L4OG KOMMOHEHTM Gy/u NiAroToBneH

amnnidikauisa abo ii BiacyTHiCTb) abo Mif Yac eTany ekcTpakLii (HaABHICTb iHriGiTOpiB abo NPABUNEHO; . ;

MOYATKOBUI 3Pa3oK, WO MICTUTb HEJOCTATHIO KiMIbKICTb KNiTWH), WO Npu3BOAUTbL A0 YBATA! 2. 406 B npoueaypi auanizy He Gyno

p s LY 8 al X ;UL p A A AOMYLLEHO XOHOT MOMUAKY;

HEKOPEKTHVX pe3ynbTaTiB Ta XMOHOHeraTMBHMX pesynbTaTis. [poueaypy TecTyBaHHA MOMWBICTD: | 3 Wwo6 Bu6paHUMM GapBHUKaMK Ans

HeoOXiiHO MOBTOPUTK, MOYMHAIOUM 3 eTany eKCTpaKLii, BUKOPWCTOBYIOUM CBIXUIA STD B N . BUABNEHHA Bynu:

3pa3oK, OTPUMaHWI Big NauieHTa. [ FAM pana suasneHna BMr-2 i JOE/VIC

A Ans suasnenHa 1.C.;
[fl03yBaHHi abo B .
A 4. wo6 aHanis 6yno BUKOHaHO 3

[InA KOXXHOro NO3UTVBHOIO 3pa3ka, BUABIEHOTO 3a J0NOMOroio Habopy, KaT. npoueaypi MPABMNbHUMM  HANALITYBaHHAMM

Ne HSV2DNAAQT.CE, KinbKicHe BU3HaueHHA konueanocs Big 2.7E+08 go 3.0E- npunagy;

01 koniii/mkn (ul), Tomy BipycHe HaBaHTaxkeHHs BII-2 mae 6yTu BupaxeHe, Ak 5. o6 Habip npasunbHo sbepirasca.

6 . i Heratusnuit  curian  JOENVIC €

3a3Ha4eHOo B TabNNLI HUXKYE: NTC R - KOPEKTHWM KOPEKTHUM  TiNbKK AKLO 1.C.

PE3YNbTAT BWKOPUCTOBYBaBCA  AK  KOHTPOJb
eKcTpakuii.
YBATA! . .
1. o6 KOMMOHeHTU Gynu NiAroToBneHi
NTC + +- MOMJIMBICTb: npasanbno;
2. wob B mpoueaypi aHanisy He 6yno
3a6pyﬂH€HHH AonyLeHO XOAHOI NOMWITKK;
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3. Wwob poboue Mmicue Ta IHCTPYMEHTW
3He3apaXKyBanucsa uepes perynapHi
NPOMIXKM Yacy;

4. wo6 Habip 36epiraBca HaneXHUM
YMHOM.

Bax<nuei npumimku:

1. IHTepriperayia pe3ynbTaris OBUHHA [POBOANTUCA 11 HArTIf40M
3aBigyBaya 1aboparopli; o6 IMEHIINTY PUINK TOMUTIOK Y BUCHOBKaX
7a HEBIPHUX HTEPIIPETAaL/M.

2. Konn pesynbraty BUNpobyBaHb NEPEJAOTHCA 3 Jlabopartopii Jo
[HPOPMAaLYIIHOro LEHTPY, HEOBXIGHO BYTU YBaXHUMY, OO YHUKHYTU
nepPegaYli MoOMUIKOBUX JaHVX.

AKWo pe3ynbTaTM TecTy cnisnapaloTb 3 KOPEKTHUM PE3YJIbTATOM
AHA/1I3Y, 3a3HauyeHVM BuiLLe, NepeinaiTb 4O HACTYNHOro po3gainy.

AKWO BMHMKAE OfHa uM iHWa nNpobnema, onucaHa y Tabnuyi Bule, Nicns
nepeBipKu MosifoMTe Npo OyAb-AKi 3anMLWKOBI NPobnemn KepiBHUKY AnA
nojanbLunx gin.

R. KUIbKICHA OLIIHKA

Kani6patopu STD 06pobnsaoTbca K oumLLeHi 3pa3ky | BAKOPUCTOBYIOTb TOM
camuin 06'em - 10 mkn (pl).

KoHueHTpaLis kanibpatopis STD BupaxaeTbca B Koniax/mkn (pl).
KoHueHTpauia BipycHoro reHomy Ha ma (ml) gna kKoxHoro 3paska
navljieHTa po3paxoBYETbCA 3a TaKolo GOPMYynoLo:

Konii/mkn (ul) (AaHi 3anycky) x 06’em
esniioBaHoro 3paska (mkn (ul))
06'em ekcTparoBaHoro 3paska (mn (ml))

PesynbTtatn
(konii/mn (ml)) =

Mpuknap:
PesynbTatm (konii/mn (ml)) = 1500 x 100/0.2

Pe3synbtaTu (konii/mn (ml)) = 7.50 E+05

S. POBOYI XAPAKTEPUCTUKU

OuiHka poboumnx xapakTepucTuk byna nposefAeHa BiANOBIAHO AO TOrO, WO
nosifomMnAeTbcA y BHyTpilHix TexHiuHnx Cneumdikauiax abo BTC.

OuiHKy pobounx XapakTepucTuk npoBogunu B nabopatopiax DiaPro 3
MaTepianamu, HagaHUMK pepepeHCHMM KNiHIYHMMI NabopaTopiamm.

S.1 AHANNITUYHA YYTNUBICTb

AHaniTUYHa yyTNMBICTb MOXe ByTu BrpaxeHa Ak Mexa BuaBneHHA Ta sk
Mea KinbKicCHOro BU3Ha4eHHsA.

Mexa BuasneHHa (LOD): Le HalimeHLUa KinbKiCTb LinbOBOro 3HaYeHHs, AKY
MO>e BUABUTM CUCTEMA i3 334aHOI0 MMOBIPHICTIO.

[na TecTiB AHK BOHa BMpaxa€eTbCA AK HallMeHLIa KOHLeHTpaLia aHaniTy, Wwo
3a 6araTopa3oBMX NOBTOPIB Ja€ NO3UTUBHUI pe3ynbTar.

Mexa BuaBneHHA (LOD) BM3HauaeTbCcA WNAXOM TeCTYBaHHA CePiNHUX
po3BefeHb, WO MICTATb BiAOMI KOHLeHTpaUii aHaniTy.

LOD - ue HaiHWX4Ya KOHLEHTpaUis aHaniTy, Wo Moxe OyT! MOCTilHO
BUABNEHa (HanpurKnag, y = 95% 3paskiB y 3BMUYaiH1X 1ab0paTOPHMNX YMOBAX).
Ina Habopy, kat. No HSV2DNAQT.CE, LOD 6yno BW3HAuYeHO LUIAXOM
TeCcTyBaHHA 24 NOBTOPIB, 8 NOBTOPIB Y TPbOX Pi3HMX 3amnycKax, HaNHWXYol
KOHLeHTpaLii aHaniTy, wo moxe 6yt BuasneHa B 100% Brnagkis.

Pe3ynb'ra'r|n € HacTynHumn:

Mexxa BUABNeHHA
ABI™ PRISM® 7500 SDS
STRATAGENE™ MX3000P°®
BIORAD™ CFX96°

0.3 Konii/mkn (pl)
0.3 konii/mkn (pl)
0.3 konii/mkn (pl)

Lle o3nauvae, wo ana npunagis ABI™PRISM® 7500 SDS, STRATAGENE™
MX3000P° Ta BIORAD™ CFX96° icHye 100% WMOBipHicTb BuABNeHHA 0.3
konin/mkn (pl).

S.1.1 Mexa KinbKicCHOro BU3HaYeHHsA

Mexa KinbKicHOro BusHauyeHHA Oyna OTpMMaHa LIAAXOM BUMIPIOBAHHA
niHiNHOCTI, AMHamiyHOro Aiana3oHy Ta BiATBOPIOBAHOCTI.

JNliHinHicTD - Ue Mipa cTyneHs HabnwkeHHs KpuBoi A0 npsmoi. BoHa
BMpaxa€eTbca 3HavyeHHAM SLOPE/HAXWJI.

AnHamiuHunii Aiana3oH - Ue iHTepBan KOHUEHTpaUil aHanity, ana Akoro
KiHUeBe BuXigHe 3HayeHHA (noporoBui uukn Ct) cuctemyn npsamo
nponopuiiHe KOHUeHTpauii aHaniTy 3 MPUAHATHOK NpPaBAMBICTIO Ta
TOYHiICTIO.
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Mexamy fnMHaMIYHOro pAiana3oHy € HWXHA i BepPXHA MexXi KifbKicHOro
BM3HayeHHA (MeXa KinbKiCHOro BU3HaueHHs).

Y Habopi 3 kat. N2 HSV2DNAQT.CE 6yno nigroToBfeHO FpaHUYHy KpuBY
po3BefieHHA 3 BM3HaueHUMK Koniamu/mkn (ul) nnasmign, wo Hece
cneum®iyHy LinboBy BipyCHY NOCNIAOBHICTb. TOUKM po3BeAeHHA NepesipAnv
B @aHaNiTUYHIN cuctemi Ta BU3Hayanu ix Ct (noporosumin Lunkn).

BepxHs MeXa KinbKicHOro BM3HauyeHHA cTaHOBUTbL 8.43 logio (2.7E+08
Konii/mKkn (ul)), a HUIKHA MeXa KinbKiCHOro BU3HaYeHHs CTaHOBUTb -0.52
logio (3.00E-01 konin/mkn (ul)).

S.2 AHAJNNITUYHA CNELUUNOIYHICTD

AHaniTMuHa cneum®iyHiCTb nonAra€e y 3AaTHOCTI MeTofy BUABNATM Ta
KiIbKiCHO BU3HAuaTu TiNbKW LiNbOBUN MapKep.

AHanitnuHy cneundiunictb aHanisy IHK BIMI-2 BuBYanu HaCTynHUM YMHOM:

1. Habip npanmepis/npo6 6yno ob6paHO, aHanisylounm  LinboBy
NOCNiAOBHICTb FreHOMy 3a AOMOMOrol BiAMOBIAHOIO MPOrpaMHoOro
3abe3neveHHn (LionSoft v.1.0 Big Biotools i Primer Express v.3.0 Big
Applied Biosystem Inc.).

2.  Habip npaiimepiB/npo6 i MNOCAIfOBHICTb  LiNbOBOro  reHomy
KOHTPOMIOITbCA  MPOrpamMHUM  3abe3neueHHam  «BLAST», wo6
nepeBipuT, UM Mae OyAb-AKa 3 HYKNEOTUAHUX MOCNIAOBHOCTEN,
[IeNMOHOBaHUX Y CBITOBMX FeHOMHUX 6GaHKax, romonorito 3 BIr-2, Ta
nporpaMmHum  3abesnedeHHam  «ClustalX», wob  nopiBHATK
NoCcniAOBHOCTI LjifIbOBOro reHoMy pi3HUX reHoTunis BIM-2.

3. CneundiuyHicTb 6yna MoKpalleHa WAAXOM MifGOPY MKOPCTKUX YMOB
peakuii.

4.  3pasKku Bif NauieHTiB, AKi CTpaxpaloTb Bif iHdeKLi, Yepes NOTeHUiHI
iHTepdepytoui mikpoopraHiamu, 6ynu oTpumaHi 3 PedepeHcHoro
KNiHIYHOrO LeHTpPY.

PesynbTaTtvi npeacTaBneHi B HacTyNHin Tabnuui:

OpraHism Pesynbrar

LIMB HeraTuBHUN

BBB HeraTuBHUN

BEB HeraTuBHUIN

Bipyc repnecy 6 Tuny HeraTuBHUN

Bipyc repnecy 8 tuny HeraTuBHUN

BIr-1 HeraTMBHUN

Bipyc JC HeraTuBHUN

Bipyc BK HeraTuBHUN
T-nim$oTPONHWIN BipyC NIOANHN 2 | HeraTUBHUN

S.3 AIATHOCTUYHA CNEUNOIYHICTb TA YYTJ/IUBICTb

S.3.1 fliarHocTnyHa cneundivyHicTb

[liarHocTyHa cneuundiyHicTb - Le NMOBIPHICTb TOro, Wo 3 Habopom
OTPUMYETbCA HEraTUBHWIA pe3ynbTaT 3a BiACYTHOCTI LiNbOBOro mapkepa.
OTXe, cnpaBXHill HeraTUBHUI 3Pa3okK - Lie 3pa3oK, AKWN, AK BiJOMO, €
HEraTMBHUM [ANA UiNbOBOro MapKepa Ta NpaBMSIbHO KNacMdikoBaHM 3
Habopom.

Lleit napameTp B13Hauanu WAAXom gocnigkeHHa 10 HeratneHux JHK BIMNr-2
3paskiB:

CMNPABXHIV HETATUBHUIA 10
XWNBHOMO3UTVBHUI 0

3ATAJIbHA KIJTbKICTb 3PA3KIB | 10
CNELUUDIMHICTb % 100

Ha ocHOBi oTpumaHux pesynbraTisB pospaxoBaHa [liarHocTuyHa
CneuyndiyHicTb cucremn craHoBuTb 100%.

S.3.2 [liarHoCTUYHA YyTNuBICTb

[iarHocTMyHa YYTAMBICTb - Lie IMOBIPHICTb TOro, Wo 3 Habopom 6Gyne
OTPUMAHO MO3UTUBHWI pe3ynbTaT 3a HafABHOCTI LiNboBoro mapkepa. OTxe,
CcnpaBXHill NO3MTMBHMIA 3pa3oK - Le 3pa3oK, AKWN, AK BiAOMO, €
NO3UTVMBHUM ANA LiNbOBOrO MapKepa i MpaBunbHO KnacndikoBaHuin 3
Habopom.

Ona Habopy, kat. N HSV2DNAQT.CE, ueii napameTp BMBYaBCA Mif 4ac
TecTyBaHHA nonepepHix naHenen QCMD 2017 ta QCMD 2019 Ha Bipyc
npoctoro repnecy (HSVDNA17 - HSVDNA19). lotim po3paxoByBanun
BiICOTOK (%) NO3UTUBHUX 3pa3kKiB.



CMPABXHIV NO3UTUBHW 10
XUBHOHETATUBHWIA 0

3ATAJTIbHA KIJTbKICTb 3PA3KIB | 10
YYTNIUBICTb % 100

Ha ocHOBi oTpumaHux pesynbTaTtieB pospaxoBaHa [liarHocTU4Ha
YyTtnmsictb cucremn craHoBuTb 100%.

100%
100%

OiarHocTuyHa YyTtnmsictb
AiarHocTnyHa CneyndiyHicTb

Kpim Toro, 6yna posrnsaHyta naHenb nporpamu EQA Bipyc Mpoctoro
Fepnecy 2020 sk ouiHKa epeKTUBHOCTI.

BMr-2 NO3UTUBHI 4
CMNPABXHI NO3UTUBHI 6
XWUBHOHETATVBHI 0
XWMBHONO3UTUBHI 0
3ATAJIbHA KIJTbKICTb 3PA3KIB | 10
YYTIUBICTb % 100
CNEUNOIYHICTDb % 100

S.4 TOYHICTb

TouHicTb nokasye CTyniHb HagiiHOCTi cuctemn. KoxHin  npoueaypi
BMMIpPIOBaHHA BnacTvBa BMNaJKOBa 3MiHa, AKa Ha3MBAETbCA «BMMNafKOBa
nomunka». BunagkoBa nomunKka He Ma€ YMCIOBOrO 3HaYeHHA, ane
BM3HAYAETbCA ANCMEPCi€l0 BUMIPIOBaHHA AK CTaHAapTHe BiaxuneHHsA (DevST)
i koediuieHT Bapiauii (CV%). 3a3BUYail TOYHICTb aHani3y BiAHOCMTbCA O
Y3rofpKeHHs MiX MOBTOPHUMM BUMiPIOBaHHAMM OAHOrO i TOTO X MaTepiany.
Y Habopi, kaT. N HSV2DNAQT.CE, TouHicTb Bripaxanacs AK BapiabenbHicTb B
MeXax aHanisy Ta BapiabenbHicTb MK aHanizamm. TouHicTb 6yna
npoTecToBaHa B OHOMY 3anycKy (B aHanisi) i B TpbOX Pi3HUX 3anyckax (Mix
aHanizamu), 4 Toukax CTaHAAPTHOI KPUBOT y 8 noBTOpaXx.

MoTim po3paxoByBanu BapiabenbHicTb B aHani3i Ta Mix aHanizamu.

3a BiACYTHOCTI BCTAHOBMIEHMX MIPKHAPOAHUX MapaMeTpiB MU BU3Ha4WUIn
HacTynHe 3HaYeHHA NpUAHATHOCTI Ana [HK BIMNIr-2:

KoediuieHT Bapiauii B Mexxax aHanisy (CV%) < 10%.
KoediuieHT Bapiauii mixk aHanisamm (CV%) < 10%.

T. OBMEXEHHA

KopucTyBaueBi Lboro Habopy pagumo yBaXxHO NPOUNTaTU Ta 3pO3yMiTH Lo
iHCTpyKUito. [InA OoTpvMaHHA [LOCTOBIPHMX pe3ynbTaTiB TecTy Heob6XigHO
CyBOpe [OTPMMaHHA MPOTOKOMYy. 30Kpema, TOYHe [O3yBaHHA 3PaskiB i
peareHTiB, 3acTOCyBaHHA MpPaBUIbHOrO pPoboYyoro mnpouecy pasom i3
peTenbHMM NPorpamMyBaHHAM KPOKY TEPMOLMKITY € BaXNBMMU A1l TOYHOTO
Ta BiATBOPIOBAHOr O BUABJIEHHA Ta KiflbKiCHOro BM3HaueHHa [JHK BIT-2.
BrisHaueHHa [HK BMI-2 y 3pa3sky nnasmy a6o CMP nauieHTa ma€e 3HauHi
MeJWNYHi, couianbHi, NCUXONOTiYHi Ta EKOHOMIYHI HacNigKW.

PekomeHpgyeTbca posrnagatn KOH}iAeHUiNHICTD, BignosigHe
KOHCYNbTYBaHHA Ta Me[UUYHY OLiHKY AK CYTTEBWUI acmneKT MOCNiAOBHOCTI
TeCcTyBaHHA.

U.JIITEPATYPA

1. Rapid detection of herpes simplex virus and varicella-zozter virus
infections by real-time PCR. Weidmann M., Meyer-Konig U., Hufert F.T.
J. clin. Microbiol., 2003; 41(4):1565-1568.

2. Molecular Diagnosis of Herpes simplex virus infections in the central
nervous system.Tang Y., Shawn Mitchell P., Espy M.J., Smith T.F., Persing
D.H. J. Clin. Microbiol.,1999; 37(7):2127-2136.

3. Menagement of herpes virus infection following transplantation. The
British society for antimicrobial chemotherapy, 2000; 45:729-748.

4.  Clinical validation of a new triplex real-time polymerase chain reaction
assay for the detection and discrimination of herpes simplex virus type
1 and 2. Rail H., Bartlime A., Drerup J., Grewing T., Korn K.. J. mol. Diagn,
2008; 10(4):361-367.

5. The role of laboratory investigation in the diagnosis and management
of patients with suspected herpes simplex encephalitis: a consensus
report. Cinque P., Cleator G.M., Monteyne P., Sindic C.J.,, van Loon A. M..
J. Neurology, neurosurgery, and psychiatry, 1996; 61:339-345.

6. Effect of sequence polymorphisms on performance of two real-time
PCR assay for detection of herpes simplex virus. Stevenson J., Hymas W.,
Hillyard D. J. Clin. Microbiol., 2005; 43(5):2391-2398.

[Tepernagayq AHgpivi Tpukiwa

7. Real-time PCR for type-sprcific identification of herpes simplex in
clinical samples: evaluation of type specific results in the contest of CNS
disease. Meylan S., Robert D., Estrade C., Grimbuehler V., Peter O.,
Meylan P.R., Sahli R.. J. clin. Virol.,2008;41:87-91.

5.CMMBOIN

NOACHEHHA YMOBHUX 3HAKIB

TemnepaTypa

KaTtanorosui Homep 36epiraHHa

Bupi6 megnuHoro
NpuW3HaYeHHs

[MBiTbCA IHCTPYKLUtO 3
BVMKOPUCTaHHA
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Homep noty BnpobHumk

Tepmin npupaTHoCTi KinbkicTb TecTiB

[
c € 3HaK BignNoBigHOCTI
CE

Bcs npogykuis IVD, BupobneHa KomnaHielo, nepebysa€ nig KOHTponem
cepTndikoBaHoi Crctemn ynpasniHHA AKicTIo BignosigHo fo npaswna EN
ISO 13485. KoxHa napTifi NipAaeTbcA KOHTPOMIO AKOCTI Ta BUMYCKAETbCA
Ha PMHOK N1LLIe 3a YMOBY, LLIO BOHA BifnoBifae TexHiuHnM cneyndikalism
€C Ta KpUTEPIAM NPUAHATHOCTI.
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