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HBS AHTUTEH, BEPCIAl ULTRA

Kam. N°: LUA-EIA.SAG.96
Kinekicme mecmie: 96

Jlama sunycky incmpykuii: 2019/11
Bepcis: 5

ImyHopepmenmHuii aHaniz yemeepmoi 2eHepayii (I®A) 0ns susHayeHHA
noesepxHeso2o0 AHmuzeny Flenamumy B a6o HBsAg y nnasmi ma
cupoeamyi 1OUHU

- MinbKu 018 0ia2HOCMUYHO20 BUKOPUCMAHHSA «in Vitro» -

A.NMPU3HAYEHHA

IMyHOpepMeHTHMIN aHani3 yetBepToro nokoniHHA (IOA) ana ogHoeTanHoro
BM3HAYEHHA MOBEPXHEBOro aHTUreHy renatuty B abo HBsAg y nnasmi Ta
cupoBatyi noanHW. Habip npusHaueHnii AnA CKPUHIHFY OAWHWLUb KPOBI,
3paTHUA  BMABNATU MyTaHTM HBSAg i 3HaxoAuTb 3acTocyBaHHA AnA
CnocTepexeHHs 3a nalieHTamu, iHdikoBaHyMu BIB.

TinbKn gna giarHocTukm "in vitro".

B.BCTYN

BcecBiTHA opraHisaLia oxopoHu 3gopos’a (BOO3) BM3Hava€e renatut B Takum
YMHOM:

«enatnT B - ofHe 3 HalBaXXNMBILWMX 3aXBOPIOBaHb NIOACTBA i € CEPNO3HOI0
rnobanbHOlO NpPobnemolo rPoMapcbkoro 3AopoB'A. lenaTutT o3Hauvae
3ananeHHA NeviHKK, i HaNYacTiWo MPUYMHOLIO € 3apaXeHHA OAHUMM i3 5
BipyciB, AKi Ha3uBatoTbcA renatutamm A, B, C, D i E. Yci Ui Bipycn MoXyTb
BMK/IMKATU rOCTPe 3axBOPIOBAHHA 3 CMMMTOMaMK, WO TPUBAIOTb Kinbka
TUXKHIB, BKNIOYAOUM MOXOBTIHHA LWKipW Ta ouell (KOBTAHULA); TEMHA ceya;
CcunbHa BTOMa; HyAoTa; 6nioBoTa i 6inb y xmBoTi. LLlo6 3HOBY BifuyTn cebe y
dopmi, Moxe 3HafobuTMCA Bif Kinbkox micAuiB Ao poky. Bipyc renatuty B
MOXe BWKIMKATWM XPOHiuHY iHdeKUilo, Mpu AKiN nauieHT Hikonu He
nosbaBnAeTbcA Bif Bipycy, a uyepe3 6araTo POKiB PO3BMBAETbCA LMPO3
neyiHKKM abo pak neyiHku.

BIB € HamcepwosHiluMM TUNOM BIPYCHOrO renatuTy i €ANMHUM TUMOM, L0
BUK/MKAE XPOHIYHMI renaTuT, Bif AKOro iCHye BakuuHa. Bipyc renatuty B
nepenaeTbca NPU KOHTaKTI 3 KPOoB'to abo pignHamu Tina iHpikoBaHoi noanHn
Tak camo, fAK i Bipyc imyHogediuuTty nogunu (BIN), Bipyc, wo Buknunkae CHIA.
OpHak, BIBy 50-100 pasis 6inbLu iHpeKLiiHWIA, Hi>K BI/T. OCHOBHUMMU Winaxamm
3apaxeHHs BIB e (a) nepuHaTanbHWiA (Big MaTepi A0 AUTUHWM nNpwu
HapogxeHHi); (b) nepepaya Big AUTUHN O AUTUHWK; (C) HEGe3NeYHi iH'eKUiT Ta
nepenuBaHHsA; r) CTaTeBUI KOHTAKT.

Y BcboMy CBITi 6inbLuicTb iHPeKUi nepepaeTbea Bif iHikoBaHOT maTepi Ao
OUTUHW, Bif KOHTAKTy AWTWMHW 3 AWTMHOIO B MOOYTOBUX ymoOBax Ta Bif
NMOBTOPHOIrO BUKOPUCTaHHA HeCTepwli3oBaHWX TFONOK Ta wnpuyis. Y
6araTbox KpaiHax, Lo pO3BMBalOTbCA, Mal>Ke BCi AiTV 3apaxaloTbCA BipyCcoMm.
Y 6araTbox NPOMMCIIOBO PO3BMHEHMX KpaiHax (Hanpuknag, y 3axigHin €sponi
Ta NMiBHiYHI AMepuui) xapakTep nepepauyi iHWWIA. Y LMx KpaiHax nepefgava
Bifj MaTepi 4O ANTUHW Ta Bif ANTUHW O ANTUHW CTAHOBUIA JO OAHIEI TPETUHN
XPOHIUHUX iHEKUin A0 BNPOBaKEHHA NporpaMm BaKuMHaUii npoTtu
autayoro renatuty B. OpgHak, 6inbLuicTb iHdeKUin y Lmx KpaiHax nepefaeTbca
B MONOAOMY Billi LWAAXOM CTaTEBOI AaKTUBHOCTI Ta BXWMBAHHA iH'€KLINHNX
HapkoTukiB. Kpim Toro, Bipyc renatuty B € ocHOBHoOW iHdeKUiiHOW
Hebe3neKo ANA MeANYHUX NPaLiBHUKIB, | 6iNbWicTb MEANYHUX NPALIBHUKIB
OTpUManu BakUUHy NpoTy renatuty B.

Bipyc renatuty B He mowmploeTbca yepes 3apaxeHy iy abo Bogy, i noro
HEMOX/IMBO MOLIMPUTM BMNAJKOBO Ha poboyomy micli. Bucoki nokasHmKm
XPOHiUHOT iHdeKLii BB cnocTepiraloTbca TakoX y NiBAEHHUX palioHax
CxigHoi Ta LleHTpanbHoi €sponu. Ha bnusbkomy Cxogi Ta B IHAINCbKOMY
CYyOKOHTUMHEHTI  6113bKo 5% XpoHiuHO iHiIKoBaHI. IHdeKkuia pigwe
3ycTpivaeTbca B 3axigHin €sponi Ta [liBHiYHIN Amepuui, Ae mMeHwe 1%
XPOHiUYHO iHdiKOBaHI.

ManeHbkKi AT, iHpikoBaHi BI'B, MaloTb Haibinbluy NMOBIPHICTb PO3BUTKY
XPOHiuHOT iHdeKuii. MpnbnnsHo y 90% HemoBNRAT, iHGIKOBaHMX NPOTArOM
nepLIoro poKy XuTTa, i Bifi 30% Ao 50% pitein, iHdikoBaHmX y Bili Big 1 o 4
POKiB, PO3BMBAETLCA XPOHiUHa iHpeKUiA. PU3nK cmepTi Bif paKy neyiHku abo
LMpo3y neuiHKK, NoB'asaHoro 3 BI'B, ctaHoBUTL Npnban3sHo 25% ana ocio, Aki
XPOHiUYHO iH}iKOBaHI B AUTUHCTBI.

XpOHiuHWI renaTuT By Aeaknx nauieHTiB NiKyeTbCA NpenapaTamu nig Ha3soto
iHmepgepoH abo namieyduH. MNaLieHTam 3 LUPO3OM MeUiHKM iHOAI pobnAaTb

TpaHCNMaHTalilo neyviHky, ane 6yBatoTb pi3Hi Hacniaky. Kpale nonepeanTn
Lito XBOpOoObY BaKLMHOIO, HiXX HamaraTtucs ii BUnikyeaTu.

BakuuHa npotu rematuTy B Mae BupaTHi MoOKasHWMKM 6e3nekn Ta
edeKTMBHOCTI. 3 1982 poKy y BCbOMy CBiTi 6yNI0 BUKOPWUCTAaHO NOHaA OAWH
MinbApA A03 BaKUMHNU NpoTy renatuty B. BakumHa BBOANTBLCA Y BUrNARI cepil
3 TPbOX BHYTPILUHbOM'A30BMX A03. [locniaXeHHA noKasanu, Wo BakuuHa Ha
95% edeKTBHa AnA 3anobiraHHA PO3BUTKY XPOHiUHOI iHdeKLii y aiTel Ta
[OPOCNNX, AKLLO BOHM e He 3aparkeHi. Y 6araTbox KpaiHax, e Bia 8% 8o 15%
OiTel paHiwe XpoHiuHO iHdiKyBanuca BB, piBeHb XpOHiIUHOI iHbeKuil
3HU3MBCA [0 MeHLW, HiX 1% B iMyHi3oBaHMX rpynax giten. 3 1991 poky BOO3
3aK/MKae BCi KpaiHM foAaTh BaKUMHY NPOTK renaTtuTy B y cBoi HauioHanbHi
nporpamu imyHisauii.»

MoBepxHeBUi aHTWUreH renatuty B abo HBsAg - HaiiBaxnuBiwmin 6inok
060M10HKN Bipycy renatuty B, wo BignoBiga€ 3a roctpuii Ta XpPOHIUHWIN
BipycHUin renaTtuT. [OBepXHEBUN aHTUreH MICTUTb AeTepMiHaHTy “a”,
3arasibHy ANnA  BCIX BiAOMUX BIipyCHWX MiATUNIB, AKa iMYHONOriYHO
PO3pi3HAETbCA ABOMA Pi3HMMY Migrpynamu (ay Ta ad).

3paTHicTb BUABNATM HBSAQ 3a AOMOMOrol0 BUCOKOUYTANBUX iIMyHOaHani3is
3a OCTaHHI POKM NpuBena [0 PO3yMiHHA NOro NOWMpPeHHA Ta enigemionorii y
BCbOMY CBITi Ta AOKOPIHHO 3HM3Ua PU3UNK 3apaXKeHHA NPy NepemBaHHi.

C. MPUHLUUN TECTY

CyMill MOHOK/IOHaNbHMX aHTUTIA MULWi, cneyndiuHnX Ans aeTepmiHaHT “a”,
“d” Ta "y" HBsAg, dikcyeTbca Ha noBepxHi MikponyHok. CrpoBaTKy/nnasmy
nauieHTa [AofaloTb Yy  MIKPOAYHKY pa3som 3 [pyroilo  Cymillwio
MOHOKNOHANbHNX aHTUTI MULLI, KOH'IOrOBaHMX 3 MEPOKCUAA30l0 XPOHY
(HRP) Ta cnpamoBaHuX NpoTW iHWOro enitony AeTepMiHaHTK “a” Ta NpoTn
“preS”.

CneundiyHnn iMyHOKOMNNEKC, yTBOpeHUi y npucyTHocTi HBsAg y 3pasky,
3axX0oNNIoETbCA TBepAOKo dasolo. B KiHUi ofgHoeTanHoI iHKy6aLil MiKponyHKM
NpPOMMBaloTb ANA BUAANEHHA He3B'A3aHMX GiNKiB cMpOBaTKM Ta KOH'toraty
HRP.

MoTim popaloTb  XxpomoreH/cybcTpaT i, Yy NPUCYTHOCTI  3axOmMieHoro
imyHokomnnekcy HBsAg, 6e3b6apBHuiA cybcTpaT rigponisyeTbca 3B'A3aHUM
KoH'toratom HRP i3 3a6apBneHnm KiHLeBUM npoaykToM. Micns 610KyBaHHA
ONTUYHA WiNbHICTb depMeHTaTUBHOI peakLii BUMipIoeTbca 3untyBadem IOA.
IHTeHCMBHICTb 3abapBneHHA nponopuiiiHa KinbkocTi HBsAg, nprcyTHboro y
3pasky.

Bepcia ULTRA oco6nnBo nigxoanTb A8 aBTOMAaTUYHMX CKPUHIHTIB | 3aaTHa

BUABNATU MyTaHTIB "s".

D. KOMMOHEHTU
CraHpapTHa KoHdirypauis MiCTUTb peareHTV AnA BMKOHAHHA 192 TecTiB i
CKJ1aAA€TbCA 3 TAKNX KOMMOHEHTIB:

1. MikponnaHwert MICROPLATE

2 wT. 12 cMyoK no 8 JnyHOK, MoKputux aHTu-HBsAg, addiHHO
OUNLLEHNMM MULIAYYMM MOHOKJIOHANbHNMU aHTMTINaMu,

cneumdiyHUMM Ana geTepmiHaHT “a”, “y” Ta “d”, i 3anevataHi y milweyok
3 OCyllyBayeM.

2. HeraTmBHUII KOHTPONb CONTROL 4

1x4,0 mn/$nakoH. FOTOBUI AO BUKOPUCTaHHA KOHTPOJb. BiH MicTuTb
cmpoBaTky Ko3u, 10 MM ¢docdaTHoro bydepy pH 7,4 +/- 0,1, 0,09% Na-
asumay Ta 0,045% ProClin 300 B AKOCTi KoHcepBaHTIB. HeraTnBHuMN
KOHTPOJb 67ifl0 ->KOBTOrO KOJbOPY.

3. MosuTnBHMII KoHTponp CONTROL +

1x4,0 mn/¢nakoH. FOTOBMIN JO BMKOPWUCTaHHA KOHTPOSb. BiH MicTuTb
CUPOBATKY KO3M, HeiHpeKUiiHui pekombiHaHTHMI HBsAg, 10 MM
¢docdatHoro b6ydepy pH 7,4 +/- 0,1, 0,02% cynbdaTy reHTamiLMHy Ta
0,045% ProClin 300 B AKOCTi KOHCepBaHTIB. M03UTMBHUI KOHTPOMb
3eJ1IeHOro KONbopy.

4. Kani6bpatop
2 dnakoHw. JliodinizoBaHui kanibpatop. Po3unHaeTbea y Bogi knacy IOA,
AK 3a3HauyeHo Ha eTukeTui. Mictutb deTanbHy 6Guuauy CMpPoBaTKy,
HeiHdeKUiiHniA  pekombiHaHTHMI HBsAg npu 0,5 MO/mn  (2-i
MixHapoaHui ctangapt BOO3 wopo HBsAg, kog NIBSC 00/588), 10 MM
docdatHoro bydepy pH 7,4 +/- 0,1, 0,02% cynbdaty reHTamiLmHy Ta
0,045% ProClin 300 B AKOCTi KOHCEPBAHTIB.
Mpumimka: O6cA2, Heob6XiOHuUli OnA po34YuHeHHA emicmy haAKOHY,
mo)e 3miHioeamuca 8i0 snomy 0o saomy. byde nacka,
suKopucmoasylime npasunbHuli 06¢sA2, 3a3Ha4yeHuli Ha emukemui.

5. KoHueHTpaT 6ydepy ans npoMmuBaHHA =~ ASHBUF 20X]

2x60 Mn/nnAwWwKm. 20-KpaTHUA KOHLEHTPOBAHWI PO3UNH.



6.

Micna po3BefeHHA MPOMUBHUI PO3YMH MicTUTb 10 MM docdaTHoro
6ydepy pH 7.0 +/- 0.2, 0.05% TgiH 20 Ta 0.045% ProClin 300.

Po3umMHHIK pepmeHTHOro Kon'toraty [CONJ DIL]
2x 16 mn/dnakoH. ToToBUIA [O  BUKOPUCTAHHA
POXeBO/YEePBOHOIO KOMbOPY.
BiH mictute 10 MM Tpuc-6ydepy pH 6,8 +/- 0,1, 1% HopmanbHOI
MuMLWaYyoi cnposaTtku, 5% BSA, 0,045% ProClin 300 ta 0.02% cynbdat
reHTamiLMHy B AKOCTi KOHCepBaHTiB. PO34unH 3a3B1yali onanecueHTHUIA.

PO3YmH

®epmeHTHUII KoHtoraT [CON 20

2 x 1 mn/dnakoH. 20X KOHLEHTPOBaHWUIA peareHT. BiH MicTUTb MiueHi
nepokcupgasoto xpoHy (HRP) moHoKnoHanbHi aHTMTING Muwi o HBsAg,
netepmiHaHTK “a” Ta “preS”, 10 MM Tpunc-6ydep pH 6,8 +/- 0,1, 5% BSA,
0,045% ProClin 300 Ta 0,02% cynbdaT reHTamiUMHy B SAKOCTI
KOHCEpPBaHTIB.

XpomoreH/Cy6cTpar SUBS TMB|

2 x 25 ma/nnawkn. Mictutb 50 MM 6ydpepHnit po3unH umtpat-pocdaty
npu pH 3,5-3,8, 4% gumeTtuncynbdokcug, 0,03% TeTpa-mMeTnn6eH3ngmH
(TMB) Ta 0,02% nepekuc BogHto (H202).
Mpumimka: 36epicamu & 3axuweHomy 8i0 ceimna micyi Ak
yymaueuli 00 CusibHO20 0C8iMJIeHHS.

CipuaHa Kucnora H2504 0.3 M

1x25 ma/nnawka. Mictutb 0.3 M po3unHy H,SO4.

Mpumimka: Yeaza: lModpasHwowuya pevosuHa (H315; H319; P280;
P302+P352; P332+P313; P305+P351+P338; P337+P313; P362+P363)

10. YwinbHioBanbHa ¢ponbra gns nnaHwerax 4 wr

11.

Bknapuw iHcTpyKuii

BaxknuBa npumirtka:
Tinbkn 3a cneuianbHmMm 3anuTom LABUA moxe noctayatu peareHTn ana 96,
480, 960 TecCTiB, AK NOBIAOMNAETLCA HXKYE:

MikponnaHwerun Ne 1 Ne5 Ne10
HeraTuBHuit KOHTpONb 1x2mn/dnakoH 1x10mn/dnakoH 1x20mn/pnakoH
Mo3uTHBHMIA KOHTPONL 1x2mn/dnakoH 1x10mn/dnakoH 1x20mn/dnakoH
Kani6patop Ne1 dpnakoH No5 dnakoHis N2 10 dpnakoHis.
KoHueHTpaTt 6ydepy ana npommnsanHa 1x60Mn/dnakoH 5x60mn/dnakoH 4 x 150mn/dnakoHis
(DepMeHTHWI1 KOH'loraT 1x0.8mn/dnakoH 1x4mn/dnakoH 2x4mn/dnakoH
PO3UMHHMK AnA KoH'loraTy 1x16Mn/dnakoH 2x40mn/dnakoH 2x80mn/pnakoH
XpomoreH/Cy6cTpar 1x25mn/dnakoH 3x42mn/dnakoH 2x125mn/dnakoH
CipyaHa Kucnorta 1x15mn/dnakoH 2x40mn/dnakoH 2x80mn/pnakoH
Y. donbra gna Ne2 Ne 10 Ne 20

IHCTpYKUia Ne 1 Ne 1 Ne 1

K-cTb TectiB 96 480 960

Kop LUA-EIA.SAG. 96 480 960

E. HEOBXIAHI MATEPIAIU, AKI HE MOCTAYAIOTbCA 3 HABOPOM

1.

>

KanibpoBsaHi mikponinetku (150 mkn, 100 Mkn Ta 50 MKn) Ta 04HOPA30BI
NNACTUKOBI HAKOHEYHUKN.

Bopga knacy EIA (noggiHO puctunboBaHa abo [feioHi3oBaHa,
06pobneHa AepeBHVM BYrinnAM, ANA BUAANEHHA OKMUCIIOBaNbHMX
XiMiKaTiB, L0 BUKOPUCTOBYIOTbCA AK Ae3iHdiKytoui 3acobu).

Tamep 3 gianazoHom 60 XxBUNUH abo BuLLe.

A6copbytoui nanepoBsi cepBeTKU.

KanibpoBaHuii MIKpOMMaHIIETHNI TepMOCTaTUUHMI iHKy6aTop DA
(cyxmin abo Bonoruit), 3gaTHni 3abesneunT obepTaHHsA npu 1300 06/xB
+/- 150, HanawToBaHUM Ha +37 ° C.

KanibpoBaHuii MmikponnaHweTHuin 3umtyBay IDA 3 dinbtpamu 450 HM
(3unTyBaHHA) Ta 3 620-630 HM (6naHKyBaHHsS).

Kani6poBaHwuii MikponnaHweTtHuin Bowep IQA.

BopTekc abo noaibHi 3mMilyBanbHi iIHCTPYMEHTW.

F. NONEPEAXXEHHA TA 3ACTEPEXKEHHA

1.

Habopom noBUHEH KopucTyBaTMCA nuwe KeanidikoBaHui Ta
HaneXHVM YMHOM MiAroTOBAEHWI TEXHIYHWIA NepCcoHan nig HarnAaom
nikaps, BignosifanbHoro 3a naboparopito.

Konn Habip BUKOPUCTOBYETbCA ANA CKPUHIHFY OAMHWLUbL KPOBi Ta
KOMMOHEHTIB KPOBI, BiH NOBMHEH BMKOPWCTOBYBATUCA Y NlabopaTopii,
cepTndikoBaHili Ta KBanidpikoBaHill HaLioOHaNbHUM OPraHOM Y il ranys3i
(MiHicTepCTBOM OXOPOHM 3A40POB'S UM MNOAIOHMM OpraHom) Ans
NpOoBefEeHHA TaKoro TUMy aHanisy.

Becb mepcoHan, sikuii 6epe yyacTb y NpoBefeHHi aHanily, NoBMHeH
HOCUTU 3aXWUCHWUI NabopaTopHU OfAr, pyKaBUUKM 6e3 TanbKy Ta
okynsapu. Cnif yHUKaT BUKOPUCTaHHA ByAb-AKUX rocTpux (ronkn) abo
pixyumx (nes) npuctpois. Becb 3anyyeHnin nepcoHan NoBUHeH GyTu
HaBueHWi npouepypam 6iobesnekn, AK pekomeHaoBaHo LleHTpom
KOHTPONI0 3axBoptoBaHb, ATnaHTa, CLUA, a TakoX noBigoMnaeTbca B
ny6nikauii HauioHanbHOro iHCTUTYTY OXOpOoHM 3a0poB's: «biobe3neka B
MikpobionoriyHux Ta 6iomegnuHmx nabopartopisax», Bua. 1984 pik.

10.

13.

17.

Becb nepcoHan, AKniA 3alMa€eTbca 06POOKOIO 3paskiB, NOBUHEH GyTU
BakumMHoBaHWA npotu BIB Ta BIA, ana AkuX BakuMHWM [OCTYMHI,
6e3neyHi Ta epeKTUBHI.

JlabopaTopHe cepepoBuLle Clif KOHTPOMOBATU TakMM UYMHOM, LOO
YHUKHYTW 3abpyAHeHb, Takmx AK nun abo MiKpoopraHiamu, wWwo
YyTBOPIOOTbCA B MOBITPi, Mpw BigKpuTTi ¢nakoHiB 3 Habopis Ta
MiKponnaHLuLeTiB Ta NPy NpoBeAeHHi TecTy. 3axuwaTtn XpomoreH (TMbB)
Bif Ail cunbHOro CBiTNa Ta YHWMKaTW Bibpauil nmoBepxHi cTeHay, Ae
NpPOBOANTLCA BUNPOOYBaHHA.

Micna oTpumaHHA, 36epiraiiTe Habip npu Temnepatypi 2..8 °C y
XONIOAMIIBHUKY 3 KOHTPOSIeM TeMnepaTypu abo B XONOAHIN KiMHaTi.

He o0OMiHIONTE KOMMOHEHTVM MiX Pi3HUMKM napTiamu  Habopis.
PekomeHay€eTbCA, WOO KOMNOHEHTN MiX ABOMa Habopamu ofHiei napTii
He MiHsANK MicuamuN.

MepekoHalTecs, Wo peareHT NPo30pi Ta He MICTATb BUANMUX BaXKNX
YaCcTMHOK abo cKynueHb. fAKWO Hi, MOpekoMeHAynTe KepiBHUKY
naboparopii po3noyaty HeobxigHi NpoLeaypu WOAO 3amiHK Habopy.
YHuKanTe nepexpecHoro 3abpyAHEHHA MiX 3paskamu
CUPOBATKW/MNa3MK, BUKOPUCTOBYIOUM OAHOPA30Bi HAKOHEUHMKM Ta
3MiHIOIOUM X NICNA KOXHOro 3paska. He BukopmcroByinTe ofgHOpPa3oBi
HaKOHEYHWKM NOBTOPHO.

YHuKanTe nepexpecHoro 3abpynHeHHs MiX 3pa3kamu
CUPOBATKW/MNa3Mu, BUKOPUCTOBYOUN OAHOPA30Bi HAKOHEUHWKM Ta
3MiHIOOUM X MICNA KOXHOTO 3pa3ka. He BUKOPUCTOBYITE OAHOPA30Bi
HaKOHEeYHWKM NOBTOPHO.

He BuKopuctoByiTe Habip micnA 3akiHUeHHA TepMiHy NPUAATHOCTI,
3a3HAaYeHOro Ha 30BHIWHbOMY KOHTEMHepi Ta BHYTPILIHIX eTuKeTKax
(dnakoHax). [ocnigxeHHs, npoBefeHe Ha BiAKPUTOMY Habopi, He
BKa3lye Ha OyAb-AKy iCTOTHY BTpaTy aKTUBHOCTI A0 6 MOBTOPHUX
BMKOPUCTaHb NPUCTPOIO Ta A0 6 MicALiB.

Po3rnagaiTe BCi 3pasku AK NOTEHUiNHO iHeKLilHi. 3 ycima 3pa3kamu
CMPOBATKM JIOAMHW CJlif NOBOAUTUCH Ha PiBHI 2 6iobesneku, siK ue
pekomeHpaye LleHTp KoHTponio 3a 3axsoptoBaHHAMU, ATnaHTa, CLUA,
BignoBigHo fo ny6nikauin IHCTUTYTY oxopoHu 3a0poB'a: «biobe3neka B
MiKpobionoriyHux Ta 6iomeanuHux nabopartopisax», Bua. 1984 pik.
BukopuncToByBaTh OfHOPA30BUI NNACTUKOBUI NOCYA PEKOMEHAYETbCA
ONA NPUroTYBaHHA PIOKUX KOMMOHEHTIB abo [nnA nepeHeceHHs
KOMMOHEHTIB Ha aBTOMaTM30BaHi poboui Mmicus, wWo6 YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

Bigxoaw, wWo yTBOpUAUCL Nif Yac BUKOPWUCTAHHA Habopy, cnif
yTUnisyBaTu BiANOBIAHO A0 HaUiOHANbHWUX AMPEKTUB Ta 3aKOHIB, WO
CTOCYI0TbCA NAabOPATOPHUX BiAXOAIB XiMiUHMX Ta 6iONOTIYHUX PEUYOBUH.
30Kpema, pigki BiAgxoaw, WO YTBOPIOIOTbCA BHACNIAOK npoueaypu
NPOMVBaHHSA, 3aNMLLKIB KOHTPONIB Ta 3pa3kiB, MOBUHHI 6yTv 06pobneHi
AK MNOTEHUINHO iH}eKUinHNiA MaTepian Ta iHAKTMBOBaHI nepef
yTunisalielo. 3anponoHoBaHi npoLleaypv iHakT1BaLii - e 06pobka 10%
KiHLLeBO KOHLeHTpaLieio nobyToBoro BigbinioBaya npotarom 16-18
roavH abo iHaKTMBauis Tennom aBToknaeom npu 121 °C npotarom 20
XB.

Bvnagkosi po3nuBmM 3paskiB Ta Mig 4Yac pobOTM MOBUHHI 6yTW
apcopboBaHi  NanepoBUMMM  PYLIHMKAMKM, 3MOYEHUMM NOGYTOBUM
Big6inioBayem, a notim Bogoto. MoTiM PyLWHWKKN cnifg yTuniyBatn y
HaneXHi KOHTeMHepw, Mpu3HauyeHi AnA nabopaTopHUX/NiKapHAHNX
Biaxoais.

CipyaHa Kucnota € nogpasHNKoM. Y pasi po3nmBy NpOMUTY NOBEPXHIO
BENNKOIO KinbKicTio BOAMW.

IHWi Bigxoaw, WO YTBOPIOKTLCA BHACTIAOK BUKOPWUCTaHHA Habopy
(NMpriKnaa: HaKOHEYHWKM, WO BUKOPUCTOBYIOTbCA [ANA 3pasKiB Ta
KOHTPOJIB, BWKOPWCTaHi MiKponnaHweTn), ciig obpobnatn sk
NoTeHUiNHO iHpeKUiHI Ta yTuniyBaT BiANOBIAHO A0 HaLiOHANbHUX
OVPEeKTUB Ta 3aKOHIB, L0 CTOCYIOTbCA 1abopaTOPHIX BiAXOAiB.

G. 3PA3KIN: NIATOTOBKA | 3BACTEPEXXEHHA

1.

KpoB 3abupa€eTbcs acenTmyHO LWNAXOM BeHenyHKLUii, a nna3ma abo
CUpOBaTKa TrOTYTbCA i3 3aCTOCYBaHHAM CTaHAAPTHUX METOAMK
niAroTOBKM 3paskiB ANA KNiHiYHOro nabopaTopHoro aHanisy. Bnnuey Ha
npuroTyBaHHA 3pa3ka 3 uwTtpatom, EATA Ta remapuHom He
crnoctepiranocob.

YHuKanTe 6yab-aKoro fofaBaHHA KOHCEPBaHTIB JO 3pa3kiB; 0CO6nBO
asuAy HaTpilo, OCKifIbKM UA XiMiyHa peyoBMHa BMAMBAE Ha
bepMeHTaTBHY aKTMBHICTb KOH'loraTy, reHepyloun XMOHOHeraTuBHi
pe3ynbTaTu.

3pa3ku NOBUHHI ByTI UiTKO ineHTNdIKOBaHI kogamun abo Ha3Bamu, LWo6
YHUKHYTW  HemnpaBWNbHOrO  TNyMauyeHHA pe3ynbTaTie. HacTinHo
PEKOMEHAYETbCA MapKyBaHHA 3i LWITPUX-KOAOM Ta eNIeKTPOHHe
34MTyBaHHS.

lemoni3oBaHi (4epBOHiI) Ta MOMITHO rinepninemMiyHi (<MONOYHiI») 3pasku
Cnif BiAKMHYTW, OCKIfIbKM BOHW MOXYTb MPU3BECTV A0 XUOHMX
pe3ynbTaTiB. 3pa3ky, WO MIiCTATb 3anuwkn GibpuHy abo BaXKKMX
YacTUHOK abo MIKPOOHI HUTKM Ta TiNna, cnig BiAKMAATM, OCKINbKN BOHN



MOXYTb NPK3BECTU A0 XMOHUX pe3ynbTaTiB. 3pa3ku 3i 3MiHEHUM
LUNAXOM Koarynsuii, Wo npeacTaBnaioTb YacTUHKK Nicna 3a6opy KpoBi
Ta NPUroTyBaHHA CMPOBATKN/MNasMu AK Ti, O HAAXOAATDb Bif NaLlieHTIB
3 remofianizaom, MOXyTb [aTW MOXOAXKEHHA XWOHOMO3UTUBHYX
pesynbTartis.

5. CupoBaTky Ta nia3my MoxHa 36epiratv npu + 2 ° ... + 8 °C y npobipkax
OnA MepBUMHHOro 360py MpoTArom M'ATM AHIB nicna 36opy. He
3aMOPOXYINTe NMepBUHHI NPobipkn Ana 36opy. Ana 6inblw TprBanoro
nepiofy 36epiraHHs 3pa3kn CMPOBATKM Ta Mia3mu, 06epexXHO BUNHATI
3 NePBUHHOI NPOBIPKKM, MOXHa 36epiratn 3amopoxkeHumn npu -20 °C
npuHamMHi 12 micauis. byab-Aki 3amopoXeHi 3paskm He cnif
3aMOPOXKYBaTWN/PO3IMOPOXKYBaTU Gifblue OAHOro pasy, OCKiNbKW Le
MOXe yTBOPUTM YaCTUHKM, AKi MOXYTb BIUIMHYTW Ha pe3ynbTaT TecTy.

6. AKWO NpUCYTHA AeAKa KanaMyTHICTb abo NiAO3PIETbCA HaABHICTb
MIKPOYaCTUHOK MicnA PO3MOpPOXKYBaHHA, BigdinbTpynTe 3pa3oK Ha
opHopasosomy 0inbTpi 0,2-0,8u , WO6 OUMCTUTK NOrO ANA TECTYBAHHA,
ab0o ckoprCTanTech ABOETAMHNM aibTePHATUBHUM METOLOM.

H. NIArOTOBKA KOMMOHEHTIB | MOMEPEOEHHA

[LocnigxeHHn, npoBefeHe Ha BiAKPUTOMY Habopi, He BUABUIO MOAHOI
BiANOBIAHOT BTPaTK aKTUBHOCTI O 6 NOBTOPHUX BUKOPMCTaHb MPUCTPOIO Ta
0o 6 micsui..

1. MikponnaHuwer:

MNepep BiAKPUTTAM KOHTEHEpPa AaliTe MiKpONnaHLeTy AOCATHYTU KiMHATHOI
TemnepaTypu (6nr3bKo 1 rognHM).

MepekoHanTecs, Wo ocyllyBay He HabyB 3eIEHOr0 KONbopY, WO BKa3ye Ha
nedekT BUpo6bHMLTBA.

Y ubomy BUNaaKy 3atenedoHyiite 4o cny6m nigTpumkm Knientis LABUA.
HeBuKopucTaHi cMyXKin MOTPIGHO MOKNAcTV Ha3aj B aNiOMIHIEBUIA MaKeT,
pa3om 3 ocyllyBayeM, LWifbHO 3aKpuTy i 36epiratn npu + 2 ° -8 °C. Micna
nepworo BigKPUTTA CMYXKM, WO 3anuWuincb, € CTabinbHUMK, MNOKM
NOKa3HUK BONOrOCTi BCepeAnHi MillKa 3 OoCyllyBayemM He NepeTBopuTbCA 3
»KOBTOrO Ha 3efleHnN.

2. HeraTuBHMI KOHTPONb:
FoTOBUI A0 BUKOPUCTaHHSA. Mepef BUKOPUCTaHHAM Aobpe nepemiwanTe Ha
BOpPTEKCi.

3. Mo3nTNBHMI KOHTpPONb:

[oTOBUI B0 BUKOPUCTAHHA. [lepen BUKOPUCTaHHAM Ao6pe nepemilat Ha
BOpPTEKCi. [TO3UTUBHUI KOHTPOSIb HE MiCTUTb iHdeKUintHoro HBV, ockinbKu BiH
CKNIaAa€TbCA 3 PeKOMBIHAHTHOrO CnHTeTUYHOro HBsAg.

4. Kani6paTtop:

Lopainte po niodinisoBaHoro nopoluky o6'em Boan mapkm IOA, 3a3HaueHnin
Ha eTUKETL; JaiTe NOBHICTIO PO3UMHUTUCA, a NOTIM 06epeXkHO NepemillanTte
Ha BOpTeKCi. PO3umH He € cTabinbHMM. 36epirainTe KanibpaTop 3aMOPOKEHNM
y aniksotax npu —-20° C.

5. KoHueHTpaT 6ydepa Ana npomMnBaHHA:

Mepen BUMKOPUCTAHHAM, 20-KpaTHMIA KOHLEHTPOBAHUM pPO3YMH  Chif
po36asuTy Bogoto Knacy I®A go 1200 mn i 06epexHO NOBHICTIO NepemiluaTi.
OcKinbKy y dpnakoHi MOXyTb 6T MPUCYTHIMU AesKi KpucTanu coni, To iX g
PO3UMHUTM Mif Yac NPUroTyBaHHA PO3UMHY. Y npoueci NpurotyBaHHA
YHUKalTe CMiHIOBaHHA, OCKINIbKN HasBHICTb OynbballoK MoXe CMPUYNHUTYI
noraHy epeKkT1BHICTb MUTTA.

Mpumimka: nicna po3eedeHHs, po34yuH O NPOMUBAHHA cmabinbHul 1
muxHA npu memnepamypi +2..8°C.

6. ®DepmeHTHMII KoH'lorat:

Pobounit  po3uMH  FOTYIOTb  LUASAXOM
KOHLIeHTpOBaHOro peareHTy B KoH'torari.
MNepepn BUKOPUCTaHHAM JO6pe nepemilanite Ha BOPTEKCI.

YHuKanTe 6yab -AKOro 3abpyAHEHHA PiAVHN OKUCIOBAIbHUMU XiMiKaTamu,
nunom abo Mikpobamu. AKWO Ueil KOMMOHEHT HeoOXiAHO nepeHecTw,
BUKOPUCTOBYNTE TiNbKW MAACTUKOBI CTePWUbHI OfHOPA30Bi KOHTEHepMW.
Baxknuea npumimka: Pobouuli po3yuH HecmabineHul. lidzomytime nuwe
06cs2, HeobxiOHUl 0na pobomu Ha OeHb. AK Nnpuknad, Konu Habip
BUKOPUCMOBYEMbLCA 8 NOEOHAHHI 3 IHWUMU iHCMpPYMeHmMamu abo 8pyyHy,
po3zgedimb 0,1 mn 20X KoH'toeamy 3 1,9 mn PosdyuHHuka KoH'toeamy e
00HOopazosuli nnacmukosuli (akoH i pemenbHO nepemiwalime neped
BUKOPUCMAHHAM.

po3BefeHHA  20-KpaTHOro

7. XpomoreH/Cy6cTpar:

[oTOBUI A0 BUKOPUCTaHHSA. Mepef BUKOPUCTaHHAM Aobpe nepemiwanTe Ha
BOPTEKCi.

BynbTe 06epexHi, Wob He 3abpyaHNUTY PiAVHY OKUCIIOBaNbHUMU XiMiKaTaMu,
NOBITPAHUM NKIOM abo Mikpobamu.

He nippaBanTe CMNbHOMY OCBITNEHHIO, OKMUC/IOBayaM Ta KOHTaKTy 3
METaNIEBUMM NOBEPXHAMM.

AKIWO Lell KOMMNOHEHT [OBOAUTLCA NEPeHOCUTUN, BUKOPUCTOBYWTE nuLie
NNacTUKoBY, AOCTYMHY CTEPUIbHY OAHOPA30BY Tapy.

8. CipuaHa Kucnora:

[oToBa JO BUKOPUCTaHHSA. MNepen BUKOPUCTAHHAM Aobpe nepemiwanTe Ha
BOPTEKCi.

Yeaea: [NodpasHiotoya pedosuHa (H315; H319; P280; P302+P352; P332+P313;
P305+P351+P338; P337+P313; P362+P363).

JlezeHoa:

MonepedxysanvHi H-¢ppasu:

H315 - BUuk/iukae noopasHeHHs WKipu.

H319 - Buknukae ceplio3He noOpasHeHHs odedl.

MonepedxyeanvHi P-¢ppasu:

P280 - Od0seamu 3axucHi pykasuyku/3axucHull odse/3axucm odel/3axucm
06/1uYyYA.

P302+P352 - [1P/ MNOMNALAHHI HA LLKIPY: 3mumu seniukoro KinbKicmio muna
ma 8oou.

P332+P313 - AKWo BUHUKAE NOOPA3HEeHHA WKipu: 38epHiMbCA 3a MEOUYHOK
KOHCyibmauyi€to/00nomozoro.

P305+P351+P338 - 1PV [TOMNALAHHI B OYI: O6epexHo npomusamu 80000
npoms2om 0eKiflbKoX X8UJIUH. 3HIMiMmb KOHMAKMHI NiH3U, AKWO BOHU € i ye
ne2ko 3pobumu. [podosxylime NPOMUBAHHA.

P337+P313 - AIKWo noOpasHeHHsA oyell He 3HUKAE: 38epHIMbCA 3a MEeOUYHO
KOHCyibmauyi€to/00nomozoro.

P362+P363 - 3Himimb 3a6pyOHeHuLl 0052 i Bunepims (1020 neped NOBMOPHUM
BUKOPUCMAHHAM.

I. APUNAON TA IHCTPYMEHTU, WO BUWKOPUCTOBYIOTbCA B

KOMBIHAL|Ii 3 HABOPOM

1. MikponineTku noBuHHi 6yTV BigKanibpoBaHi, Wo6 3abe3neuntn
NpPaBWIbHUIA 06’'€M, HEOOXiAHWI ANA aHanily, a TakoX MPOBOAUTU
perynspHe 3He3apaeHHs (70% eTaHon, 10% po3uvH BigbinoBaya,
fesiHdikyloui 3acobn MeAMYHOro MPU3HAYEHHA) TUX YacTuH, AKi
MOXYTb BUMaAKOBO MOTPANWUTK Ha 3Pa3oK. IX Takox cig perynAapHo
obcnyrosyBaTy, W6 NoOKasaTh TOYHICTb 1% Ta NpaBAMBICTb +/- 2%.

2. Iuky6atop IDA cnig BctaHoBuTM Ha +37 °C (gonyck 1 °C) i perynapHo
nepesipATY, Wo6 nNiATPUMYBaTW NpPaBWIbHY Temnepatypy. [nAa
iHKy6aLil nigxoAATb AK CyXi iHKyb6aTopw, TaK | BOAAHI BaHHW, 332 YMOBWY,
Lo Npunag NiagTBEpAXKeHN Ans iHKy6auii TecTis IOA.

3. Y BuMaaky KonmBaHb Mif Yac iHKy6auii, npunag nosuHeH 3abesneynTn
350 06/xB £150. AMMNiTyAa KONMBaAHHA AyXe BaX/MBa, OCKiNbKM BOHa
HenpaBWiibHa, TO MOXe CMPUUYMHUTU PO3OPU3KYBaHHA, a OTXe, i
XVOHOMO3UTMBHUIA pe3ynbTar.

4, Bowep IPA € Haa3BMYANHO BAXXNMBUM AJ1A 3arafibHUX MOKa3HUKIB
aHanisy. Bowep noTpibHo 3a3ganerigb peTesibHO OLHUTK, NepPeBipUTH,
UM BHOCWTbCA MOTPIOHUI O6’'€EM BMAaui, Ta perynsapHO nopasat Ha
TexHiuHe 06CNyroByBaHHA BiANOBIAHO A0 IHCTPYKLi BUPOOHMKA LWoAo
BUKOPUCTAHHA. 30Kpema, NicnA 3aKiHYeHHA WOoAEeHHOro HaBaHTaXXeHHA
BOLWEp Cif peTenbHO ouyuwaTtn Bif conenl AeioHi30BaHOK BOAOIO.
MNepen BMKOPUCTaHHAM BoOlep CNif NpariMyBaTV pPO3BeAEHUM
MpomunsHMM Po3unHoM.

Mpunag cnig WOTWMXKHA MofaBaTV Ha Ae3aKTuBauilo 3rigHO 3 Moro
KepiBHULTBOM (NponoHyeTbca Ae3aktuBauia 0.1 M NaOH).

5 uukniB npomuBaHHA (acnipauia + po3yBaHHA 350 MKN/nyHKY
NPOMUBHOIO PO3UYMHY + 20 CeKyHA 3amouyBaHHA = 1 LK) AOCTaTHbO
nA 3abe3neyeHHs aHani3y i3 3aABNEHVMU XapaKTePUCTUKaMU.

AKLLO 3aMOUYBaHHA HEMOXNMBO, OAANTE L OAWH LMK NPOMUBAHHS.
HenpaBunbHWiA LMKN NpoMMBaHHA abo ronkw, 3abuti cinno, €
OCHOBHOIO MPUYNHOO MOMUIIKOBO MO3UTUBHUX peakLiii.

5. YaciHkybauii mae ponyck + 5%.

6. 3umtyBau mikponnaHweTtiB I®A noBvHeH 6yt obnagHaHWN
binbTpom 3unMTyBaHHA 450 HM Ta Apyrum ¢inbTpom 620-630 HM,
060B'A3KOBM AnsA 61aHKyBaHHA. Moro cTaHgapTHi XapaKTepucTUKK
NnoBMHHI 6yTn (a) nponyckHa 3paTHictb < 10 HMm; (b) AaianasoH
nornuHaHHsA Big 0 o > 2.0; () niHinHicTb Ao = 2.0; (d) noBTOpPIOBaHICTb
> 1%. bnaHKyBaHHA MPOBOAWUTLCA Ha NyHUi, BM3HauyeHin y posgini
«Mpouenypa aHanizy». ONTUYHY cCUCTeMy 34nMTyBaya MOTPIOHO
perynspHo KanibpyBaTu, o6 3abe3neuntyt NpaBusibHe BUMIpIOBaHHA
onTnuHoi wWinbHocri. fi cnig perynapHo migTpuMyBaTy BiANOBIAHO A0
iHCTPYKUii BUPOGHUMKa.

7. MNpu BuKOpWCTaHHi aBTOMaTU3oBaHOi po6ouoi craHuii IOPA Bci
KPUTUYHI KPOKWU (BHECEHHSs, iHKybaLlis, MpPOMVBAHHA, 34MTYBaHHS,
06po6Ka AaHMX) NOBMHHI ByTW peTenbHO BCTaHOBMEHI, BifjkanibpoBaHi,
KOHTPONbOBaHi Ta perynapHo obcnyroByBaTtucs, Wo6 Bignosigaty
3HauYeHHsAM, HaBefeHUM Yy po3sginax «[lepeBipka Tecty» Ta «Poboui
XapaKTepucTUKn». MNpoToKon aHanisy NoBuvHeH GYTV BCTAHOBMIEHU B



onepauiiHin cucteMi NPUCTPOIO Ta NepeBipeHni AK 4na Bowepa, Tak i
ana 3umtyBava. Kpim Toro, uyacTvHa cTaHuii Aana nopaui pignHW
(mO3yBaHHA Ta MPOMMBAHHA) MOBUHHA 6yTU NepeBipeHa Ta NPaBUSIbHO
BCTaHoBneHa. Ocobnusy yBary MOTPIGHO NPUAINNTY, WO6 YHUKHYTU
NnepeHeceHHA rofikamyl, WO BUKOPWUCTOBYIOTbCA ANA [O3YBaHHA Ta
npomnBaHHA. Lle noTpibHO BMBUMTM Ta KOHTpONOBaTW, LOO
MiHiIMi3yBaTN MOXNUBICTb 3a6PYAHEHHSA CYCifHIX IYHOK Yepes CUbHO
peaKkTMBHI 3pasKu, Lo NPU3BOAUTDL [0 XUOHO NMO3UTUBHUX Pe3YNbTaTiB.
BukopucTaHHsa aBTOMAaTU30BaHWX pobounx CTaHUin I0A
PeKOMEHAYETbCA ANA CKPUHIHIY KPOBI Ta KONMW KiNbKiCTb 3pa3KiB, WO
nignAraloTb TeCTyBaHHIo, nepesuLlye 20-30 oanHMLb 3a NPobir.

8. Tlpu BMKOPUCTaHHI aBTOMAaTMYHWUX NPUCTPOIB Y pasi, AKWO Tprumay
¢dnakoHy B npunagi He NiaXoAnTb JO GNAKOHIB, Lo BXOAATb A0 Habopy,
nepeHeciTb PoO34MH Y BIAMNOBIAHI KOHTENHepW Ta MO3HauTe iX Ti€w
CaMolI0 ETVKETKOI0, BUSTYUYEHOIO 3 OpuriHanbHoro dnakoHy. Lis onepadis
BaXNIMBa ANA TOro, WO6 YHUKHYTW HeBignoBigHOCTI BMiCTy dnakoHis
npu ix nepegavi. Konn TectyBaHHA 3aKiHUMTbCA, NOBEPHITb BTOPUHHI
MapKoBaHi KOHTeNHepu Ao Temnepatypu 2..8 ° C, WinbHO 3aKPMBLLK iX.

9. O6cnyroByBaHHA KnieHTiB LABUA nponoHye KopucTyBauyesi
NiATPUMKY B HanawTyBaHHi Ta nepeBipui iHCTPYMEHTIB, WO
BMKOPWCTOBYIOTbCA B MOEQHAHHI 3 HABOPOM, AnA 3ab6e3neyeHHs NOBHOT
BiANOBIAHOCTI onncaHnM BuMoram. TakoX, HafaeTbcA NiATPMMKA AnA
BCTAHOB/NEHHS HOBUX iIHCTPYMEHTIB, AKi OyAyTb BUKOPUCTOBYBATUCA 3
Habopom.

L. KOHTPOJIb TA MAHINYNALIT O NPOBEAEHHA AHANI3Y

1. lMepeBipTe TepMiH NpMAATHOCTI HaboPy, HAAPYKOBAHMI Ha 30BHILUHI
eTuKeTUi KOpobkn 3 Habopom. He BMKOpWCTOBYBaTW, AKLIO TEPMiH
npUAATHOCTI MAHYB.

2. lNepeKoHanTeCh, WO PiaKi KOMNOHEHTU He 3a6pyaHeHi YacThHKamm abo
CKYMUYeHHAMY, BUAUMUMU HEO36POEHMM OKOM. lMepeKkoHaiiTecs, Wo
XpomoreH/CybcTtpaT 6e36apBHMIN abo 61igo-6nakuTHWIA, acnipyoumn
HEBENIMKUI MOro O06’€EM CTEPUNbHOK NPO30POI0  MNIACTUKOBOIO
ninetkoto. lMepekoHanTeca, WO MpPW TPaHCMOPTYBaHHI He cTanoca
NONIOMOK | He MPONUTO PiAVHN BCepeanHi KOpobKu. MNepekoHanTecs,
WO aNMtOMIHIEBUIA MILLIOK, O MICTUTb MIKPOMIAHLIET, HE NPOOGUTUN | He
MOLWKOPKEHWNIA.

3. Po3sepitb Becb BMicT 20X KoHueHTpaTy [MpomuBHOro Po3umHy, Ak
onucaHo BuLLe.

4.  Posepitb 20X KOHUeHTpoBaHWN (DepMeHTHUIA KoH'loraT 3 Ioro
PO3UMHHMKOM, AK NOBIAOMAETLCA.

5. Po3uumHiTb Kanibpatop sik onnucaHo Buie.

6. [ante BCiM iHWWM KOMMOHEHTaM [OCArTM KiMHaATHOI TemnepaTtypwu
(6n13bKO 1 roagnHn), a NOTIM NepemillaiTe, AK ONUCaHO.

7. BcraHoBiTb iHKyb6aTop IOA Ha +37 °C i nigrotyiiTe Bowep |OA,
npanmyoum Noro po3sefeHnM NPOMUBHUM PO3YMHOM, BifANOBIAHO A0
iHCTPYKUiA BMPOOHMKA. BCTaHOBITL NpaBWibHY KiNbKicTb  LMKNIB
NPOMVBaHHA, AK NOBIAOMNAETLCA B KOHKPETHOMY PO34ini.

8. YBiMKHIiTb 3uutyBay IOA nprHaiMHi 3a 20 XBUIWH A0 3UNTYBaHHSA.

9.  fKWO BY BUKOPUCTOBYETE aBTOMATMN30BaHY Po6OUY CTaHLilo, YBIMKHITL
i, nNepeBipTe HanawTyBaHHA Ta OOOB'A3KOBO BMKOPUCTOBYWTE
nNpaBuibHUI NPOTOKON aHanisy.

10. TMepeKoHanTecs, Wo MiKponineTKkn BCTaHOBNEHI Ha HEOOXigHNIA 06'eM.

11. TMepeBipTe, un Bce iHWe o6MagHaHHA [OCTYyNHe Ta roToBe A0
BMKOPUWCTaHHS.

12. Y pa3si BUHMKHEHHA Npobniem, He NMPOAOBXKYITE Nofanblue TeCTyBaHHSA
Ta NoBigoMTe KepiBHUKa.

M. NPOLEAYPA AHANI3Y
AHani3 noBMHEH MPOBOAWUTMCA BiANOBIAHO JO TOroO, WO MOBIAOMIAETLCA
HUXYe, 3 06epeXxHICTIo, Wob niaTprMMyBaTV OfHAKOBIMIA Yac iHKy6aLjii Ana BCix
3paskKiB Mif yac TecTyBaHHA.

ABTOMaTM30BaHe NPOBefeHHA aHanisy:

AKWO TeCcT NPOBOAUTLCS AaBTOMATUYHO 3a Aoromoroto cuctemun IOA, mu
NPOMNOHYEMO Npunagy BUAaTH cnoyatky 150 MKN KOHTponiB Ta Kanibpatop,
noTim yci 3pa3sku i, HapewTi, 100 mkn po3segeHoro GepmeHTHOro KoH'toraty.
[na etany nonepegHboro muTTA (NYHKT 1 npouenypw aHanisy) Ta BCiX
HacCTynHWX onepaui AOTPUMYINTECh IHCTPYKLIi 3 eKcnnyaTauii, HaBeAeHnX
HWXK4Ye Ana PyyHoro npoBefeHHA aHanisy.

HacTilHO pekoMeHAy€eTbCA MepeBipuTH, UM NMPOMIXKOK Yacy MK Buaayelo
nepworo Ta OCTaHHbOrO 3pa3ka Oyde pPO3pPaxoBaHUI Ta BpPaxoBaHWN
npunaaom, BigKnasLwu nepLy onepawito NPOMMBaHHSA.

PyuHe npoBefieHHA aHani3y:
1. MomicTiTb HEOBXiAHY KiNbKICTb CMYXOK Y NIaCTUKOBUIA TpUMaY i
npomMuinTe iX OfWH pa3 AnA 3BONOXKEHHA NYHOK. YBaXHO BU3HAYITb
NYHKM ANA KOHTPOJIIo, KanibpaTopa Ta 3paskis.

Baxknuea npumimka: [lonepedHe npomusaHHs (1 Yukn: eHeceHHs 350
MKI/TlYHKY NpOMUBHO20 pO34UHYy + acnipauis) mae pyHOameHmansHe
3HaYeHHsA 0719 OMPUMAHHA 00CMOBIPHUX MA KOHKpemHuUX pe3ysemamie fK y
DYYHUX, Mak i 8 asmomamuyHux npoyedypax. He nponycmime ye!

2. 3annwitb NyHKY A1 NOPOXHbOIO AN GNaHKYBaHHA.

3.  Minetyite 150 MKn HeraTMBHOrO KOHTPOMIO Yy TPbOX
npumipHuKax, 150 mkn KanibpaTtopa y aABoX npumipHuKax Ta 150
MK MO3UTUBHOrO KOHTPOJIO B OAHOMY MPUMIPHUKY, @ NOTiM No
150 MK KOXHOTO 3i 3pa3KiB.

4.  TMepeBipUTK HanABHICTb 3pa3KiB y JlyHKax HEO36POEHUM OKOM (€
NOMITHa Pi3HMLA B KObOPI MiX NOPOXKHIMM Ta MOBHUMU IyHKaMM)
ab6o 3unTyBaHHAM Npu 450/620 HM. (3pa3Ku NoKasyoTb 3HaUEHHA
OLL Buwwe 0,100).

5. BHecitb 100 mkn posseaeHoro MepmMeHTHOro KoH'loraTy y BCi
NYHKM , OKpim AT, AKa BUKOPUCTOBYETLCA ANA 6naHKyBaHHS.

Baxxnuea npumimka: byobme obepexHi, wjob He OomopkHymucs 00
B8HYMPIWHbOI NOBEPXHI JIYHKU KIHYUKOM ninemku, kosiu 0o0deme KoH'toeam.
Moxe cmamucs 3a6pyoHeHHs.

6. [epeBipTe, UM nicna popaBaHHA KoOH'loraTy Konip 3paskiB
3MIHMBCA 3 KOBTYBaTOrO Ha POXEBWUI/YePBOHWIA, a MNOTIM
iHKyOyinTe MikponnaHweTt npoTsarom 120 xsunuH npu +37 ° C.

Baxknuei npumimku:
a.  CMyxKu cnio 3akeloeamu KeliKolo  YWinbHI08AIbHOIO (h0/162010,
sluwe Ko/lu mecmyeaHHs 8UKOHYEMbCA 8pyqHy. He 3akpusatime
CMYXKU Ni0 4ac BUKOPUCMAHHA asmomamuy4Hux npunadis IQA.
b.  Akwo npouyedypa npogoOUMbCA Npu KOUBAHHI, 0608’A3K080
dalime obopomu, 3a3HayeHi y Po30dini .3, iHakwe moxe cmamucsa
3a6pyOHeHHA 8cepeOuHi TyHKU

7.  Nicna 3akiHYeHHA nepuwoi iHKy6aLlii, npoMuiiTe MIKPONYHKM, AK
6yno onucaHo paHiwe (po3gain 1.4)

8. Minetyite 200 Mmkn XpomoreHy/Cybctpaty y BCi
BKMtovatoun Al.

NYHKN,

Baxxnuea npumimka: He niodasalime cuneHoMy npAMOMY €8imJty, OCKibKU
MO>e CMeopo8amucs 8UCOKUU (hOH.

9. IHKyOyTe MiKponnaHLeT, 3axuwaroun Big cBitna, npu 18-24 ° C
npotarom 30 xB. [103UTVBHWIN KOHTPOJb, KaNibPaTop i NO3NTUBHI
3pasku y IyHKax NepeTBOPATLCA 3 MPO30PMX Ha CUHI.

10. Minetyiite 100 Mkn CipyaHOT KUCNOTM Y BCi NYHKMU, WOG 3yNUHNTI
bepmeHTaTVBHY  peakuilo,  BUKOPUCTOBYlOUM Ty  camy
NOCNiAOBHICTb NinNeTyBaHHA, WO i Ha eTani 8, Wob 3ynuHUTK
bepmeHTaTVBHY peakuito. [logaBaHHA KUCNOTW NepeTBOpUTbL
KOMip MO3UTUMBHOTO KOHTPOMI, Kanibpatopa Ta MNO3UTUBHMX
3pa3kiB 3 61aKNTHOIO Ha XXOBTUIN/KOPUUYHEBMI.

11.  BumipaiTe iHTEHCUBHICTb 3a6apBIeHHA PO3UMHY B KOXKHII NyHL,
AK onucaHo B po3gini 1.6, 3a gornomoroto ¢inbTpa npu 450 HM
(3unTyBaHHA) Ta Npu 620-630 HM (BigHIMaHHA GoHyY, 060B'A3KOBE),
6naHKytoun npunag B nyHui Al.

Baxknuei 3azanoHi npumimku:

1. lMepekoHatimecs, WO HA HUXHIU 4acmuHi MIKpOJYHOK Hemae
8i0bumkie nasnvuyie abo nuny neped 34yumysaHHsam. Lle moxe
npussecmu 00 XUbHONO3UMUBHUX pe3ylbmamie Npu 34uMyeaHHi.

2. 34yumysaHHA NOBUHHO NPOBOOUMUCA 8i0pasy niciA 000aBaHHA
cip4aHoi kuciomu, i 8 6yOb-AaKkomy pasi He 0oslue, Hix uyepe3 20
X8UNMUH nicna  loeo 0odasaHHA. Moxe cmamuca Oeske
CAMOOKUC/IEHHS XPOMO2EHY, U0 NpU3800UMb 00 BUCOKO20 (HOHY.

3. AKwo 3pdsKu, wo nidsifeame mecmysdHHIo, He € Yyucmumu abo
36epizanuca 8 3amMopoxeHoMy 8U2/1A0i, peKOMEeHOYEMbCA ONUCAHA
HuX4e npoyedypa aHanisy, AKWo 8oOHA HA6A2amo MeHW Yymauea
0o iHmepgepeHuili yepes 2emoni3, zinepniniemito, 6akmepianeHe
3apaxeHHA Ma MiKpo4acmuHKu ibpuHy. AHania npogodsame y 0ea
emanu npu +37 ° C npu konusaHHi npu 350 06/xe +150 makum
YUHOM:

e  Jlooatime 100 Mkn KoHmpornie, Kanibpamopa ma
3paskie

. IHKy6Ylime 60 x8 npu +37°C npu cmpywy8aHHi

. lMpomumu 32i0Ho iHcMpyKUit (po30in 1.4)

e  Jlooaiime 100 Mk po3eedeHo20 (hepMeHMHO20
mpelicepa

. IHKy6ytime 30 xe npu +37°C npu cmpywy8aHHi

. lMpomutime

e Jlodatime 100 mkn cymiwi TMb ma H;0;



. iHKy6ylime npu K. m. npu cmpywy8aHHi yepes poO3NMBM  NO3WUTUMBHMX 3pas3KkiB abo
®  3ynuHime masyumatime depmeHTHOro KoH'toraTty;

Y uiti npoyedypi nonepeOHE NPOMUBAHHA MOXHA He 5. wo MikponineTtkn He O6ynu 3abpynHeHi
nposodumu. NO3UTUBHUMMK  3pa3kamn abo  depmMeHTHUM
Lleli memod OemMoHCMpye npodyKmusHicme, nodibHy 00 KoOH'toraTom;

cmaHoapmHoi, i momy Moxe 8ukopucmosysamucs 6. WO ronku Bolepa He Bynu 3abnokoBaHi abo
a/lbMepHAMueHo. YaCTKOBO MEPEKPUTi.

4. Kanibpamop (CAL) He ennusae Ha pO3PAXyHOK 2paHUYHO20 Kani6patop 1. wo npouepypa byna npoBefeHa NPaBUIIbHO.
3HAYeHHsA, a omXe, Ha PO3PAxXyHOK pe3y/slbmamis mecmyeaHe. S/Co<2 2. wo nig vac Koro AUcTpubyuii He 6yno
Kanibpamop moxHa eukopucmogysamu nauwe moodi, Koau [ONyLLEeHO »OAHOI NOMUIKKM (Hanpuknag: Bugaya
KepieHUUMBO  8UMA2AE  BHYMPIWHbO20 KOHMPOJO  AKOCMI HeraTMBHOro KOHTPOJIIO 3aMiCTb KanibpaTopa);
nabopamopii. 3. Wo npoueaypa NPOMVBAHHA Ta HanalTyBaHHA

BOllepa € Takumu, fAK MNiATBEPAXKEHO Yy
N. CXEMA AHANI3Y nonepeaHboMy KBanidpikauiiiHoOMy AOCTigKeHHi;
4. 1o He BigbynocsA 30BHIWHbOro 3abpyfHEeHHs
Onepauii Mpoueaypa Kanibpatopa.
Kpok nonepeaHboro npoMuBaHHa 1 umKn MosnTnBHMN 1. wo npoueaypa byna npoBeaeHa NPaBUNIbHO;
KoHTponi, KanibpaTopu Ta 3pasku 150 mKkn KOHTpoOnb 2. WO nig Yac ANCTpUbYUii KOHTPOMO He 6yno
Po3BefeHnin GepMeHTHUI KOH'torat 100 mKn <1.000 OLLI450HM [ONYyLEHO KO4HOI NOMUIKY (BHECN HeraTuBHUIN
1-a iHKy6auis 120 xB. KOHTPONb 3aMiCTb  MO3UTUBHOrO. Y TakoMmy
Temnepatypa +37°C BUMafKy, HEraTMBHWN KOHTponb Oyae Mmatu
Kpoku npommBaHHs 5 LUMKNIB i3 20 XB 3aMOUYBaHHAM 3HayeHHsa OLLI4501m >0.050).
ABO 3. Wo npouegypa NPOMM1BAHHA Ta HanaLTyBaHHA
6 LMKTiB 6e3 3aMOuyBaHHS BOWIEpa € TakMMK fAK, Oyno NiATBepAXeHO Yy
XpomoreH/Cy6cTpat 200 MK nonepegHboMy KBanidpikauiiHoMy AOCTigKeHHi;
2-a inky6auin 30 xB. 4. Wwo He BiAGYNOCA 30BHIWHbOrO 3abpPyAHEHHs
Temnepatypa KiMHaTHa NO3UTUBHOIO KOHTPOJIIO.
CipyaHa Kucnota 100 mKn . .
3untysannsA OL 4501M/620-630mm AKWo BMHMKNA ByAb-AKa i3 BuLLe3a3HaYeHUX Npobnem, NoBifoMTe Npo e

HwuXue HaBefleHO NpuKnag cxemmn po3n0,qiny:

MikponnaHwet

1 2 3 4 5 6 7 8 9 [ 10 | 11|12
A | BLK | S2
B NC S3
C NC S4
D | NC S5
E | CAL | S6
F | CAL | S7
G PC S8
H S1 S9

JNerenpa: BLK = bnaHk NC = HeraTtusHuii KoHTponb CAL = Kanibpatop
PC =No3UTnBHMIN KOHTPONDb S = 3pa3ok

0. BHYTPILLHIA KOHTPOJ1b AKOCTI

Lopa3y, Konum BUKOPWUCTOBYETbCA Habip, NPOBOAMTbCA MepeBipKa Ha
KOHTpONAX, Wo6 nepeBipuUTM HACTiINbKM KBanipikoBaHa eQpeKTUBHICTb
aHanisy. KoHTponionTe BigNOBIAHICTb HACTYMHUX JaHNX:

Bumorn
< 0.100 3HaueHHAa Ol 450 Hm
< 0.050 cepeaHe OL 450 HM 3HauyeHHA
nicna 6naHKyBaHHA
S/Co=>2
> 1.000 OLLI450HM 3HAUY€eHHA

Mapametpn
bnaHk-nyHka
HeratneHuin koHTponb (NC)

Kani6patop 0.5 MO/mn
MO3MTUBHUIA KOHTPOSb

flKwo pesynbTaT TecTy BiANOBIJalOTb BMMOraMm, 3a3HayeHVM BuLle,
nepenaiTb 4O HaCTYMHOro po3gainy.

AIKWO LbOro He CTanocs, He MPOAOBXYWTe Aani Ta BMKOHaNTE HaCTyMHi
nepesipKu:

Mpo6nema MepeBipka
BnaHk-nyHKa 1. wo po3umH XpomoreHy/CybcTpaty He
>0.100 3abpyAHUBCA Mig Yac aHanisy
OLW450HMm
HeratnsHun 1. Wo npoueaypa NPOMMBaHHA Ta HaflalUTyBaHHA
KoHTponb (NC) Bollepa € Takumu, AK Oyno nigTBepaXeHo vy
>0.050 nonepefHboMy KBanidpikaLiiHOMy AOCTifKeHHI;
OLL450HMm nicnAa | 2. wo 6yB BUKOPUCTAHWIA HaNEXHUA MUIOUUIA
6naHKyBaHHs PO34VH | Nepep BUKOPUCTaHHAM Bollep byB HUM
3anpaBneHnin;
3. wo B npoueaypi aHanisy He 6yno gonyLieHo
XKopAHOi MoOMWNKM  (JofaBaHHA  MO3UTVMBHOrO

KOHTPOJI0 3aMiCTb HeraT1BHOrO);
4. Wwo He Bipbynoca 3abpyfHeHHA HEraTMBHOro
KOHTponio abo NyHOK, y sAKi BiH 6yB AopaHwi,

KepiBHUKY ANA nofanblunx Aii.

BaxknuBe 3ayBaKeHHA:
AHaniz c1io nposodumu mak, fiK i Ha emani 34umyg8aHHs, ONUCAHOMy 8 po30ini
M, nyHkm 11.

P. PO3PAXYHOK CUT-OFF

PesynbtaT BUNpOOGYBaHb PO3PaxOBYIOTbCA 3a [OMOMOrOK FpPaHWYHOro
3HaueHHsA cut-off, BU3HaueHoro Ha cepeaHboMy 3HaueHHi OLLI450HM/620-
630HM HeraTmBHOro KoHTponio (NC) 3a Takoto dpopmyrnoio:

NC + 0.050 = Cut-Off (Co)

3HaueHHna, 3HaligeHe ANA TecTy, BUKOPUCTOBYETbCA ANA iHTepnpeTauii
pesynbTaris, AK ONMcaHo B HacTynHomy naparpadi.

Baxknuee 3ayeaxceHHs: Konu obyucsieHHs pe3ynemamis 30ilicHIOEMbCA 3a
00NOMO2010 ONEpamusHoi cucmemu dsmomMamu3o8aHoi pobo4oi cmanyii IOA,
nepekoHatimecs, wo 0718 0OYUC/IEHHA 2pdHUYHOI eenuyuHu cut-off ma
OMPUMAHHSA NPAasuibHUX iHMepnpemadil pe3ysibmamis 8UKOpUCMOBYEMbCA
npasuseHa popmyna.

Q. IHTEPNPETAL|IA PE3YJIbTATIB

Pe3synbTaTtv BUNpobyBaHb iHTEPNPETYIOTHCA SIK CMIiBBIAHOWEHHSA 3HAYEHHS
Ol 450 HM/620-630 Hm (S) Ta 3HaueHHs Cut-Off (Co) (abo S/Co), 3rigHo 3
HacTynHoto Tabnuueto:

S/Co IHTepnpeTauin

<0.9 HeratnBHumn
09-1.1 CyMHiBHMI

>1.1 Mo3nTneHMI

HeraTuBHwWin pe3ynbTaT BKasye Ha Te, WO NaLieHT He iHpikoBaHun BIB, i wo
MOXHa pobuTN NepenmBaHHA KPOBi.

Byab-AKoro naui€eHTa, AKMN Ma€ CYMHIBHWUI pe3ynbTaT, CNif MOBTOPHO
npoTecTyBaTh 3 APYruMm 3paskoMm, B3ATUM Yepes 1-2 TUXHi nicna neplioro
3paska; He C/lifj NepenmBaTh OANHULIIO KPOBI.

Mo3nTMBHUI pe3ynbTaT CBIfYUTL NPO 3apaxeHHA Bipycom renatuty B, Tomy
nauieHTa cnif nikysaTty BignoBifgHNUM YMHOM abo yTUNi3yBaTV OfUHMLIO KPOBI.

Baxxnuei npumimku:

1. IHmepnpemauia pe3ynemamie nosuHHa 30ilicHlo8amuca nio Ha2aa0om
8i0nosidanbHo20 nabopamopii, Wob 3mMeHWUMU pusuk NOMUMOK ma
HenpasusibHO20 MJTyMAYeHHs.

2. byOb-akuli nozumusHuli pe3ynemam nosuHeH 6ymu niomeepoxeHuli
WI/IAXOM NOBMOPEHHA Mecmy8aHHA HA 3pasky, nicaia ginempauii tiozo Ha
¢inempi  0,2-08 u, wob ycyHymu 6yOb-AKi  iHMepgepeHuil
MikpoyacmuHoK. ToOi, AKWO 3pd3oK ece wWe noumusHul, neped



8CMAHOB/IEHHAM 0id2HO3y 8ipyCHO20 2enamumy, 3pa3o0K HeobXiOHO
nodamu Ha hiomeepoxysanbHUli mecm.

3. Konu pesynemamu mecmysaHHA nepedaiomscs 3 1abopamopii 8 iHwuti
8i00in, cnio 38epHymu ysaey, wj06 YHUKHymMu nOMUJIKO8OI nepedadi
OaHUX.

4.  BcmaHosniogamu i nepedasamu nauieHmy 0iazHO3 w000 iHpeKyir

8ipycHO20 2enamumy nosuHeH 8ionosioHuUL KeanigikosaHud nikap.

Mpuknag po3paxyHKy HaBefeHO HKYe (faHi, OTPMMaHi Ha eTani 3UNTyBaHHSA,
onucaHomy B po3gini M, nyHKT 11):

HasedeHi Huxuye OaHi abo peadsnbHi yuppu, ompumaHi Kopucmysayem He
MOXHA 8UKOPUCMOBYBAMU.

HezamueHul koHmposne: 0,012 - 0,008 - 0,010 OLL450Hm
CepeoHe 3HayeHHs: 0,010 OLL450HMm
MeHwe 0,050 - lNpudHamo

lMosumusHutl kKoHMpoe: 2.489 OLL{450Hm
Buwe 1000 - lNpudiHamo
Cut-off=0,010+0,050 = 0,060
Kanibpamop: 0,350 - 0,370 OLL450Hm
CepeoHe 3HayeHHs: 0,360 OLL450HMm

S/Co suwe 2,0 - [MputiHaAmo

3pasok 1: 0,028 OLL{450Hm

3pasok 2: 1,690 OLL{450Hm

3pasok 15/Co <0,9 = HecamugHul
3pasok 2 S/Co> 1,1 = no3umugHuli

S/Co=6.0

R. POBOYI XAPAKTEPUCTUKU

OuiHka edekTMBHOCTI 6yna npoBefeHa BignoBigHO p[o Toro, WO
NoBIJAOMNAETLCA Y 3aranbHUX TeXHiYHUX crneyndikaliax abo CTS (ctatra 5,
rmasa 3 [upektusu IVD 98/79/€C). Y pocnigxeHHi, nposefeHomy Ana
Banigauii HoBoi Bepcii, Bepcia ULTRA BuABUNaca nprvHaiMHi eKBiBaneHTHO
opuriHanbHOMy Aun3aniny.

1. AHaniTu4YHa YyTAMBicTb

Mexa BWABNEeHHA aHanisy Oyna po3paxoBaHa 3a 2-M MiKHapPOAHUM
cTaHgapTom BOO3, koa NIBSC 00/588. Y HaBefeHii H/XKYe Tabnuui HaBegeHi
pe3synbtatn ana Tpbox notie (P1, P2 i P3) sepcii ULTRA y nopiBHAHHI 3
pedepeHcHUM NprcTpoem (Ped.):

BOO3 JloT P1 JloT P2 JloT P3 Ped.

MO/mn S/Co S/Co S/Co S/Co
0.4 4.6 4.8 4.6 4.6
0.2 2.3 24 24 24
0.1 14 1.4 1.5 1.2
0.05 0.8 0.8 1.0 0.7
0.025 0.6 0.6 0.6 0.4
FCS (NQ) 0.3 0.2 0.3 0.1

AHani3 nokasye, Wo aHaniTMyHa YyTAMBICTb Kpawa, Hix 0,1 BOO3 MO/mn
HBsAg.

Kpim Toro, ABi naHeni uytnusocTi, Wwo nocrayatotbea EFS, OpaHuis, Ta SFTS,
®OpaHuis, 6ynn NpoTecToBaHi i Aann B HaNKpaLLMx yMOBaXx Taki pe3ynbraTu:

Manenb EFS Ag HBs HB1-HB6 not 04

ID 3pa3ka XapakTepucTtnkn Hr/mn S/Co
HB1 Po3UnMHHUK / 0,2
HB2 adw2+ayw3 0.05 0,6
HB3 adw2+ayw3 0.1 1,0
HB4 adw2+ayw3 0.2 1,8
HB5 adw2+ayw3 0.3 2,4
HB6 adw2+ayw3 0.5 4,2

Nanenb ywytnusocti SFTS, ®paHuin, Ag HBs 2005

ID 3pa3ka XapaKTepuctukm Hr/mMn S/Co
171 Adw2+ayw3 2.21+0.15 15,4
172 Adw2+ayw3 1.18+0.10 8.7
173 Adw2+ayw3 1.02 £ 0.05 6.1
174 Adw2+ayw3 0.64 + 0.04 4,0
175 Adw2+ayw3 0.49 + 0.03 3,4
176 Adw2+ayw3 0.39 £ 0.02 2,6
177 Adw2+ayw3 0.25 +£0.02 2,0
178 Adw2+ayw3 0.11+£0.02 1,3
179 Adw2+ayw3 0.06 £ 0.01 0,9
180 Adw2+ayw3 0.03 +0.01 0,8

181 Adw2 0.5-1.0 4,7
182 Adw4 0.5-1.0 3,6
183 Adr 0.5-1.0 4,5
184 Ayw1 0.5-1.0 5,1
185 Ayw?2 0.5-1.0 6,4
186 Ayw3 0.5-1.0 7,3
187 Ayw3 0.5-1.0 5,8
188 Ayw4 0.5-1.0 6,9
189 Ayr 05-1.0 6,1
190 PO3UYMHHUK / 0,6

MaHenb N2 808, o nocTayaeTbcsA KomnaHieto Boston Biomedical Inc., CLUA,
TaKkoX 6yna npoTecToBaHa Af1A BU3HAUYEeHHA Mexi UyTnnBocCTi. Pesynbtatn B
HalKpaLymnx ymoBax Taki:

BBl nanenb PHA 808

ID 3paska XapaKTrepuctmkn Hr/mn S/Co
01 ad 2,49 10,2
02 ad 1,17 4,8
03 ad 1,02 4,3
04 ad 0,96 3,8
05 ad 0,69 2,9
06 ad 0,50 2,2
07 ad 0,41 1,5
08 ad 0,37 1,3
09 ad 0,30 1,2
10 ad 0,23 1,0
11 ay 2,51 11,2
12 ay 1,26 5,9
13 ay 09 4,1
14 ay 0,77 3,7
15 ay 0,63 2,0
16 ay 0,48 2,4
17 ay 0,42 2,0
18 ay 0,33 1,8
19 ay 0,23 1,6
20 ay 0,13 1,1
21 HeraTMBHUN / 0,6

2. [liarHOCTUYHA YYyTNUBICTb:

[liarHocTyHa uyyTnMBicTb Oyna npoTecToBaHa BIAMOBIAHO A0 TOro, LWO
BMMAra€eTbca 3arafbHUMM TexHiYHUMKM cneumndikadiamm (CTS) OupekTmsun
98/79/€C wopo IVD gna tectyBaHHA HBsAQ.

Mo3nTuBHI 3pasku, Bkmovaoun nigTunu HBSAQ Ta naHenb MyTaHTIB «S» 3
Habinbl YacTx mMyTauiin, 6ynu 3ibpaHi 3 pisHMx natonorin BIB (roctpun,
ACMMNTOMATUYHUIA Ta XPOHIYHWUIA renaTuT B) abo BUrOTOBNEHI CUHTETUYHO, i
6ynu BUABNEHI NO3UTVBHUMM B aHani3i.

Yci Bigomi nigTunn HBsAg, “ay” Ta “ad”, Ta isodopmu “w” Ta “r", noctaBneHi
CNTS, OpaHuis, 6ynu npoTectoBaHi B aHanisi i, AK i ouikyBanocs,
BM3HaYanucsa Habopom.

3aranbHe 3HauyeHHA 100% 6yno BUABNEHO B AOCNIAXEHHI, NPOBeJeHOMY Ha
3aranbHin Kinbkocti noHag 400 nO3UTMBHMX 3pa3KiB 3 OpPUriHaNbHUM
pedpepeHcHum kogom IVD SAG1.CE, 3 mapkyBaHHAM CE.

Bcboro 6yno BuBYeHO 30 CepOKOHBepCiil, GiNbLicTb 3 AKUX BUFOTOBIEHO
KomnaHieto Boston Biomedica Inc., CLLUA.

PesynbTaTty, OTpPMMaHi LINAXOM BMBUYEHHA BOCbMYW MaHenen, NocTaBneHnx
KomnaHieto Boston Biomedica Inc., CLUA, HaBeaeHi Huxue ana Bepcii ULTRA 'y
NopiBHAHHI 3 kogoM pedepeHcHoro npuctpoto SAG1.CE.

ID MaHeni 1-n HBsAg | HBsAg | Bepcisa Ped.
3pasok | migtun | Hr/mn | ULTRA | Mpwmcrpiii
nosnTn S/Co S/Co

BHUIA
PHM 906 02 ad 0.5 3.7 14
PHM 907 (M) 06 ay 1.0 4.4 2.9
PHM 909 04 ad 0.3 1.2 0.8
PHM 914 04 ad 0.5 1.1 1.1
PHM 918 02 ad 0.1 1.8 0.5
PHM 923 03 ay <0.2 2.2 1.2
PHM 925 03 Ind. n.d. 1.4 0.9
PHM 934 01 ad n.d. 1.0 0.8

3. fiarHocTuyHa cneyn@iyHicTb:

BusHauaeTbca AK MMOBIPHICTb aHanisy HeraTMBHOI OLIHKW 3a BiACYTHOCTI
KOHKpPEeTHOro aHanity. Ha popaTok [o mneplioro JochigxeHHs, 6yno
nocnigxeHo noHaa 5000 HeraTMBHMX 3pa3KiB Bif OHOPIB KPOBI (ABa LeHTpK
KpPOBi), KnacnikoBaHux AK HEraTMBHi 3 NPUCTPOEM i3 MapKyBaHHAM CE, wo



BMKOPWCTOBYETbCA Yy nabopatopii 360py, AiarHOCTUUHY creundiuHicTb
HeAaBHO OUIHWMAM LWIAXOM 3arafnbHOro TecTyBaHHA 2288 HeraTMBHWX
[IOHOPIB KPOBi Ha cemu pi3HUX noTtax. byno BCTaHOBNEHO, WO 3HaYeHHA
cneyundiyHocTi ctaHoBUTb 100%.

[inA BU3HaueHHA cneyndiuyHOCTI BUKOPUCTOBYBANM AK Niasmy, OTPYMaHy 3a
[IONOMOrOI0 Pi3HNX CTaHAAPTHUX MeTOAIB NpuroTyBaHHA (uutpat, EATA Ta
renapuH), Tak i cMpoBaTKy.

»KoaHOT XMBHOT peaKLuifiHOT 34aTHOCTI Yepes MEeTOA NPUFOTYBaHHA 3paskiB He
crnocTepiranocs.

3aMopOoXKeHi 3pa3Kku, TaKOX TeCTyBanu, LWob NepeBipuTy, UM 3aMOPOXKyBaHHA
3pa3kiB He BMMBA€E Ha pe3ynbTaTy BUMNPoOyBaHHA. Ha uuctux Ta 6e3
YaCcTUHOK 3pa3Kax iHTepdepeHuii He cnocTepiranocs.

Bynu nocnigxeHi 3pa3ku, oTpumai Bif NaLieHTiB 3 pisHUMK BipycHumm (HCV,
HAV) Ta HeBipyCHMMW MaToOMOriAMU MEYiHKK, AKI MOXYTb nepeLiKkoaaTn
TecTyBaHHI0. [epexpecHnx peakuin He cnocTepiranocs.

4. TouHicTb

Ona Bepcii ULTRA 6yna po3paxoBaHa Ha ABOX 3pa3Kax, JOCHiAXeHUX y 16
noBTopax y 3 pi3HUx npobirax Ana Tpbox NoTiB. Pe3ynbTaTi NoAaHo B TakKMX
Tabnuuax:

CepepfiHi BenuumnHmn HeraTtuBHuin Kani6partop
3aranbHa K-cTb = 144 3pasoK 0.5 MO/mn
OLWA450HMm 0.026 0.332
CB 0.004 0.027
KB % 16% 8%

3MiHIOBaHiCTb, HaBegeHa B TabnuUsX, He Mpu3Bena [0 HenpaBUIbHOI
knacndikauii 3paska.

S. OBMEXKEHHA

MoBTOpPIOBaHI XMOHOMO3MTUBHI pe3ynbTaTyi OyNnu oLiHEHi Ha LOMHO 3i6paHnX
3paskax y meHL Hix 0,1% HopmanbHOI nonynALii, nepeBakHO Yepes BUCOKI
TMTPK FeTepodinbHUX aHTU-MULWaYmX aHTUTIn (HAMA).

IHTpepdepeHLUii y CBXKUX 3pa3kax TaKoX CNOCTEPIrannucs, KoM BOHW Bynu
6e3 yacTHOK abo 6ynun noraHo 3i6paHi (gue. Po3gin G).

Crapi abo 3amMOpoOXeHi 3pa3ku, WO MICTATb GIOPMHOBI  3rycTKy,
KpiornobyniHw, Mmiuenu, Wo MICTATb Ainigyu, abo MIKpPOYacTUHKKM nicns
36epiraHHA abo PO3MOPOXKYBaHHA, MOXYTb [aTU  XUOGHOMO3UTKBHI
pesynbTatu.

Bca npopykuia IVD, BupobneHa KomnaHieto, nepebyBae nifi KOHTposEM
cepTudikoBaHoi Cncremn ynpasniHHA AKICTIO, cxBaneHol
YNOBHOBaXXeHNM OpraHom 3 OUiHKM BignosigHoOcCTi. KoxkHa naprTia
NPOXOANTb KOHTPOJSIb AKOCTI Ta BUNYCKAETbCA Ha PUHOK NMLLIE 3@ YMOBU
BiINOBIAHOCTi TEXHIYHVM pernameHTam Ta KpUTepiaM MPUNHATHOCTI.

BUPOBHUK:

TOB «JIABIOEW»

Byn. MeTniopw, 6yanHoOK 25,

M. IBaHO-DpaHKiBCbK, 76018, YKpaiHa
Ten.: +38 (67) 000-20-22

EnekTpoHHa agpeca: info@labua.com.ua
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