HABIP
ANA KUVIbKICHOIo BUBHAYEHHA AHK
BIPYCY NMPOCTOIO FEPMECY 1 TUNY

HSV1 DNA Quantitation (QT)

Kar. Ne: HSV1DNAQT. CE.150
Kinbkicre recris: 150

Hara sunycky iHcTpykyii:10-2019
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 1 muny (QT)
1J1P-PY 0ns KinbKicHo20 8u3Ha4yeHHA 2eHomy Bipycy npocmozo 2epnecy
modunu 1 muny

- TIIbKU /1A JIarHOCTUYHOIO BUKOPUCTaHHA «in Vitroy -

A.NPU3HAYEHHA

Habip ana KinbkicHoro BusHaueHHa [IHK Bipycy MpocTtoro lepnecy 1
TNy metogom [MJIP y pexumi peanbHoro vacy 3 kat. N HSV1IDNAQT.CE
npusHayeHUn ana KinbkicHoro susHaueHHAa [JHK Bipycy npoctoro reprnecy
noguHn 1 iy y nnasmi Ta CMP (CNMHHOMO3KOBIW PiguHI) MognuHN 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-1 € uneHom nigponunHn Aljphaherpesvirinae. IHdeKuii Bipycy npoctoro
repnecy (BMIN ayxe nowwpeHi; ceponpesaneHTHicTb BIMI-1 y gopocnmx
CTaHOBUTb Npubnn3Ho 80-90%. IHdekuis BIT y iMyHOKOMMNETeHTHUX OCi6
3a3BMYall He BUKIMKAE CepNO3HMX Npobnem 3i 3mopos’am. BII-1 3a3Buyai
acouiloeTbCA 3i cnanaxamu repriecy Ha ob6nmnyui, BigoMmMmmn Ak repriec abo
rapsykoBi 6ynbbawku. Moxe BUHUKHYTW peakTuBalia BI B LeHTpanbHin
HEpBOBIN CUCTEMI, AKA MOXe CMPUUMHUTUA LWMPOKUIA CMEKTP KAiHIYHMX
CMMNTOMIB Bif nerkoro meHiHrity (Monnapeta) fo TaKoro eHuedanity 3i
cMmepTHicTio o 70% 3a sigcyTHocTi Tepanii. BMI-1 i BII-2 sigpisHAoTbCA
CBOEI0 MOBEAiHKOW B LieHTpasnbHin HepBogin cuctemi (LHC). PeaktuBauisa
BIr-1 € HanbinbLL YacToo NPUYMHOLD BiPYCHOMO eHuedaniTy, 3aXBOpoBaHHA
3 MOraHUM MpPOrHO30M 3a BIACYTHOCTI pPaHHbOI crneyundiuHoi Tepanil.
MepBuHHe iH)iIKyBaHHA HOBOHApOMKeHNX abo peakTusauia BII y oci6 3
ocnabneHnMm iMyHiTeToM MOXYTb ByTV NOB'A3aHi 3 6iNibLL BUCOKOIO YaCTOTO
MEHIHTITY, TAXKOro eHuedanity Ta HebesneuHux iHdekUin ouen. Kpim Toro,
NauieHTM 3 aTOMIYHOIO EK3eMOID CXWbHI 4O NOWUPEHOT WKipHOI iHbeKuil
npocToro repnecy.

leromu BMI-1 i BMI-2 € cknagHUmm i MiCTATb ABi yHiKanbHi obnacTi, fAKi
Ha3MBaloTbCs YHiKanbHolo Aosroio (Y[) obnacTio i yHiKanbHO0 KOPOTKO
(YK) obnacTio. 3 74 Bigomux ORF-Bipycis, Y] MicTUTb 56 BipyCHUX reHis, Togi
AK YK mictutb nuwe 12.

Bipycu repnecy BigOMi CBO€I0 3[aTHICTIO BCTaHOBIOBAaTU HEBUIKOBHI
iHpekuii Ha Bce XuTTA. JlikyBaHHA 3a3BMuYall BKJIOYAE MNPOTMBIPYCHI
npenapatn 3arasbHOro Npu3HayeHHsA, AKi 3MeHLYloTb iHdeKLUilo, ane He
MOXYTb MOBHICTIO il yCyHYTU. HainowmpeHiwmnm npoTrBipycHM 3aco6om €
auuKNoBip abo BanaLMKNoBip. 3MeHLEHHA BipYCHOTrO HaBaHTaXKeHHA MOXe
3MeHWNTY i3UYHY TAXKKICTb YpaXKeHb, MOB’'A3aHMX 3i cnanaxom, i KinbkicTb
iHpIKOBaHMX KNITWH, WO BUKNAAIOTHCA OPraHi3MOM, 3MEHLLYOUYMN MOBIPHICTb
nepepaui iHWUM.

[iarHocTtuky BINI y HOBOHapoaXeHuX, a TakoX Y AiTel Ta LOPOCANX 3HAYHO
nonerwmnna HaABHICTb AiarHOCTUYHWUX IHCTPYMEHTIB ANA BWABNEHHA Ta
KinbKicHoro Bu3HauyeHHsA BipycHoi [IHK. KinbkicHa MJIP y peanbHomy yvaci €
WBUAKUM, YyTIUBUM | cneundiyHUM MeTofoMm fiarHoCTuKm BT -iHdekuii.

[Tepernagayq AHgpivi Tpukiwa

C. MPHLUUN TECTY

Habip HSVIDNAQT.CE 3acHoBaHMI Ha aHanisi B peanbHOMy uaci, L0
BUKOpMCTOBYE creuundiuni Mpaiimepu Ta Mpobw.

AHK BMr-1, suaineHy 3 pgocnigKyBaHoro 6ionoriyHoro 3paska Ha eTani
eKcTpakLii, amnnidikytoTb 3a gonomoroto cuctemm amnnidikaulii B peanbHoMy
yaci. AmnnidikoBaHU NPOAYKT BUABMAIOTb | BM3HAYalOTb KiNbKicHO 3a

CTAHHAPTHOI  KPUBOK 3a Jomomorow  npobu  ¢nyopecueHTHOro
KOHTPONIbHOro  6GapBHMKa, cneundiyHoro pAnA  yHiKanbHOI reHOMHOT
nocnigoBHocTi BMrr-1.

leTeponoriyHum  BHyTpiWwHin  KoHTponb  (BK)  cnyXuTb  KOHTponem

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

o [AO03BOJIAE BU3HAUYUTU BipyCHe

D. KOMMOHEHTU
CraHpapTHUn dopmaT Habopy 3 KaTt. N© HSV1IDNAQT.CE mictutb peareHTn
ona 50 TecTis.

KomnoHeHT Bmicr LA DNA(.IT'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
(4.5x10° Koniin/mKn )
(1) Niodinizosarmin | 6 dmaK,OHIB (po3unmTi
KinbKicHuit 3 06'emom ALL/C, '
KOQ: HSV1/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 HSV1DNAQT.CE.25 HSV1DNAQT.CE.100 HSV1DNAQT.CE.150

E.3BEPIFTAHHA TA CTABUIbHICTb

Habip HSV1DNAQT.CE HeobxigHo 36epiratv npu +2...8 °C (°C).

MNicna po3unHeHHa KomnoHeHT B (kopgyBaHHA HSV1/CB) i KomnoHneHT BK
(kopgyBaHHs ALL/IC) cTabinbHi npotsarom 4 micauis npu -20 °C (°C). Micna
po3unHeHHA KomnoHeHT STD (kogosaHuin HSV1/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
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. 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.

Po3umHite  niodinisoBaHi peareHTM 3 NpPaBUIBbHOI  KiNIbKICTIO
(3a3HayeHol0 Ha eTuKkeTKax) KomnoHeHTa C (KogyBaHHA: ALL/C), wo
nocTayaEeTbcA B Habopi.

BukoHyinTe BcCi poboui onepauii fAkomora lwBuglwe, 36epiraioun
KOMMOHEHTV Ha Nibofly abo B OXONoKyBanbHOMY 6710Li.

Po6ounin npouec nabopatopii Ma€ BibyBaTNCA B OQHOCNPAMOBAHOMY
HaMpAMKY, MoyMHaloun 3 30HM eKCTpaKuii 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 PEKOMEHIYETbCA
ANA  MPUroTyBaHHA PIiAKUX KOMMOHEeHTIB abo AnA nepeHeceHHA
KOMMOHEHTIB Ha aBTOMaTu30BaHi poboui Mmicus, Wob YHUKHYTU
nepexpecHoro 3abpyaHeHHsA.

Bigxoawn, wWo yTBOpPUAMCL Nif 4Yac BUKOPWUCTAHHA Habopy, cnif
yTUnisyBat BiANOBIAHO A0 HaUiOHaNbHWX AMPEKTUB Ta 3aKOHIB, O
CTOCYIOTbCA NabOPaATOPHUX BiAXOLIB XiMiUHMX Ta 6iONOFIYHUX PEYOBUH.
30Kpema, PpigKki BiAxoaw, WO YTBOPIIOTbCA BHACNIAOK npoueayp
eKCTpaKLil, MOBUHHI 6yT 06pobneHi AK MOTeHUiHO iHbEeKLiNHMN
MaTepian Ta iHaKTMBOBaHi Nepep yTunisadieto. He gonyckanTe KOHTaKTy
BiX0OAiB eKcTpaKLii 3 Biab6inoBauem.

BunagkoBi po3nuBM 3paskiB Ta Mig 4Yac pob6OTU MNOBWHHI OyTU
aacopboBaHi  ManepoBMMM  PYLIHMKaMK, 3MOYEHVMMMK MOOYTOBUM
Big6inioBauem, a noTim Bogoto. MoTiM PYLWHMKK Cnif yTUnisyBatn y
HanexHi KOHTENHepW, Npu3HayeHi AnA nabopaTOpPHUX/NiKapHAHUX
Biaxopais.

IHWi BigXoAW, WO YTBOPIOKTLCA BHACTIAOK BUMKOPWUCTAHHA Habopy
(NpUKNaa: HaKOHEeUYHWKN, O BUKOPWCTOBYIOTbCA ANA 3paskis), cnif
06pobnATN AK NOTEHLINHO iHEeKLiHI Ta yTUNi3yBaTK BIAMOBIAHO O
HaLioHaNbHMX AVPEKTVB Ta 3aKOHIB, WO CTOCYIOTbCA TabopaTOPHUX
BiAXoAiB.

H. 3PA3KW: NIArOTOBKA | PEKOMEHAALII

1.

11.

KpoB 3ab1paeTbcsA aceNTUYHO LLIAXOM BEHENYHKLT, i MiAroToBnioeTbcs
nnasma 3 3acTOCyBaHHAM CTaHAAPTHUX METOAMK MiAroTOBKM 3paskis
[NA KNiHiYHOro 1abopaTopHOro aHanisy.
3abip cnuHHOMO3KoBOT pignHn  (CMP)
LUNAXOM JIlOMOaNbHOT MyHKLT.

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

YBara: l'enapuvH (=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 BUKOPUCTOBYBaTU
3pa3Ku NaUi€HTIB i3 renapuHoOMm.

YHuKainTe 6yb-AKOro fJofaBaHHA KOHCEPBAHTIB 10 3pa3kKiB.

3pa3ky NOBUHHI ByTU UiTKO ifeHTUdIKoBaHi kofamn abo Ha3Bamy, o6
YHUKHYTW HEMPaBWUbHOIO TiyMayeHHsA pe3ynbTaTiB.

lemoni3oBaHi («4epBOHI») Ta NOMITHO rinepninemMiyHi («MOOYHiI»)
3pa3Kku He CNifi BUKOPWUCTaTK, OCKINbKN BOHU MOXYTb NPU3BECTU [0
XNOHUX pe3ynbTaTiB. 3pa3Ku, WO MiCTATb 3anunwKn GibpuHy abo BaxKmx
YACTUHOK u4M MIKPOGHi HWUTKM Ta Tina, He CNif BMKOPWCTOBYBATH,
OCKIJIbKN BOHW MOXYTb MPU3BECTU O XUOHVX pe3ynbTaTiB.

Mnasmy Ta CMP, AKWO BOHN He BMKOPUCTOBYIOTbCA HeramHo, nicna
360py HeobxigHO anikBoTyBaTW Ta 36epirati npm -20 °.. -80 °C (°C).
3pa3ky MoXKHa 36epiraT 3amopoxeHumun npu Temnepatypi -80 °C (°C)
NPOTArom Kinbkox MicAuiB. byab-Aki 3aMopoxeHi 3pasku He cnif
3aMOPOXKYBaTW/PO3MOPOXKYBaTU OiNnblue OAHOro pasy, OCKINbKW Le
MO>Ke BMAVHYTW Ha pe3ynbTaT TecTy.

3pa3ku nnasmu ans ekctpakuii JHK HeobxigHo BigbupaTtu BignoBsigHO
[0 3BUYalHMX nabopaTopHux npoueayp. 3pas3ku nnasmm 1a CMP
TpaHCNopTyBaTyh Ta 36epirati npu +2-8 °C (°C) NpoTArom Makcumym 4
rOAVH, iX MOXHa 36epiraTy 3amopoxxeHnmm npu -20 °C (°C) Makcumym
30 gHiB abo npw -70 °C (°C) npoTaArom 6inbL TpMBaaoro nepiogy.

[ins onTumanbHOro 36epiraHHA 3paskiB MV PEKOMEHIYEMO PO3LinnNTL
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. YHuKanTe NOBTOPHUX LMKNIB
3aMOpPOXYBaHHA/PO3MOPOXKYBaHHA.

BukopuncTtoByloun  3amMOpOXeHi  3pa3ku,  PO3MOpPOXyiWTe  iX
6e3nocepefHbO Mepen  eKCTPaKLi€l, Wo6 YHUKHYTU MOXIMBUX
BMNaAKiB Aerpagauii HyKneiHoBoi KNCNOTK.

3pa3sku LinbHoi neprdepnyHoi Kposi Ana ekcTpakuii HK 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 BTPATK BipyCHOrO TUTPY.

nposBoanTbCA 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
. [Nlopaiite 06'em KomnoHeHTa C
STD Kani6parop (MG Boga), AiK HanNMcaHo Ha

450000 koniit/mkn (pl) eTvKeTUl dnakoHa

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

STD 1 45000 koniin/mkn (pl) KomnoenTa C (MG soaa)

- 10 mKkn () (STD 1) + 90 mkn (ul)
STD 2 4500 koniit/mkn (pl) KomnoHerTa C (MG 80ga)

. 10 mkn (ul) (STD 2) + 90 mxn (ul)
STD3 450 koniit/min (ul) KomnoHeHTa C (MG Boga)
STD 4 45 wonidi/micn () 10 mkn () (STD 3) + 90 mkn (ul)

KomnoHeHTa C (MG Boga)

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 ekcrtpakuii: Habip HSVIDNAQT.CE npwv3HaueHuin gns
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 yacy. Ha6ip HSV1DNAQT.CE
Npri3HayYeHUn  AnA  BUKOPUCTAHHA TibKM B MOEAHaHHi 3
Tepmounknepamn [nAa BM3HauyeHHA B peanbHomy uaci ABI 7500,
nporpamHumM 3abe3neveHHam SDS Bepcii 1.3.1 (Applied Biosystems),
MX3000P, nporpamHum 3abe3neueHHsm MxPro Bepcii 4.01 (Stratagene)
Ta CFX96 RTS, nporpamuum 3abesneyeHHam CFX manager Bepcis 1.7,
Biorad).

KiHueBi KopucTyBaui NOBWHHI CyBOPO JOTPUMYBATUCA IHCTPYKLUiT 3
BUKOPVICTaHHA Npunaais, HaAaHo! BUPOGHMKaMU.

M. KOHTPOJIb TA MAHINYNALII 4O NPOBELEHHA AHANI3Y

1. MepesBipTe TepMiH NPUAATHOCTI Habopy, HaAPYKOBAHNIA Ha 30BHILLHIl
eTUKeTUi KOpobKM 3 Habopom. He BMKOPUCTOBYITE, AKWO TEPMiH
npuaaTHOCTI MUHYB.

2. lNepeKkoHanTeCh, WO PiaKi KOMMNOHEHTU He 3a6pyaHeHi YacThHKamu abo
arperatamyi, BUAVMUMM HEO3OPOEHMM OKOM. [lepeBipTe, um Ha AHi
¢dnakoHiB 3 niodini3oBaHNUMM KOMMOHEHTaMM MPUCYTHIN  pobpe
cdopmoBaHmin arperart. lNepekoHanTecs, Wo Npu TPaHCNOPTYBaHHI He
CTanocsA NoIOMOK i HE NPONUTO PiIANHY BCEPEAVHI KOPOOKN.

3. Po3uunHite JliodinisoBaHi KOMMOHEHTVM 3 BIAMNOBIAHOW  KiNbKICTIO
KomnoHeHTa C (Koa: ALL/C), sk onncaHo y BignosigHomy po3gini (1).

4. YBIMKHIiTb Tepmouunknepu, nepesipTe HanawTyBaHHA Ta
nepeKkoHanTecs, Wo BUKOPUCTOBYETE NPaBUSIbHUI NPOTOKON aHanisy.

5. CyBopo poTpumymTecb noCibHMKa  KOpuCTyBaya, HajaHoro
BUPOOHMKaMK, 4N1A NPaBUIbHOMO HaNalTyBaHHA TEPMOLUKIEPIB Ans
BM3HAYEHHA B PEXUMi peanbHoro yacy.

6. [lepeBipTe, UM BCTaHOBNEHI MIKPOL0O3aTOPU Ha HEOOXiAHNI 06'eM.

7. MNepeBipTe, uMm Bce iHWe o06MafHaHHA [AOCTYMHe Ta rotoBe [JO
BMKOPUCTaHHA.

8. Y pasi BUHUKHEHHA NpobnemM He NPOAOBXKYNTe TECTYBaHHSA i NoBigomTe
npo ue KepiBHMKa.

N. MPOLEAYPA AHANI3Y
AHani3 NoBMHeH NPOBOAWUTUCA BIANOBIAHO A0 TOrO, WO MNOBIAOMNAETLCA
HUXKYe.

N.1 Exkcrpakuia AHK
Kpok ekctpakuii reHomHoi [HK BIMI-1 mae npoBoAWTACA BUKIIIOYHO B

NOEAHAHHI 3 TaKMMU Ha6opaM|/|:

Ha6opwm gna pyuHoi eKcTpaKuii

. Koa
Marepian Onuc HaGopy Bupo6Huk
Mnasma/CMP Nucleospin Blood 740951 MN™
Mna3zma/CMP Habip QlAamp DNA mini® 51306 Qiagen™

Hab6ip ana aBTomMaTM4HOI eKcTpakuii B noegHaHHi 3 DIA.FASTEX

. Koa
Marepian Oonumc haGopy Bupo6HuK
Mnasma/cmp | Ha6IPNABody | o), Chemagen,
Fluid anctpubyetbea Dia.Pro

BupinenHa JHK HeobxigHO nMpoBOAMTM TiNbKK BifNoBiAHO A0 IHCTPYKLUIT 3
ekcnnyartaduii (QIAGEN™, MN™, Dia.Pro).

Baxxnuea npumimka: Y npouefypax eKkcTpakuii HeobxigHo cyBopo
BUKOPVICTOBYBATY HaCTYMHi 06'emu:

06'em 3paska 06'em entoloBaHHA
Onwuc
mKn (pl) mKn (pl)

Nucleospin Blood 200 66
Habip

QlAamp DNA mini® 200 66
Habip

NA Body Fluid 200 66




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

Baxxnuea npumimka: /.C. Habopy HSV1DNAQT.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: Jodatime 3 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 3 mkn (ul) I.C. 0o 6ychepa onsa nizucy
ma cymiwi 3paskie i npodoexyiime, dompumy4uce iHcmpykyid,
HadaHux eupobHuKom Habopy 0ns ekcmpakuyii.

N.2 NocraHOBKa peakuii

Hab6ip HSV1DNAQT.CE npusHauyeHuii 1A BUKOPUCTAHHA BUKIIOYHO B
KoMmbiHauii 3i ctaHgapTom ABI 7500 (nporpamHe 3abe3neyerHsa SDS Bepcii
1.3.1, Applied Biosystems), MX3000P (nporpamHe 3abe3neyeHHa MxPro
Bepcii 4.01, Stratagene) Ta CFX96 (CFX manager Bepcii 1.7, Biorad).

N.2.1 NigroToBka MJ1IP
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  peakuinHi  npobipkm B  Tpumau  Tepmobrnoky
TepmouuKnepa Afifl BU3HaUYEHHA B PEXMMI peasibHOro vacy.

. MicnAa  onepauin  HanawTyBaHHA, onucaHmx y Pospgini N3
(MporpamyBaHHA Npunagy), 3anycTitb TepmouunKknep.

Baxxnuea npumimka: JiodinizoBaHi KOMMNOHEHTU NiCNA PO3YMHEHHA B
KomnoHeHTi C (koa: ALL/C) cTabinbHi He 6inble 3 rognH npwu 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 3abesneyeqHsa MxProTM QPCR, ctop.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:
BusaBneHHa Penoptep lacHuK
BIr-1 FAM HednyopecueHTHUIA
(1.C. ak AMnni¢ikauiiiHnii KOHTpoOnb) BHyTpiwHin KoHtpons (I.C.) JOE/VIC HednyopecueHTHUI
MNacnHun CtaHgapT ROX He npucytHin
KinbkicTb peakuin x1 x12
A Mawictep-Mikc 12.5 mKn (ul) 150 mkn (ul) MNOMEPELOMKEHHA: Hanawtyinte TepmounKknep AnA BU3HAUYEHHA B PEXUMI
B Mpaiimepu/Mpo6u 2 mKn (ul) 24 mkn () peanbHOro 4acy 3 BiAMOBIAHVMM HanalWTyBaHHAMM 3rifHO 3 MOCIGHUKOM
1.C. BHyTpiLwHii KoHTponb | 0.5 mkn () 6 MK () KOpUCTYBaYa, HaAaHOro BUPOGHNKOM.
3a:,a6",'€’;“"' 15 min (ul) | 180 mkn (pl) 0. CXEMA AHAJII3Y

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

. Hopainte 15 mkn (pl) AmnnidikauiiHOT cymiwli B KOXHY peaKuinHy
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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HwuKue HaBeaeHo Npuknag cxemu ao3yBaHHA ana KinbkicHoro aHanisy:

MikponnaHwem a6o npo6ipku

1 5 g
STD1
A 45000 koniii/mkn (ul) 3pasok 4
STD 2
8 4500 koniin/mkn (ul) 3pasok 5
STD 3
C 450 Konin/mkn (ul) 3pa3oKk 6
STD4
0 45 koniit/mkn (pl) 3pasok 7
E NTC 3pa3ok 8
F 3pasok 1 3pa3ok 9
G 3pasok 2 3pa3ok 10
H 3pa3oK 3 3pasok 11

Nerenpa: NTC = HeratmHuin KoHtpons; STD 1, 2, 3, 4 = CtaHpapTtHa Kpusa AHK BMr-1,
3pasok 1, 2,3 i T. a. = 3pasku, WO OLiHI0TbCA.

P. BHYTPILLHIN KOHTPOJ1b AKOCTI
P.1 HanawtyBaHHsA Nnepep No4aTKOM aHanisy

Mepw HiX noyaTn iHTepNpeTaLito AaHuX:
—  BcraHoBiTb  «Baseline/MouaTKoBi
dnyopecueHLji), AK 3a3HaYEHO HUXKYE:

ymoBu»  (piBeHb  $oHOBOI



«Baseline/lo4yaTkoBi ymoBu»

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

«Threshold/Mopir» ¢nyopecuenuii FAM

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

«Threshold/Mopir» ¢nyopecuyenuii JOE/VIC

ABI™PRISM® 7500 A . . ABI™PRISM® 7500 SDS - STRATAGENE™
SDS BTOMAaTMYHO BCTAHOBMEHi MOYaTKOBI yMOBU MX3000P®- BIORAD™ CFX96°
BIORAD™ CFX96° ABTOMATMYHO PO3PaxOBaHi MOYATKOBI YyMOBU [MlaHi 3anycKy 3paska BipycHe HaBaHTa)<eHHA BMI-1
ApBanTMBHI NOYaTKOBi yMOBU BMr-1 (koniin/mkn (pl)) (koniii/mkn (pl))
STRATAGENE™ . — -
Baxnue 3ayBakeHHA: He BukopucroByvire Kinbkictb > 4.5E+08 BipycHe HaBaHTaxeHHs BINI-1 > 4.5E+08
Mx3000P° anroputm Mx4000 v1.00 - v3.00 3.5E-01 < KinbKicTb <
- - ’ 475E+ 08 - KIJIbKICHA OLJIHKA

Kinbkictb < 3.5E-01

BipycHe HaBaHTaxeHHsA BINI-1 < 3.5E-01

BAXJIUBA TMPUMITKA: [nAa KinbKicHOro BM3Ha4YeHHA 3pas3KiB AuB.
po30in R.

PesynbTtaty, oTpumaHi 3 Habopom, kaT. N¢ HSVIDNAQT.CE, HeobxigHO
iHTepnpeTyBaT 3 ypaxyBaHHAM KNiHIYHMX CMMATOMIB Ta  iHWMWX
nabopaTopHKX NapamMeTpiB, NOB'A3AHUX i3 CTAHOM NaLieHTa.

MoxnmnBnMM € HaCTyNHi pesynbTaTu:

ABI™PRISM® 7500 SDS 0.10
BIORAD™ CFX96° 350 .
Ta6nuus ycyHeHHA HecnpaBHOCTel
STRATAGENE™ MX3000P°® 0.02
FAM | JOENIC Pesynbrat MepeBipntu
P.2 AHani3s gaHux BAXJINBO: KoHueHTpauia AHK BIr-1,
Lopasy, Konu BMKOPUCTOBYETbCA Habip, BUKOHYETbCA MNepeBipKka Ha (B"'”*a 3a 100 KO"“"éX,KV’I‘) ?112
. . . NO3UTUBHUN CcurHan
kanibpatopax STD 3 mMeTOl BM3HAYeHHsA, YM BignoBifaloTb 3HauveHHA Ct 2PAZOK KOPEKTHWI koni/men (W) Wa  Stratagene
OHiKyBaHVIM i 3a3HaYeHUM y TaGHVILli HUX4Ye. HeBIIOM + +/- PE3YNbTAT MX3000P), moxe npu3BecT Ao
A [To3nrusHui 3HUXEHOTO abo  BIACYTHbOIO
-~ = dnyopecueHTHOro curHany
ABI™PRISM® 7500 SDS/STRATAGENE™ MX3000P°® BHyTpiHboro  KowTponio I.C. 3a
nepeBipKa FAM Bumorm [PaxyHOK KOHKYpeHLii peareHTis.
< 1. wob KOMMOHEHTN 6ynu
STD 1 17.5 < Ct (Moporosuin ymkn) < 20.0 niAroTOBNeH] NPABMABHO;
2. wob B npouenypi aHanisy He 6yno
™ ® YBATA! [ONYLLEHO XOAHOT NOMUNKY;
- BIORAD™ CFX96 3. wob6 BrbpaHUMM GapBHUKamMK Ans
MNMepeBipka FAM Bumorn MOXNVIBICTb: BUABNEHHA Gynu:
STD 1 18.5 < Ct (Moporosuii umkn) < 21 FAM ana sunenerta BMM-1 i
3PA30K _ _ IHribyBaHHA, JOE/NVIC pns BusBneHHs I.C.;
Hesigomuin MOMUNKN B 4. wob aHanis 6yno BMKOHaHO 3
KpiM TOro, 3Ha4yeHHA Haxvmy i R? nepesipmoTbcn, LLl06 I'IiﬂTBep,qI/ITI/I AKICTb npouepypi ao NPaBUNbHUMN  HaNaLWTYBaHHAMMU
BMKOHaHHS. [OBUHHI 6yTY BUKOHaHi HaCTyMHi BUMOTI. HenpasuIbHOro npunapy; )
bYHKLiOHYBaHHA 5. W06 Habip NpaBuibHO 36epirascs;
npunagis 6. W06 NoTeHUilHi iHri6iTopw MNP He
MNMepeBipka FAM Bumorn 3a6pyAHNIN NPOGIPKIA;
Haxun 3.1 < Haxun < -3.9 7. wob npoueaypa ekcTpakuii 6yna
BMKOHaHa NpaBubHO.
KOPEKTHWM
3PA30K
Mepesipka FAM Bumorn HeBinoMuit - + PE3YTIbTAT
" > Herarusrmii
EdextusHicTb R*>0.98 BAXINBO:
1. Konuentpauia HK BMr-1, suwa 3a
Q. IHTEPMPETALIIA PE3Y/IbTATIB TA YCYHEHHA HECMIPABHOCTEN 100 wonii/mkn (W) _(nosnvsrui
. curHan FAM) (10 konii/mkn (pl) Ha
MepepbavaeTbca, WO AnNA  KOXHOro 3paska ¢nyopecueHuia FAM Stratagene  MX3000P),  moxe
(nosunTBHEe/HeraTvBHe 3HaueHHA Ct) i dnyopecueHuia BHyTpiwHbOro } npussectn o 3HWXKEHOTO a6o
KonTponio JOE/VIC BanimyloTb BusBneHHs BII-1, Ak onucaHo B Tabnuui STD + v KOPEKTHUM BIACYTHbOTO dnyopecuenTHoro
. PE3YNbTAT CUrHany BHYTPILHbOrO KOHTPOJIO
HIXKYe: I.C. 3a paxyHOK  KOHKypeHLii
peareHTiB.
BHyTpiwHin KoHTponb . 2. Heratnsruit curHan JOE/VIC € Takox
BMr-1 FAM JOE/VIC Pesynbrat AHanisy KOPEKTHUM, AKWO 1.C.
BMKOPUCTOBYBABCA AK KOHTPO/b
3PA30K 25<Ct<40 BIPHO eKCTpaKLii.
MO3UTVBHUMA | Ct > 40 a6o HeBU3HAYEHO BIPHO* 1. w06 KoMnoHenTU By nigroTosneHi
npaBuibHO;
3PA30K . 25<Ct<40 B!PHO _ 2. wob B npoueaypi aHanizy He 6yno
HEFTATVBHUI Ct > 40 abo HeBM3HaYEHO HEAQIMCHUIN** YBATA! /ONY1LIEHO KOAHOT MOMUNIKY;
) 3. wob BMOpaHMMK GapBHUKaMU AnA
- R - . MOM/INBICTb: BUABNEHHA bynu:

KoHueHTpauis HK BMI-1 suwe 100 koniit/mkn (ul) (no3utneHuin curban FAM) moxe o ) ) : FAM ans Bussnenka BIT-1 i JOEAVIC
npussect po 3MEHLWEHHA a6o BIACYTHOCTI dnyopecueHTHOro curHanmy n ana suasnenHs 1.C;
BHyTpiwHboro KoHtponto I.C. yepes KOHKypeHLito peareHTiB. KoHueHTpauia JHK BI-1 Hm;’:::?:go s |* wob aHanis 6yno BUKOHAHO 3
Ha Stratagene, Buwa 3a 10 koniiA/mkn (ul) (No3uTnBHWI crrHan FAM), moxe npussectn npoueaypi NpaBUNbHIMU HanawTyBaHHAMN
fo 3MEHLWEHHA a6o BIOCYTHOCTI dnyopecueHTHoro curHany BHyTpiwHboro npunagy; .
KoHTponio I.C. 3a paxyHOK KOHKypeHLii peareHTis. 5. 106 Habip npasunioHo 36epirasca;

P - 3a paxy yP p ) 6. Wo6 MoTeHUiiHi iHri6iTopy P He
e . L L. . 3a6pyaHUAN NPOBIPKU.
Mpobnemmn MOXyTb BUHVKHYTV Ha eTani amnnidikauii (HeepekTnBHa amnnidikaLisa abo 1. 06 KOMMOHEHTN Gy MATOTOBNEH]
i BiCYTHiCTb) abo nif yac eTany eKkcTpakuii (HaABHICTb iHri6iTOPiB abo MoyaTKoBUMN NpaBUNbHO;
3pasoK, WO MICTUTb HEAOCTATHIO KiNbKICTb KNITWH), WO NPU3BOANUTD A0 HEKOPEKTHUX YBATA! 2. wob B npouenypi aHanisy He 6yno
pe3ynbTaTiB Ta XMOGHOHeraTMBHUX pe3ynbTaTiB. Mpoleaypy TecTyBaHHA HeobXiaHO AOMYLIEHO KOAHOT NOMUNKIA;
noBTOPUTYW, NOYMHalouM 3 eTany EKCTpakuii, BUKOPUCTOBYIOUM CBIXWUIA 3pa3okK, MOXMBICTb: 3 gﬁiﬂz‘:&iag;:r Gapsrviamy Ann
OTPVMaHUN BIA NalieHTa. STD B * Momwiku 8 FAM nns suasnenna BMr-1i JOE/VIC
Ro3yBaHHi 260 B Ans suAsnenHA 1.C,;
[InA KOXHOro MO3WUTUBHOrO 3paska, BMABNEHOro 3 Habopom, KaT. N npouenypi 4. o6 awanis byno BuKoHaHO 3
. . npaBuUIbHUMU HanawTyBaHHAMN
HSVIDNAQT.CE, mo)Ha 3acTocyBaTu MpaBWUiibHE KiflbKiCHe BM3HaYeHHA npunany;
BipPYCHOro HaBaHTa)KeHHs B Mexax Big 4.5E+08 go 3.5E-01 konin/mkn (ul), 5. 106 Habip NpaBuUIbHO 36epiraBca.
TOMy BipycHe HaBaHTaxkeHHs BII-1 mMae OyTn BupaxKeHO, fIK 3a3HayeHo B . Heratughnii  curvan  JOENVIC €
. . ~ 3 KOPEKTHUU KOPEKTHUM Tinbkn AKLWO 1.C.
Ta6l1|/IL|,I HKue: NTC + PE3YNbTAT BMKOPUCTOBYBaBCA K  KOHTPOJb
eKcTpakuii.
YBATA! . .
NTC + /- 1. LL[06 KOMMOHEHTN 6yJ1I/I niagroTosneHl
MOMK/IMBICTb: NPaBIbHO;
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2. wo6 B npoueaypi aHanisy He 6yno
[OMYyLEHO XXOAHOT MOMUNKK;

. Wo6 poboue Micue Ta IHCTPYMEHTW

3He3apaXKyBanucsa uepes perynapHi

NPOMIXKM Yacy;

wo6 Habip 36epiraBca HaneXHUM

YMHOM.

3abpyaHeHHs

w

B

Bax<nuei npumimku:

1. IHTepriperayia pe3ynbTaris OBUHHA [POBOANTUCA 11 HAIrTIf40M
3aBlayBaya 1abopaTopii, OO 3MEHLINTY PUMK TOMUIIOK Y BUCHOBKAaX
7a HEBIPHUX [HTEPIIPETAL/I.

2. Konn pesynbraty BUnpobyBaHb NEPEJaOTHCA 3 JabopaTtopii Jo
[HPOPMAaLYIIHOro LEHTPY, HEOBXIAHO BYTU YBaXHUMY, OO YHUKHYTU
nepegadi MoMuaKOBUX AaHUX.

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

AKLWO BMHMKAE OfHa uu iHWa nNpobnema, onucaHa y Tabnuyi Bule, Nicns
nepeBipKu MogifoMTe Npo OyAb-AKi 3anMLWKOBI NPobnemn KepiBHUKY Ans
nojanbLunx gin.

R. KUIbKICHA OLIIHKA

Kani6patopu STD 06pobnsaoTbca K oumLLeHi 3pa3kiy i BAKOPUCTOBYIOTb TON
camuin 06'em - 10 mkn (pl).

KoHueHTpaLjisa kanibpatopis STD BupaxaeTbca B Konisx/mkn (ul).
KoHueHTpauia BipycHoro reHomy Ha ma (ml) gna koxHoro 3paska
navjieHTa po3paxoBYETbCA 3a TaKolo GOPMynoto:

Konii/mkn (ul) (aaHi 3anycky) x 06’em
enoiioBaHoro spaska (mka (pl))
06'em ekcTparoBaHoro 3paska (mn (ml))

PesynbTtatn
(konii/mn (ml)) =

Mpuknap:
PesynbTatm (konii/mn (ml)) = 1500 x 66/0.2

Pe3synbtaTtu (konii/mn (ml)) = 4.95 E+05

S.POBO4I XAPAKTEPUCTUKIN

OuiHka poboumnx xapaktepucTuk 6yna nposefAeHa BiANOBIAHO AO TOrO, WO
nosifomMnAeTbcA y BHyTpilHix TexHiuHnx Cneumdikauiax abo BTC.

OuiHKy pobounx XapakTepucTuk npoBogunu B nabopatopisx DiaPro 3
MaTepianamu, HagaHUMK pepepeHCHMM KNiHIYHMMI TabopaTopiamm.

S.1 AHANNITUYHA YYTNUBICTb

AHaniTMYHa YyTAMBICTb MOXe OyTn BupaxkeHa Ak Mexa BuaBneHHs Ta Ak
Mea KinbKiCHOro BU3Ha4eHHs.

Mexa BnasneHHa (LOD): Lie HalimeHLIa KinbKiCTb LinbOBOro 3HaYeHHs, AKY
MO>e BUABUTM CUCTEMA i3 334aHOI0 MMOBIPHICTIO.

[na TecTiB AHK BOHa Bpaxa€eTbcA AK HallMeHLIa KOHLeHTpaLia aHaniTy, Wwo
3a 6araTopa3oBMX NOBTOPIB JA€E NO3UTUBHUI pe3ynbTaT.

Mexa BuaBneHHA (LOD) BM3Haua€eTbCcA WNAXOM TeCTYyBaHHA CePiNHUX
po3BefeHb, WO MICTATb BiAOMI KOHLeHTpaUii aHaniTy.

LOD - ue HaiHWX4Ya KOHLEHTpaUif aHaniTy, Wo Moxe OyTu MOCTilHO
BUABNeHa (HanpuKknag, y = 95% 3pa3kKiB y 3B14aiiHUX 1abopaTopHUX yMOBaXx).
Ona Habopy, kat. N¢ HSVIDNAQT.CE, LOD 6yno BM3HaYeHO LLAAXOM
TecTyBaHHA 24 NOBTOPIB, 8 NOBTOPIB Y TPbOX Pi3HMX 3amnycKax, HaMBULLOro
po3BeAeHHsA aHaniTy, Wo Moxe 6yTun BuaBieHum B 100%.

Pe3ynbTaTu € HacTynHUMM:

Mea BUsABNeHHA
ABI™PRISM® 7500 SDS 0.22 Konii/mkn (pl)
BIORAD™ CFX96° 0.22 konii/mkn (pl)
STRATAGENE™ MX3000P°® 0.22 konii/mkn (pl)

Lle o3nauvae, wo ana npunagis ABI™PRISM® 7500 SDS, STRATAGENE™
MX3000P°® Tta BIORAD™ CFX96° icHye 100% #MOBIpHiCTb BuABneHHA 0.22
Konin/mkn (pl).

S.1.1 Mexa KinbKiCHOro BU3HaYeHHsA

Mexa KinbKicHOro BusHauyeHHA Oyna OTpMMaHa LUAAXOM BUMIPIOBAaHHA
niHiMHOCTI, AUHamivyHOro fianasoHy Ta BiATBOPIOBAHOCTI.

NixiliHicTD - Ue Mmipa cTyneHA HabnukeHHA KpuBoi Ao npamoi. BoHa
BMpaxaeTbca 3HavyeHHAM SLOPE/HAXWJI.

AnHamiuHunii Aiana3oH - Ue iHTepBan KOHUEHTpaUil aHanity, ana Aakoro
KiHUeBe BuXigHe 3HayeHHA (noporoBui uukn Ct) cuctemyn npsamo
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nponopuifiHe KoHUeHTpauii aHanity 3 NPUNHATHOK MpaBAMBICTIO Ta
TOYHICTIO.

Mexamn gnHamiyHOro pfianasoHy € HVXHA | BepXHA MeXi KinbKicHOro
BM3HauYeHHsA (MeXa KinbKiCHOro BUsHaueHHs).

Y Habopi 3 kaT. N2 HSVIDNAQT.CE 6yno nigrotoBneHO rpaHUYHy KpuUBy
po3BefieHHA 3 BM3HauyeHUMK Koniamu/mkn (ul) nnasmign, wo Hece
cneumoiuHy LinboBy BipyCHY NOCNIAOBHICTb. TOUKM PO3BeAEHHA Nepesipanmv
B @aHaNITUYHIN cucTemi Ta BU3Hadanu ix Ct (noporosumin Lnkn).

[na aHanisis, BUKoHaHMx Ha ABI 7500, Mx3000P Ta Biorad CFX96, BepxHa
MeXa KinbKiCHOro BU3HaYeHHA CTaHoBUTb 8.65 logio (4.5E+08 Konin/mkn
(uD), @ HUKHA MeXa KinbKiCHOro BM3HauYeHHs cTaHOBUTb -0.45 logio (3.5E-01
konii/mkn (ul)).

S.2 AHAJNNITUYHA CNELUUNOIYHICTD

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

AHanitnuHy cneundiunictb aHanisy IHK BMI-1 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 MOCAIfOBHICTb  LiNbOBOro  reHomy
KOHTPOMIOITbCA  MPOrpamMHUM  3abe3neuyeHHaAm  «BLAST», wo6
nepeBipuTK, UM Ma€e Oyfb-AKa 3 HYKNEOTWAHWX MOCiAOBHOCTEN,
[IeNOHOBaHMX Y CBITOBUX F€HOMHUX 6aHKax, romosorito 3 BIl-1, Ta
nporpaMmHum  3abesneveHHam  «ClustalX», wob  NopiBHATK
NoCcNiAOBHOCTI LjifIbOBOro reHoMy pi3HuX reHotunis BIT-1.

3. CneundiuHicTb Gyna MoKpalleHa WAAXOM MifGOPY MKOPCTKUX YMOB
peakuii.

4.  3pasKku Bif NauieHTiB, AKi CTpaxpatloTb Bif iHdeKLi, Yepe3 NOTeHUiHI
iHTepdepytoui mikpoopraHiamu, 6ynu oTpumaHi 3 PedepeHcHoro
KNiHIYHOrO LeHTpy

PesynbTaTtyi npeacTaBneHi B HacTyNHi Tabnuui:

OpraHism Pesynbrar

LIMB HeraTuBHUN

BBB HeraTuBHUN

BEB HeraTvBHUN

Bipyc repnecy 6 Tuny HeraTuBHUN

Bipyc repnecy 8 tuny HeraTuBHUN
BIr-2 HeraTMBHUN

Bipyc JC HeraTuBHUN

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

S.3 AIATHOCTUYHA CNEUNDIYHICTb TA YYTJ/IUBICTb

S.3.1 fliarHocTnyHa cneundivyHicTb

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

Lleit napameTp B13Havyanu wnaxom gocnigkeHHa 10 HeratnBHux AHK BMT-1
3paskiB:

CMNPABXHIV HETATUBHUIA 10
XWNBHOMO3UTVBHUI 0

3ATAJIbHA KIJTbKICTb 3PA3KIB | 10
CNELUUDIMHICTb % 100

Ha ocHOBi oTpumaHux pesynbraTisB pospaxoBaHa [liarHocTuyHa
CneundivHictb cuctemn craHoBuTb 100%.

S.3.2 [liarHoCTUYHA YyTNuBICTb

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

Ona Habopy, kaT. N HSVIDNAQT.CE, ueit mapameTp BMBYaNM LLIAXOM
LOCiAXKeHHA No3mTuBHYKX 3pa3skis IHK BIMI-1 B gy6nsax nig yac ogHoro i Toro
X 3anycky. Takox bynu TectoBaHi naHeni 3pa3Kis Bipycy NpocToro reprecy
QCMD 2008 ta QCMD 2010 (HSVDNAO08 - HSVDNA10). Motim 6yno
PO3paxoBaHoO BiACOTOK (%) NO3UTUBHIKX 3pa3KiB.
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CMPABXHIV NO3UTUBHW 18
XUBHOHETATUBHWIA 0

3ATAJTIbHA KIJTbKICTb 3PA3KIB | 18
YYTNIUBICTb % 100

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

100%
100%

OiarHocTuyHa YyTtnmsictb
AiarHocTnyHa CneyndiyHicTb

S.4 TOYHICTb

TouHicTb nokasye CTyniHb HagiiHOCTi cuctemn. KoxHin  npoueaypi
BMMIPIOBaHHA BnacTuBa BMMaAKoBa 3MiHa, AKa Ha3MBa€TbCA «BUMAfKoBa
nomunka». BunagkoBa nomunKa He Ma€ YMCNIOBOrO 3HaYeHHs, ane
BM3HAYaETbCA AUCMIEPCIEI0 BUMIPIOBAHHA AK CTaHAapTHe BiaxuneHHA (DevST)
i kKoediuieHT Bapiauii (CV%). 3a3Buyalt TOYHICTb aHani3y BigHOCUTbCA O
Y3rofpKeHHA MiX MOBTOPHUMM BUMiPIOBaHHAMM OAHOrO i TOTO XK MaTepiany.
Y Habopi, KaT. N2 HSV1DNAQT.CE, TouHicTb Brpaxanaca Ak BapiabenbHicTb B
MeXax aHanizy Ta BapiabenbHicTb MK aHanizamu. TouHicTb 6yna
npoTecToBaHa B OAHOMY 3anycKy (B aHanisi) i B TpbOX Pi3HMX 3anyckax (Mix
aHanizamu), 4 Toukax CTaHAapPTHOI KpMBOI y 8 noBTOpax.

MNoTim po3paxoByBanu BapiabenbHiCTb B aHani3i Ta Mix aHanizamu.

3a BiACYTHOCTI BCTaHOB/IEHNX NapameTpiB y €BponeicbKin gupektusi IVD
CTS M1 BM3HaUUNM HaCTyMNHe 3HaYeHHA NpuAHATHOCTI ana AHK BMTr-1:

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

T.OBMEXXEHHA

KopucTyBaueBi Lboro Habopy pagMmo yBaXxHO MPOUYMUTATU Ta 3PO3YMITH Lito
iHCTpyKUito. [InA OTpUMaHHA [OCTOBIPHUX pe3ynbTaTiB TecTy HeobXigHO
CyBOpe [OTPMMaHHA NpPOTOKoMy. 30Kpema, TOYHe [03yBaHHA 3paskKiB i
peareHTiB, 3acToCyBaHHA MNPaBWIBHOTO pPOBOYOro mnpouecy pasom i3
peTenbHM NPOrpaMyBaHHAM KPOKY TEPMOLIMKITY € BaXKNMBUMU AN TOYHOTO
Ta BiATBOPIOBAHOIO BUABMIEHHA Ta KiflbKicHOro Bu3HaueHHa JHK BII-1.
BusHauenHa [HK BII-1 y 3pa3ky nauieHTa Ma€ 3HauHi MefnyHi, couianbHi,
MCMXONOTiYHi Ta EKOHOMIYHI HacNigKuN.

PekomeHpgyeTbca posrnagatn KOH}iAeHUiNHICTD, BignosigHe
KOHCYNbTYBaHHA Ta MEAUYHY OLIHKY AK CYTTEBMI acnekT MOCAifOBHOCTI
TeCTyBaHHA.
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5.CMMBOIN

NOACHEHHA YMOBHUX 3HAKIB

Temnepatypa
36epiraHHn

A
m
T

KaTanorosuii Homep

Bupib meguuHoro
npu3sHayeHHsA

[MBITbCA IHCTPYKLtO 3
BUKOPWCTaHHA

<
o

—
O
—

Homep noty Bupob6HmK

TepMmiH npnpaTHoCTI KinbkicTb TecTiB

G -

m
c € 3HaK BignosigHOCTI
CE

,ElaTa BUTOTOBNEHHA

Bca npopgykuis IVD, BupobneHa KomnaHieio, nepebyBa€ nig KOHTponem
cepTndikoBaHoi Cnctemn ynpasniHHA AKicTIo BignosigHo fo npaswna EN
ISO 13485. KoxHa napTifa NipAaeTbca KOHTPONIO AKOCTI Ta BUMYCKAETbCA
Ha PMHOK NinLUe 3a YMOBY, LLIO BOHa BifMnoBifaE TexHiuHNM cneundikaliam
€C Ta KpUTEPIAM NPUNHATHOCTI.
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