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ImyHopepmenmHulii aHanis (IPA) Ona eusHa4yeHHA «e» dAHMU2eHa ma
aHmumin eipycy lenamumy B y nnasmi ma cupoeamuyi nioduHu

- MinbKu 07151 0ia2HOCMUYHO20 BUKOPUCMAHHS «in Vitro» -

A. MPU3HAYEHHA BUKOPUCTAHHA

ImyHodpepmeHTHMI aHani3 (IOA) AnA BU3HAUEHHA «e» aHTUreHa Ta aHTWTIN
Bipycy l'enatuty B y nnasmi Ta cuposatui nioguHn.

Habip npusHayeHuin Ans cnocTepexeHHA 3a rocTpumu iHoekuiaMn Ta
XPOHIYHMMU NaLjieHTamu, AKi NnepebyBaloTb Ha NiKyBaHHi.

Tinbkn gna giarHOCTNKK «in vitro».

B.BCTYN

Binomo, wo «e» aHTureH rematuty B a6o HBeAg TicHO noB'sa3aHuin 3
pennikauieto Bipycy renatuty B abo BB Ta HasBHiCTIO B KpoBi iHbeKLinHMX
YacTMHOK [enHa.

HewopaBHo 6yno BusBneHo, wo HBeAg € npoayktom npoTeoniTUYHOL
nerpapauii agepHoro aHTureHy renatuty B abo HBcAg, wo 3ycTpivaeTbcs B
renaTouuTax, eKcrnpecia AKNX 3HaXOAWTbCA Mif KOHTponem nepeasaepHoI
obnacTi reHomy BI'B.

Akwo HBeAg BBaxaeTbcA cneyndiuHMM MapKepoM iHGEKLiIMHOCTI, HaABHICTb
aHTuTin o HBeAg y KpoBi BM3HAETbCA KNiHIYHOIO O3HAKOKO OAYyXaHHA Bif
iHdeKUiT fo KOHBanecueHLji.

Bu3HaueHHA LMX ABOX aHaniTiB y 3pa3kax nauieHTis 3 BB cTano sBaxnusum
ana knacudikauii Gpasm 3axsBoploBaHHA Ta AK MPOrHOCTUYHE 3HAaYeHHA AnA
noAanbLLOro crnocTepeXxeHHs 3a iHpiKoBaHMMM NaLjieHTamu.

C. IPMHUUN TECTY

HBeAg:

fikwo HBeAg, npucyTHIN y 3pa3Ky, TO BiH 3axOMIOETbCA CneundiuHM
MOHOKJIOHANbHVIM aHTUTINIOM Y MepLuiii iHKy6auii.

Y 2-1 iHKky6aUii nicna NpoMMBaHHA A0 MiKPOMNMaHLUeTy [JofaloTb iHAUKAaTOP,
WO CKNajaeTbca 3 CyMilli ABOX cCneundiUHUX MOHOKMOHANbHWX aHTWTIN
npoTu HBeAg, miueHnx nepokcugasoto (HRP), i 38'a3yeTbea i3 3axonneHum
HBeAg.

KoHueHTpaLjis 38'a3aHoro pepmMeHTy Ha TBepgii dasi nponopuiiiHa KinbKocTi
HBeAg y 3pa3Ky, a MOro akTMBHICTb BW3HA4Ya€TbCA LWMAAXOM [OAABaHHA
XpomoreHy/cybcTpaTy Ha 3-i iHKyballii.

MpwncyTHicTb HBeAg y 3pa3ky BU3HauYa€eTbCA 3a Jonomoroto cut-off 3HaueHHs,
L0 AO3BOJIAE NPOBOAUTUN HaNiBKiIbKICHE BUABNEHHA aHTUTEHY.

HBeAb:

AHTuTina npotn HBeAg, AKWO BOHM € Yy 3pasKy, KOHKYpylTb 3
pekombiHaHTHUM npenapaTtom HBeAg 3a ¢ikcoBaHy KinbKicTb aHTWTINa Ao
HBeAg, HaHeCceHOro Ha lyHKN MiKpOonnaHLueTis.

KOHKypeHTHMIA aHasi3 NpoBOAMTLCA Y ABOX IHKYOaLliAX, MepLua 3i 3pa3kom Ta
recHBeAg, a gpyra - 3 Tpencepom, Lo CKNafaETbCA 3 ABOX MOHOKIOHANbHUX
aHTuTin go HBeAg, miyeHnx nepokcugasoto (HRP).

KoHueHTpauia 3B'A3aHoro depmeHTy Ha TBepgin ¢da3i ctae obepHeHO
NPONOPLiAHOI0 KinbKOCTi aHTUTIN NnpoTn HBeAg y 3pasKy, i NOro akTUBHICTb
BM3HAYAETbCA WIAXOM [JoflaBaHHA XPOMOreHy/cybcTpaTy B TpeTil iHKy6aLyii.
KoHueHTpauia cneuundiuHmnx aHtnTin o HBeAg y 3pa3Ky BU3HAYa€eTbCA 3a
Zlonomoroio rpaHuyHoro (cut-off) 3HaueHHs, ke JO3BONAE HaMiBKiNbKICHO
BUABNATU aHTUTINa Ao HBeAg.

D. KOMMOHEHTU
KokeH Habip MiCTUTb AOCTaTHbO peareHTiB AN NpoBefeHHA 96 TecTiB.

1. MikponnaHuer: MICROPLATE

12 cMyOK MO 8 MIKpPONYHOK, MOKpUTUX aHTuTinamm po HBeAg,
cneundiuyHMMN AN MOHOKIOHANbHMX aHTUTIA, MicnA NoKpuTi Ginkamm
CUPOBAaTKM BeNMKOi poratoi Xxyaobu Ta 3aneyaTaHUMM y nakeT i3
ocylwysayem. [larite MiKponnaHLeTy JOCArTM KIMHaTHOT TeMnepaTypu
nepen BiiKPUTTAM; MOBTOPHO 3aKPUTV HEBUKOPUCTaHi CMY>KKW B NaKeTi
3 ocyllyBaueMm i 36epirat npu Temnepatypi 2..8 °C (°C).

2. HeraTuBHUI1 KOHTpPONb: CONTROL -

1x2.0 mn (ml)/$pnakoH. FoToBMI AO BUKOPUCTAHHA KOHTPOb. MicTuThb
TensAvy cuposaTtky, 0.09% a3uay HaTpito Ta 0.045% ProClin 300 B sikocTi
KOHCepBaHTIB. HeraTvBHUiA KOHTPOIb 6e36apBHUIA.

3. AHTUreH NO3NTNBHOrO KOHTPOJIO: CONTROL + Ag

1x1.0 mn (ml)/pnakoH. FoTOBUIN AO BMKOPWCTAHHA KOHTPOMb. BiH
MicTUTb 2% 6Myayoro CUpPOBATKOBOro anbbyMmiHy, HeiHpeKLUinHWiA
pekomb6iHaHTHMI HBeAg, 100 MM (mM) Tpuc-6ydepy pH 7.4 +/- 0.1,
0.09% a3upy HaTpito Ta 0.045% ProClin 300 B AKOCTi KOHCEPBAHTIB.
MO3WTUBHUIA KOHTPOMb Ma€ 3eneHe 3abapBeHHs.

4. AHTUTINO NO3NTUBHOIO KOHTpPOJI0: CONTROL + Abj

1x1.0 mn (ml)/PnakoH. TOTOBMI [O BMKOPUCTaHHA KOHTPOSNb. BiH
MiCTUTb 2% 6MUYayoro CUPOBATKOBOTO anbbyMiHy, NIOACbKY aHTu-
HbeAg nosutneHy nnasmy npubnusHo 10 PEIO/mn (U/ml), 100 MM (mM)
Tpunc-6ydepy pH 7.4 +/- 0.1, 0.09% a3upy HaTpito Ta 0,045% ProClin 300
B AKOCTi KOHCepBaHTIB. ETWKeTKa 4epBOHOro Konbopy. o3ntusHui
KOHTPOJIb KOAOBAHNI YKOBTUM KOJIbOPOM.

5. Kani6parop antureny: [ CALAG ..ml

1 dnakoH. JliodinizoBaHnin kanibpatop ana HBeAg. Po3uunHseTbea y
Bogi Knacy EIA, Ak 3a3HaueHo Ha eTuKeTLi. BiH MicTuTb deTanbHy 6ryauy
CUpOBaTKy, HeiHpeKUinHnA pekombiHaHTHUIA HBeAg npw 1 PEI O/mn
(U/ml) +/- 10%, 0.02% reHTamiumHy cynbdaty Ta 0.045% ProClin 300 B
AKOCTi KOHCEPBAHTIB.

Baxknuea npumimka: O6’em, Heo6XiOHuUli 0N po34UHEHHA emicmy
¢nakoHy, moxe 3miHloeamuca 8i0 somy 0o nomy. byde nacka,
suKopucmosytime npasu/ibHuli 06’em, 3a3Ha i Ha emL yi.

6. Kani6patop aHTuTina: CALAB ...m|

1 ¢nakoH. JliodinizoBaHnii Kanibpatop AnA aHtuTin Ao HBeAg.
Po3sunHaeTbea y Bogi knacy EIA, AK 3a3HaveHo Ha eTukeTui. BiH micTuTb
6ruayy crpoBaTKy nnogy, no3uTueHy nnasmy npm 0.25 PEI O/mn (U/ml)
+/- 10%, 0,02% reHTamiumHy cynbdpaty Ta 0.045% ProClin 300 B AKocTi
KOHCepBaHTiB. ETMKeTKa 4epBOHOro KoNbopy.

Baxxnuea npumimka: O6’em, Heo6XxiOHuUli 0N pO34UHEHHA emMicmy
¢nakoHy, moxe 3miHloeamuca 8i0 snomy 0o nomy. Byde nacka,
sukKopucmoasylime npasusibHuli 06’em, 3a3Ha4yeHuli Ha emukemuyi.

7. BydepHnii KOHLEHTpaT ANA NPOMUBAHHA: WASHBUF 20

1x60 mn (ml)/nnAwka. 20-KpaTHNIA KOHLIEHTPOBAHWIN PO3YMH.

Micna po3BegeHHA NPOMUBHWUIA PO3UYMH MicTuTb 10 MM (mM)
docdatHoro 6ydepy pH 7.0 +/- 0.2, 0.05% TsiH 20 Ta 0.045% ProClin
300.

8. (MepmMeHTHUI KOH'lorar: CONJ
1x16.0 mn (ml)/dnakoH. FOTOBMIN BO BUKOPUCTAHHA KOH'toraT. Mictutb
NnepoKcuaasy XpoHy, KOH'IOroBaHy 3 CyMIlILWIO MOHOKIOHANbHUX
aHTuTin fo HBeAg, 10 MM (mM) Tpuc-6ydepy pH 6.8 +/- 0.1, 2% BSA,
0.045% ProClin 300 Ta 0.02% cynbdaTy reHTamiuuHy. PeareHT mae
YepBOHUI KONip.

9. AHTureH HBe:

1x10 mn (ml)/dnakoH. FoTOBUIA O BUKOPUCTAHHA peareHT. BiH MicTuTb
pekomb6iHaHTHMI HBeAg, 6uuauy cuposatky nnoay, 6ydbepHuii po3umnH
pH 8.0 +/- 0.1, 0.045% ProClin 300 Ta 0.09% a3uf HaTpilo B AKOCTI
KOHCepBaHTiB. PeareHT KOAOBaHUIN CUHIM KOJIbOPOM.

10. XpomoreH/Cy6cTpar: SUBS TMB|
1x16 mn (ml)/dnakoH. fOTOBMIN [O BUKOPUCTAHHA KOMMOHEHT. BiH
MicTTb 50 MM (MM) 6ydpepHoro posumnHy umtpat-pocdaty npu pH 3.5-
3.8, 4% pumeTuncynbookeugy, 0.03% TeTpameTunbeHsnanHy abo TMB
Ta 0.02% nepekmncy BoaHto abo H0,.
Mpumimka: 36epizamu 8 3axuwjeHomy 8i0 ceimna micyi Ak
yymJsueutli 00 CU/IbHO20 0C8iMJ/IeHHS.

11. CipuaHa Kncnora:’ H250: O3 M

1x15 mn (ml)/nnawky. Mictutb 0.3 M po3umHy H,SOs.
YBara: lNogpasHioloua peuvosBuHa (H315; H319; P280; P302+P352;
P332+P313; P305+P351+P338; P337+P313; P362+P363).

12. YuwinbHioBanbHa ponbra ans nnaHwera x 2 wWT.
13. Bknaguw iHCTpyKUii X 1 wr.



E. MATEPIAJIX, HEOBXIAHI, AJIE HE MOCTAYAIOTbCA 3 HABOPOM

1. KanibposaHi mikponineTtku (150 mkn (ul), 100 mkn (pl) Ta 50 mkn (ul)) Ta
OAHOPA30Bi NNACTUKOBI HAKOHEUYHUKN.

2. Boma knacy EIA (nopBiiHo pucTunboBaHa abo [JeioHi3oBaHa,
06pobneHa AepeBHVM BYrifnAM, ANA BUAANEHHA OKUCTIOBaNbHUX
XimiKaTiB, Lo BUKOPUCTOBYIOTbCA K Ae3iHbikytoui 3acobum).

3. Taiimep 3 gianazoHom 60 xBUVH abo BuLLe.

Abcopbytoui nanepoBsi cepBeTKU.

5. KanibpoBaHuin MiKpOMnaHILIETHUI TepMOCTaTUUHUIA iHKybaTop |DA,
3aTHUN 3abe3neuntn Temnepatypy +37 °C (°C).

6.  KanibpoBaHuin mikponnaHweTHM 3unTtyBay IOA 3 dinbTpamm 450 HM
(nm) (3umTyBaHHA) Ta 3 620-630 HM (nm) (6bnaHKyBaHH=A).

7. KanibposaHuii MmikponnaHweTHWUi sowep |DA.

8.  Boprtekc abo nofibHi 3millyBanbHi iIHCTPYMEHTU.

>

F. NONEPEAXKEHHA TA 3ACTEPEXKEHHA

1. Habopom noBUHEH KOpWCTyBaTUCA nuwe KeanidpikoBaHUn Ta
HaneXHVM YMHOM NIAroTOBNEHWI TEXHIYHMI NepCcoHan Nig Harnagom
nikaps, BignosiganbHoro 3a naboparopito.

2. Becb nepcoHan, Ak b6epe yyacTb y MpoBefdeHHi aHanisy, NoBUHEH
HOCWTW 3axMUCHWUI NabopaToOpPHWMI OfAT, PyKaBUYKM 6Ge3 TanbKy Ta
okynapu. Cnig yHVKaTy BUKOPUCTaHHSA Byab-AKMNX rocTpux (ronku) abo
pixyunx (nes) npuctpois. Becb 3anyyeHuin nepcoHan noBuHeH GyTu
HaBYeHWii npoueaypam 6iobe3neky, AK pekomeHpoBaHO LleHTpom
KOHTPONIO 3axBoptoBaHb, ATnaHTa, CLLUA, a TakoX MoBigoMNAETbCA B
ny6nikauii HauioHanbHOro iHCTUTYTY OXOpoHM 3g0poB'A: «biobe3neka B
MiKpob6ionoriuHnx Ta 6iomeauuHnx nabopatopisx», Bua. 1984 pik.

3. Becb mepcoHan, fiKuii 3aiMaEeTbcA 06pO6KOID 3pa3KiB, MOBUHEH ByTW
BakuMHOBaHU npotn BIB Ta BIA, anAa AkvMX BakKUWHW AOCTYMHI,
6e3neyHi Ta edpeKTUBHI.

4. JlabopaTopHe cepefoBULLE CJii KOHTPOJOBATM TakUM YMHOM, W06
YHUKHYTVU 3a0pydHeHb, Takux AK nun abo MiKpoopraHiamu, Lo
YTBOPIOOTbCA B MOBITPI, Npv BigKpuTTi ¢nakoHiB 3 Habopis Ta
MiKpoMnaHwWeTiB Ta npuM npoBefeHHi TecTy. He nigpasavite
XpomoreH/Cy6cTpat Al  cunbHOro CBiTNa Ta YyHUKanTte Bibpauil
NOBEPXHi CTEHAY, A€ NPOBOANTLCA BUNPOOYBaHHS.

5.  Otpumaslum Habip, 36epiraite noro npu Temnepatypi 2..8 °C (°C) y
XOJNIOAWNBHUKY 3 KOHTPOIEM TeMMepPaTypy abo B XONOAHIN KiMHaTi.

6. He o06MiHIONTE KOMMOHEHTM MiXK Pi3HAMKM MNapTiaMyu  Habopis.
PekomeHayeTbcA, W06 KOMMOHEHTY MiXK ABOMa Habopamu opHiel napTii
He MiHANM MicuAMM.

7.  TepekoHanmTecs, WO peareHTN NPO30pi Ta He MICTATb BUAMMMX BaXKKNX
YaCTMHOK abo cKynueHb. fAKWO Hi, MOPEKOMEHAYNTe KepiBHUKY
naboparopii po3noyat HeobxigHi NpoLeaypw i3 3amiHK Habopy.

8.  YHukaiTe nepexpecHoro 3abpyAHEHHA MiXK 3pasKamu
CUPOBATKW/MNa3Mu, BUKOPUCTOBYIOUM OAHOPA30Bi HAKOHEUHUKM Ta
3MiHIOYN iX NiCNA KOXHOro 3paska. He BUKOprCTOBYIiTe OAHOPa3OoBi
HaKOHEYHWKM NOBTOPHO.

9.  YHukanTe nepexpecHoro  3abpyfaHeHHs  MiXK  peareHTamu,
BMKOPUCTOBYIOUN OAHOPA30Bi HAaKOHEYHUKN Ta 3MiHIO0UYM X MK
BMKOPUCTAHHAM KOXHOTo 3 HUX. He BMKOPWUCTOBYNTE OAHOPa3oBi
HaKOHEeYHWKM NOBTOPHO.

10. He BuKopmcTOBYiiTE Habip MicnA 3aKiHYEHHA TepMiHy NPWAATHOCTI,
3a3HaYeHOro Ha 30BHILUHbOMY KOHTEWHepi Ta BHYTPILWHIX eTuKeTKax
(dnakoHax).

11.  PosrnaganTe BCi 3pa3km AK NOTEHUiNHO iHeKLiHI. 3 ycima 3pa3kamu
CMPOBATKM NIIOAMHU CJlif NMOBOAUTUCH Ha PiBHI 2 6iobesneku, AK ue
pekomeHaye LleHTp KoHTponio 3a 3axBoptoBaHHAMU, ATnaHTa, CLUA,
BignoBigHo fo ny6nikayii IHCTUTYTy oxopoHu 3a0poB'a: «biobe3neka B
MiKpobionoriyHmx Ta biomeanuHux nabopatopisx», Bug. 1984 pik.

12.  BukopuctoByBaTV OAHOPA30BUI MNACTUKOBUI NOCYA PEKOMEHAYETbCA
ONA MPUroTyBaHHA pPIigKMX KOMMOHEHTIB abo AnAa nepeHeceHHs
KOMMOHEHTIB Ha aBTOMaTuM30BaHi poboui Mmicus, Wo6 YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

13. Bigxogu, wWo yTBOpPUAUCL Nif Yac BUKOPWUCTAHHA Habopy, cnig
yTUNi3yBaTn BiANOBIAHO A0 HaUiOHaNbHUX AWPEKTUB Ta 3aKOHIB, WO
CTOCY0TbCA NabOPaTOPHUX BifXOAIB XiMiYHUX Ta 6IONOTiUYHMX PEYOBUH.
3oKkpema, piaKi BifxoAw, WO YTBOPIOWTbCA BHACNAOK npoueaypuw
NPOMMBaHHS, 3aNLLKIB KOHTPONIB Ta 3pa3kKiB, MOBUHHI 6y Ty 06pobneHi
AK MOTEHUINHO iHeKUiNnHNA MaTepian Ta iHaKTMBOBaHI nepep
yTunisaui€io. 3anponoHoBaHi npoueaypu iHakTyBaLii - Lie 06pobka 10%
KiHLEBOIO KOHL|eHTpaLji€to nobyToBoro BigbintoBaya npotarom 16-18
rofuH abo iHakTuBauis Tennom asToknasom npu 121 °C (°C) npotsarom
20 xB.

14. BunapgkoBi po3nuBM 3paskiB Ta Mig 4Yac pobOTU MNOBUHHI OyTU
apcopboBaHi  ManepoBUMMM  PYLIHUKAMK, 3MOYEHUMM NOGYTOBUM
Big6inioBauem, a notim Bogoto. MoTiM PYWHKKK crif yTunisyBatn y
HanexXHi KOHTeNHepW, Npu3HayeHi AnA nabopaToOpPHMX/NiKapHAHUX
BigxoAis.

15. CipyaHa KncioTa € noApasHMKOM. Y pasi po3nunBy NPOMUTY NMOBEPXHIO
BEJIMKOIO KiNbKICTIO BOAW.

16. IHWi BiAXOAW, WO YTBOPIOKTLCA BHACTIAOK BUMKOPWUCTAHHA Habopy
(NpriKnaa: HakOHEeYHWKKM, WO BMKOPUCTOBYIOTbCA ANA 3paskiB Ta
KOHTPONIB, BMKOPUCTaHi MiKponnaHweTn), ciig obpobnatn Ak
noTeHUiHO iHbeKUiHi Ta yTunisyBaTu BigMOBIAHO [O HaLiOHaNbHMX
LOVPEKTUB Ta 3aKOHIB, L0 CTOCYIOTbCA NabopaTOPHNX BiAXOAiB.

G. 3PA3KMU: NIATOTOBKA | PEKOMEHAALIT

1. KpoB 3abupaeTbcA acenTUyHO LWNAXOM BeHenyHKLUii, a nnasma abo
CUMpoBaTKa TrOTYlOTbCA i3 3aCTOCYBaHHAM CTaHAAPTHUX MeTOAMK
NifroToBKU 3pa3kKiB Ana KNiHiyHoro nabopaTtopHoro aHanisy. Bnnuey Ha
npuroTyBaHHA 3pa3ka 3 uutpatom, EATA Ta remapvHom He
cnocTepiranochb.

2. YHuKalTe 6yab-AKOro fofaBaHHA KOHCEPBAHTIB JO 3pa3kis; 0cobnvBo
asufy HaTpilo, OCKINbKM UA XiMiYHa peyoBMHa BMIMBAaTUME Ha
bepmeHTaTVBHY aKTVBHICTb KOH'IOraTy, Aaloun MOMUIIKOBO HeraTUBHI
pe3ynbTaTu.

3. 3pa3sky NOBUHHI ByTK UiTKO ineHTUdIKoBaHi kogamu abo Ha3Bamy, WoO6
YHUKHYTV HENPABUIIbHOTO T/IyMayeHHs pe3ynbTaTiB.

4.  Temoni3oBaHi (4UepBOHI) Ta NOMITHO rinepninemiyHi (<MONOYHiI») 3pa3kmn
CNif BiAKMHYTW, OCKINbKM BOHW MOXYTb MPU3BECTM A0 XWUOHWX
pe3ynbTaTiB. 3pasky, WO MICTATb 3anuwkn GibprHy abo BaxKUx
YacTUHOK abo MiKpPOOHI HUTKM Ta TiNa, cnig BiAKMAATM, OCKINbKN BOHN
MOXYTb MPU3BECTN A0 XMOHNX pe3ynbTaTiB.

5. CupoBaTKy Ta nna3my MoxHa 36epiratvi npu + 2-8 °C (°C) y npobipkax
ANIA NepBMHHOTrO 360py npoTArom N'ATW AHIB nicna 36opy. He
3aMOpPOXyYITE NepPBUHHI NPOGipKK ans 36opy. [Ana 6inbw Tpusanoro
nepiogy 36epiraHHsA 3pa3kn CMPOBATKM Ta Ma3mu, 06epexxHO BUMHATI
3 NepPBUHHOI NPOBGIPKM, MOXHa 36epiraTy 3amopoxeHummn npu -20 °C
(°C) npuHanmHi 12 micauiB. byab-Aki 3amMopoxeHi 3pa3ku He cnifg
3aMOpPOXKyBaTN/PO3MOPOXKYBaTU binbllue OfHOro pasy, OCKiNbKM Le
MOXe YyTBOPUTM YACTUHKM, AKi MOXKYTb BIIMHYTW Ha pe3ynbTaT TecTy.

6. AKWO NPUCYTHI YacTWUHKKW, UeHTpudyryite npu 2000 06/x8 (rpm)
npotarom 20 xBuNMH abo ¢inbTpyiiTe 3a gonomoroto ¢inbTpis 0.2-0.8u,
o6 OUMCTUTM 3Pa30K AJIA TECTYBaHHA.

H. NIArOTOBKA KOMMOHEHTIB | NOMEPEAMKEHHA

JocnigxkeHHs, NpoBeAeHe Ha BiAKPUTOMY Habopi, He BKa3ano Ha 6yAb-AKy
BiANOBiQHY BTPaTy akTUBHOCTI A0 6 BUKOPWCTaHb MPUCTPOIO Ta TEPMIHOM O
3 micAuis.

1.MikponnaHwetu:

MNepep BIAKPUTTAM KOHTEHEpa AanTe MiKponnaHLeTy AOCATHYTN KiMHATHOI
Temnepatypu (6n13bko 1 rognHn).

MepeKoHarTecs, Wo ocyluyBay He HabyB TeMHO-3e51leHOro 3abapBieHHs, Wo
BKa3ye Ha fledpeKT BUpoOHULTBA.

Y ubomy BMnNagKy 3atenedoHyinTe Ao cnyx6m nNigTpumMky KnieHTis LABUA.
HeBuKopucTaHi cMy>KKn NOTPiGHO MOKNacT! Has3aj B a/lOMIHIEBUI MaKeT,
pa3om 3 ocyllyBayeM, WinbHO 3aKpuTy i 36epirat npu +2-8 °C (°C). Mpwn
nepwomy BIigKPUTTI CMYXKKW, WO 3anuWWINCL, € CTabiNbHUMY, MOKU
NOKa3HUK BOMOroCTi BCcepeArHi MiliKka 3 ocyllyBayeM He NepeTBopuTbcA 3
YKOBTOrO Ha 3eNeHunN.

2. HeraTuBHMIA KOHTPONb:
loToBUI [0 BMKOPUCTaHHA. [epen BUKOPUCTaHHAM fobpe nepemilwati Ha
BOpPTEKCi.

3. Mo3nTNBHMIT KOHTPOJNIb AaHTUTEeHY:
loToBUI [0 BMKOPUCTaHHSA. [epen BUKOPMCTaHHAM Jobpe nepemiwati Ha
BOpPTEKCi.

4. Mo3NTNBHUIA KOHTPOJb aHTUTINA:
loToBUI [0 BMKOPWCTaHHA. [epen BMKOpPUCTaHHAM fobpe nepemiwati Ha
BOpPTEKCi.

5. Kani6paTop aHTUreHy:

Jopaiite fo nioginisoaHoro nopoLky 06’'em soan Mapku IOA, 3a3HaueHUI
Ha eTUKeTLi; AaiiTe MOBHICTIO PO3UMHUTICA, @ NOTIM 06epPeXHO nepemillaTe
Ha BOpPTeKCi.

Mpumimka: Po34yuHeHuli kaniGpamop He € cmabinoHum. 36epizamu (io2o
3amopoixeHuMm y anikeomax npu -20 °C (°C).

6. Kani6patop aHTuTtina:

DopaiTte fo niodinisoBaHoro nopotuky o6'em Boan mapku IOA, 3a3HaveHnn
Ha eTUKeTLi; AaiiTe MOBHICTIO PO3UMHUTICA, @ NOTIM 06ePeXXHO NepemillaiTe
Ha BOPTEKCi.

Mpumimka: Po34yuHeHuli kaniGpamop He € cmabinoHum. 36epizamu
3amopoxeHum e anikeomax npu -20 °C (°C).



7. KoHueHTpart NpomusHoro 6ydepa:

MNMepen BMKOpUCTaHHAM, yBecb 20X KOHLUEHTPOBaHWIA PO3uYnH g
P036aBUTY NOABIHO AUCTUIBOBaHOW Bofoto Ao 1200 mn (ml) i obepexHo
nepemillaTi 06epTaHHAM 3 AeHLIA Ha KPULLKY.

Mig yYac NpWUroTyBaHHA YHWKaWTe NiHOYTBOPEHHSA, OCKIIbKA HAaABHICTb
6yNnb6ALLOK MOXKe CMPUUNHUTY NOraHy epeKTUBHICTb MPOMMBAHHS.
Mpumimka: [llicna po3eedeHHA npomueHuUli po34YUH cmabGinoHuli
npomsazom 1 muxHsa npu +2..8 °C (°C).

8. ®epmeHTHMi? KoH'toraT:

[oToBUMIN A0 BMKOpUCTaHHS. Mepen BUKOPUCTaHHAM Jobpe nepemillanTe Ha
BOPTEKCi.

BynbTe 06epexHi, Wob He 3abpyaHNTY PiAVHY OKUCTIOBaNbHUMU XiMiKaTamu,
nuioMm abo Mikpobamu. AKWO Leii KOMMNOHEHT JOBOAUTLCA MEPEHOCUTHU,
BUKOPWCTOBYNTE NULWEe MIacTUKOBI, MOXINBO CTepUnbHi  OAHOpPa3OoBi
KOHTelHepwu.

9. HBe AHTUreH:

[oToBUI O BUKOPUCTaHHSA. MNepep BUKOPUCTaHHAM Aobpe nepemiwanTe Ha
BOPTEKCi.

BynbTe 06epexHi, Wob He 3abpyaHNTY PiAVHY OKUCTIOBaNbHUMU XiMiKaTamu,
nuioMm abo Mikpobamu. AKWO Leii KOMMNOHEHT LOBOAUTLCA MEPEHOCUTHU,
BUKOPWCTOBYNTE NULWeE MIAcTUKOBI, MOXINBO CTepWUnbHi  OAHOPa3OoBi
KOHTeHepwu.

10. XpomoreH/Cy6¢cTpat:

[oToBUI fO BUKOPUCTaHHSA. Mepen BUKOPUCTaHHAM Aobpe nepemiwanTe Ha
BOPTEKCi.

BynbTe 06epexHi, o6 He 3abpyAHNUTY PiAVHY OKNCIOBASIbHUMM XiMiKaTaMu,
noBITPAHUM Nuom abo mikpobamu. He nigaaBaiite cMbHOMY OCBIT/IEHHIO,
OKMC/oBayaM Ta KOHTAKTY 3 METaNIEBMU MOBEPXHAMMU.

AKWO Le KOMMOHEHT [OBOAWUTbCA MEPEeHOCUTU, BUKOPUCTOBYWTE nuLle
NNacTUKoBY, AOCTYMNHY CTEPUIbHY OAHOPA30BY Tapy.

11. CipuaHa Kucnora:

[oTOBWMIN A0 BMKOPUCTaHHSA. Mepen BUKOPUCTAHHAM fobpe nepemillaiTe Ha
BOPTEKCi.

YBara: NogpasHtotoua pevosuHa (H315; H319; P280; P302+P352; P332+P313;
P305+P351+P338; P337+P313; P362+P363).

Jlerenpa:

MNonepepxysanbHi H-ppasu:

H315 - Buknukae nogpasHeHHA WKipn.

H319 - Buknukae cepiio3He NogpasHEHHA Oyei.

MNonepenxyBanbHi P-¢ppasu:
P280 - OparaTv 3axMCHi PyKaBUUKW/3aXUCHUIN OAAr/3aXUCT Ouelt/3axncTt
06nnYus.

P302+P352 - NPV NOMALAHHI HA LLKIPY: 3MuTn BENKKOIO KiNbKicTiO Muna
Ta BOAMW.

P332+P313 - AAKIWO BNHMKAE NOAPa3HEHHSA LIKipW: 3BEPHITbCA 38 MEJNYHOIO
KOHCynbTaLi€lo/[0NoMoroio.

P305+P351+P338 - 1P NMOMALAHHI B O4l: O6epexxHO NpomuBaTyi BOAOK
NPOTAroM AEKiNbKOX XBUAWH. 3HIMiTb KOHTAKTHI NliH3W, AKWO BOHM € i Ue
nerko 3po6utu. NpopoBXynTe NPOMUBaHHA.

P337+P313 - AKWO noapa3HEHHA OYeil He 3HUKAE: 3BEPHITbCA 3a MeJNYHOI0
KOHCYNbTaLi€lo/[0NnoMoroto.

P362+P363 - 3HimiTb 3abpyAHeHNIN ofAr | BUNepiTb NOro nepes NoBTOPHUM
BUKOPUWCTAHHAM.

I. APUNABQUA TA IHCTPYMEHTU, WO BUKOPUCTOBYIOTbCA B

KOMBIHAL}II 3 HABOPOM

1. MikponineTku noBWHHI 6yTu BigkanibpoBaHi, W06 3abe3neunTtu
NpaBWibHWI 06'€M, HEOOXiOHWI ANA aHanisy, a TakoX MPOBOAUTU
perynspHe 3He3apaxeHHa (nobytoBuin crnupt, 10%  po3uumH
Big6intoBaua, AesiHdiKyloUi 3acobU MeAMYHOrO MPU3HAUYEHHA) TUX
YaCTWH, AKi MOXYTb BUMafKOBO MOTPanuTX Ha 3pa3ok. [lesakTusaLio
po3nmBiB abo 3anULLKIB KOMMOHEHTIB HAbOPY TaKoX Ciifj MPOBOAUTH
perynapHo. Ix Takox cnig perynapHo o6cnyrosysaty, WwWob nokasartu
TOYHicTb 1% Ta NnpaBAMBICTb +/- 2%.

2. IHky6atop I®A cnig BctaHoBuTU Ha +37 °C (°C) (gonyck +/- 0.5 °C (°Q)) i
perynapHo nepesipATH, WO6 NiATPUMYBaTW NPaBUbHY TemnepaTypy.
Ina iHKy6auin nigxoaAaTb AK cyxi iHKybaTopW, Tak i BOAAHI BaHHM, 3a
YMOBW, LLO Npunag NiagTBepAXeHUIA ANna iHKy6auii Tectis IQA.

3.  Bowep IQPA € Haa3BUYANHO BaXNMBMM [f1A 3arajibHUX MOKa3HUKIB
aHanisy. Bowwep noTpibHo 3a3ganerigb peTesibHO OLiHUTY, NepeBipuTy,
Uy BHOCWTbCS MOTPIGHMI 06’'€M BUAaui, Ta perynspHO NMopasaTu Ha
TexHiuHe 06CyroByBaHHA BiAMOBIAHO A0 IHCTPYKLi BUPOOHMKa LOA0

BMKOPWCTaHHA. 30Kpema, MicisA 3akiHYeHHA WOAEHHOrO HaBaHTaXXeHHsA
BOLWlep Cfii peTefibHO ouuWwaTh Bif Coneln [AeioHi30BaHO BOAOIO.
Mepen BUKOPUCTaHHAM BoOlep CNig MpaniMyBaTM  pPo3BeAeHUM
MpommnsHMM Po3unHoM.

Mpunap cnig WOTWMXKHA MoAaBaTVW Ha Ae3aKTvBauilo 3rifHO 3 1oro
KepiBHULTBOM (NpOnoHyeTbcA Ae3aktuaauia 0.1 M (M) NaOH).

5 umkniB npomuBaHHA (acnipauia + fosysBaHHA 350 mkn (pl)/nyHKy
NPOMVBHOIO PO34KrHy + 20 CeKyHf 3amouyBaHHA = 1 LK) JOCTaTHbO
ns 3ab6e3neyeHHs aHanisy i3 3asABIEHNMUN XapPaKTePUCTUKAMU.

AKLLO 3aMOYYBaHHA HEMOXINBO, fOAANTE Le OAMH LMK MPOMUBAHHS.
HenpaBunbHUiA UMKN nNpomuBaHHA abo ronku, 3abuti cinno, €
OCHOBHO NPUYNHOO MOMUIIKOBO MO3UTUBHUX peakLili.

4. Yac iHky6auii Ma€ gonyck £ 5%.

5. 3uutyBauy MikponnaHweTis I®A nosuHeH 6yTn obnagHaHwii GinbTpom
3untyBaHHA 450 HM (nm) Ta Apyrum ¢inbTpom 620-630 HM (nm),
060B'A3KOBIM [N1A GNaHKyBaHHA. /loro craHpapTHi XapaKTepucTukin
noBuHHI 6yTn (a) nponyckHa 3aaTHicTb < 10 HM (nm); (b) aianasoH
nornuHaxHA Big 0 go = 2.0; (¢) niHinHicTb fo = 2.0; (d) noBTOpPIOBaHICTD
> 1%. bnaHKyBaHHA NPOBOAWUTBLCA Ha NyHUi, BU3HauYeHin y posgini
«Mpouenypa aHanizy». ONTWYHY CUCTEMY 3uuTyBaya MOTPIGHO
perynsipHo KanibpysaTu, o6 3a6e3neunti npaBusibHe BMMIipIOBaHHA
onTnuHoi winbHocri. fi cnig perynapHo migTpumysaTy BiANOBIAHO A0
IHCTPYKLUil1 BUPOOHUKaA.

6.  [lpu BUKOpMCTaHHi aBTOMaTM30BaHoI pobouyoi cTaHuii IOA BCi KpUTHUYHI
KPOKM (BHeCeHHs, iHKybaLif, MPOMMBAHHA, 34MTyBaHHA, OOpPOOKa
JaHWX) MNOBMHHI OYyTM peTeNlbHO BCTAHOBJEHI, BiAKanibpoBaHi,
KOHTPONIbOBaHi Ta perynsapHo obcnyroByBaTtucs, Wob Bignosigatu
3HaYeHHAM, HaBefleHUM Y po3fini O «BHYTPILHIN KOHTPONb AKOCTI».
MpoTokon aHanizy NOBMHEH GyTV BCTaHOBNEHWI B ONepaLiiHii cuctemi
NPUCTPOIO Ta NepeBipeHnn AK ANA Bolepa, Tak i AnA 3unTtysaya. Kpim
TOro, YaCTUHA CTaHLii ANA noaavi PianHN (BO3yBaHHA Ta MPOMMUBAHHSA)
noBUHHa OyTV nepeBipeHa Ta MpaBWIbHO BCTaHoBneHa. Ocobnuy
yBary noTpi6HO NpuAINnTK, Wo6 YHUKHYTN NepeHeCeHHs rofkamu, o
BMKOPWCTOBYIOTbCA /1A O3YBaHHA Ta MPOMMBAHHA.

Lle noTpi6HO BUBUUTY Ta KOHTPONIOBATK, LLOG MiHiIMi3yBaT! MOXMBICTb
3abpyAHEHHA CYCigHIX NyHOK.

PekomeHayeTbcA BMKOPUCTOBYBATM aBTOMAaTMUHi poboui ctaHLii IDA,
KOMM KiNbKiCTb 3pa3kKiB, AKY NOTPIOHO NpoTecTyBaTh nepesutlye 20-30
OAVHMLb Ha 3anycK.

7. Cnyx6a nigtpumku KnieHtisB LABUA  nponoHye  migTpumKy
KOpUCTyBayeBi B HanawTyBaHHi Ta nepesipui npunagis, wWo
BMKOPWCTOBYIOTbCA B NMOEAHAHHI 3 HAOOPOM, 3 MeTol 3abe3neyeHHs
BiANOBIQHOCTI onncaHUm BMMOram. TakoX Hafa€eTbcA NigTpumkKa Ana
BCTaHOBJIEHHA HOBUX IHCTPYMEHTIB, AKi 6yAyTb BUKOPUCTOBYBaTMCA 3
Habopom.

L. KOHTPOJIb TA MAHINYNALII O NPOBELEHHA AHAJIZY

1. lMepesBipTe TepMiH NpUAATHOCTI HAOBOPY, HAAPYKOBAHWUIA Ha 30BHILLHIl
eTUKeTLi KOpobOKM 3 Habopom. He BMKOpPWCTOBYBaTW, SIKLIO TepPMiH
npuaaTHOCTi MUHYB.

2. MNepeKkoHaNTeCh, WO PiaKi KOMMNOHEHTU He 3a6PyaAHEeHi YacTHKaMmn abo
CKYMUYeHHAMY, BUAMMUMU HEO36POEHNM OKOM. [lepekoHalnTecs, wWwo
XpomoreH/Cy6ctpat (TMB+H20:) 6e36apeHuii abo 6nigo-6nakutHMi,
acnipyloun  HeBeNMKUA  OTO  O6G'€EM  CTEPWSIbHOK  NPO30pPOIo
NNacTUKOBOIO NiNeTKoo. MNepekoHanTecs, Wo Npy TPaHCNOPTYBaHHI He
CTaNocA MONMOMOK | He MNpOoNvTO piAMHW BCepefnHi  KOpoOKM.
MNepekoHanTeCh, WO anioMiHIEBUA MILIOK, WO MICTUTb MiKpOMMaHLeT,
He NPOBUTUI | HE MOLIKOAMKEHWIA.

3. Possegitb Becb BMICT 20X KoHueHTpaTy [MpommsHOro Po3umHy, Ak
OMnKrCaHo BuLLe.

4. Po3uvHiTb KoHTponbHy CrpoBaTKy AK OMMCaHO BuLle Ta 06epexxHO
nepemiwanTe.

5. [anTe BCiM iHWWM KOMMOHEHTaM [OCArTM KiMHaTHOI TemnepaTypwu
(6n13bKO 1 rofnHM), a NOTIM NepemilanTe, K ONMcaHo.

6.  BctaHoBiTb iHKy6aTOp I®A Ha +37 °C (°C) i migroTyinte Bowep IDA,
npanmMyum Moro po3seeHM NPOMUBHUM PO3YMHOM, BifNOBIAHO A0
iHCTPYKUin BUPOOHMKA. BCTaHOBITH MpaBUNbHY KiNbKiCTb  LMKIIB
NPOMMBAHHSA, AK NOBIAOMIAETLCA B KOHKPETHOMY pO3gini.

7.  YBiMKHiTb 3umTyBau |IDA npuHaimHi 3a 20 XBWAMH A0 onepauii
34NTYBaHHA.

8.  fIKWoO BM BUKOPMCTOBYETE aBTOMATM30BaHy pobouy CTaHLito, yBIMKHITb
i, nepeBipTe HanawTyBaHHA Ta OOOB'A3KOBO BUKOPUCTOBYWTE
NpPaBWIbHUI NPOTOKON aHanisy.

. [NepekoHanTecs, Wo MiKpoNiNeTKn BCTAHOBINEHI Ha HEOOXiAHWI 06'eM.

10. TepeBipTe, uM Bce iHWe o06NagHaHHA AOCTYyMHe Ta roTOBe A0
BUKOPUCTaHHA.

Y pasi npobnem He npodoexylime nodanbwie mecmyeaHHA ma
noeidomme Kepi6HUKY.



M. MPOLIEAYPA AHANI3Y
AHaniz NoBUHeH MPOBOAWTUCA BIAMNOBIAHO A0 TOrO, WO MOBIZOMAETHCA
HUXYe, 3 06epeXxHICTIo, o6 NiATPrMyBaTU OLHAKOBUIA Yac iHKy6aLii Ans BCix
3paskiB Nif yac TeCTyBaHHA.

A) HBe AHTUreH:

1. TlomicTiTb HeoOXigHY KiNbKiCTb CMYXXOK Y NNacTUKOBWA Tpumay i
peTenibHO BM3HauTe NyHKU ANA KOHTPONIiB, KanibpaTopa i 3paskis.

2. 3anuuwitb NyHKN A1NOPOXKHBbOIO ANA 6naHKyBaHHA.

3. Ninetynte 100 Mkn (pl) HeraTBHOro KOHTPOIO Y TPLOX NPUMIPHMKaX,
100 mkn (pl) KanibpaTtopa aHTUreHy y ABOX NpUMipHMKaXx, noTiM 100 MKn
(pl) aHTUreHy NO3MTUBHOIO KOHTPOJIO B OAHOMY MPUMIPHUKY.

4.  TMotim BHeciTb 100 mKkn (ul) 3pa3kiB y BignoBigHi NyHKW.

5. MpunbnnsHo nepeBipnTW HAABHICTb 3pa3kKiB y NyHKax (€ NOMITHa pi3HMLA
B KONIbOPi MK MOPOXHIMU Ta MOBHUMU fyHKamu) abo wisaxom
34ynTyBaHHA Ha 450/620 HM (nm) (3pa3ky MoKasyloTb 3HaueHHA OLL
BuLLe, Hix 0.100).

6.  IHKybyiTe MiKponnaHweT npoTarom 60 xB npwm +37 °C (°C).

Baxknuei npumimku: CMyxKu C/1i0 3ak/1er08amu KeUKo yWinbHI08aa6HOK0O
¢honbeoto, nuUWe KOAU mecmys8aHHs 8UKOHylomb 8py4qHy. He 3akpusatime
CMYXKU Ni0 4aC BUKOPUCMAHHA asmomamuyHux npusadie |QA.

7. Nicns 3akiHYeHHs nepLuol iHKy6aLlii, IpoMMiATe MiKPONYHKM AK ONMCaHO
nonepepaHbo (po3gin 1.3).

8.  Minetysaty 100 Mkn (pl) DepmeHTHOrO KOH'loraTy y BCi yHKH, OKpim A1,
AIKa BUKOPUCTOBYETbCA A GNaHKyBaHHS.

Baxxnuea npumimka: byobme obepexHi, Wob He MopKHymucs 8HympiuHoof

NosepxHi IYHKU HAOKOHEYHUKOM ninemku i He 3aHypumu ii 8epXHI0 4acmuHy y
3pasku abo koHmporni. Moxe 8i06ymucs 3a6pyOHeHHs.

9. TepekoHanTecs, WO peareHT BUAAHO HaNeXHUM YMHOM, a MOTimM
iHKyOyITe MikponnaHLueT npoTarom 60 xeunuH npu +37 °C (°C).

10. Micna 3akiHueHHA Apyroi iHKy6aLji, NPOMUTV MIKPONYHKM AK OMMCAHO
nonepefHbo (po3gin 1.3)

11. Ninetysatn 100 mkn (ul) XpomoreHy/CybcTpaTy y BCi NyHKW,
BKNovatoun Al.

Baxknuea npumimka: He niddasalime 8nsusy cusibHO20 NPAMO20 €8imid,
OCKiNbKU MOXe ymeopumucs cusibHUll (hoH.

12.  IHKybyBaTK MiKponnaHLWeT, 3axulaloun Bif nonafjaHHA CBiTna, npwu
KiMHaTHin TemnepaTypi (18-24 °C (°C)) npoTAarom 20 XBUAWH. JlyHKM
6e3 MO3NTNBHOIO KOHTPOJIO Ta MO3UTUBHMX 3Pa3KiB NepPeTBOPATHLCA 3
NpPO30pPOro Ha CUHIN.

13. MinetyBat 100 Mmkn (ul) cipyaHoi KucnoTM y BCi  JIyHKW,
BUKOPUWCTOBYIOUMN Ty K MOCNIAOBHICTb NineTyBaHHA, Wo i Ha eTani 11.
[lopaBaHHA CTOM-PO3UMHY MepPeTBOPUTb MO3UTUBHUIA KOHTPONb Ta
NO3UTUBHI 3Pa3KuM 3 CUHbOTO Ha XOBTUW.

14. BuMipATM iHTEHCMBHICTb 3abapBieHHsA PO3UMHY B KOXHIM NyHUi, AK
onuncaHo B po3gini 1.5, BukopuctoBytoun oinbtp 450 HM (nm)
(3uutyBaHHs) Ta ¢inbTp 620-630 HM (nm) (BigHiMaHHA QoOHY,
060B'A3KOBO), 6aHKytoumn npunag Ha Al.

B) HBe anTHTINO:

1. Po3MicTiTb HeOOXifHY KiNbKiCTb CMY>KOK Ha MiacTMKOBOMY TpuMaui Ta
0b6epexHO iAeHTNIKYTe NyHKM ANA KOHTPONIB, KanibpaTopa Ta 3paskKiB.

2. 3anuuwitb NyHKY A1 NOPOXKHBOIO ANA 6NaHKyBaHHA.

3. Minetyirte 50 mkn (ul) HeraTBHOro KOHTPOIO y TPLOX NPUMIPHUKAX, 50
MK (ul) aHTUTING KanibpaTopa y ABOX NpUMIpHUKaXx i noTiM 50 Mkn (pl)
AHTUTINA [O3UTUBHOrO KOHTPONIO B OAHOMY MPUMIPHUKY.

4. TMotim goganTe 50 mkn (pl) 3paskiB y BifnNoBigHI NyHKU AnA 3pa3KiB.

5. TMepeBipnTV HasBHICTb 3pa3kKiB y NyHKaX HEO3OPOEHMM OKOM (iCHyeE
NMOMITHA Pi3HMLA B KOMbOPI Mi>K MOPOXKHIMU Ta MOBHUMY fiyHKamu) abo
34nTyBaHHAM npu 450/620 HM (nm) (3pa3ky NokasyloTb 3HaveHHa OLL
BuLle Hixk 0.100).

6. BHeciTb, notim 50 mkn (ul) HBe aHTureHy y BCi nyHKWM, okpim A1.

7. IHKybyBaTV MikponnaHwieT npoTarom 60 xB npu +37 °C (°C).

Baxxnuea npumimka: CMyXKu c/1i0 3ak/1ero8amu Ketiogoro ywWinbHI08aAIbHOK
¢honbeoto, nuwe Kou 8UNPOOYB8aHHs BUKOHYIOMbCA 8py4Hy. He 3akpusatime
CMYKU Ni0 4aC BUKOPUCMAHHA asmomamuyHux npusadie |QA.

8. [icna nepwoi iHKy6auii, npomuiiTe MIKpONnyHKM AK Oyno onucaHo
nonepepHbo (po3gin 1.3).

9. TpoposxynTe, AK onucaHo AnA aHanisy HBeAg, 3 nyHkTy 8 Ao
OCTaHHbOTO.

Baxknuei npumimku:
1. [leped 34umysaHHAM nepekoHalimecs, WO HA OHi MIKPOMYHKU HeMae
8idbumkie  nanwyig.  Bidbumku  nanebyie  MoXyme  0agamu

XUGHONO3UMUBHI pe3ysibmamu npu 34uUmy8aHHi.

2. Bideani, 3dumysaHHsa cs1i0 nposodumu o0pasy nicsis 000asaHHA cmon-
DO34UHy, ane He ni3Hiwe Hix 4Yepe3 20 X8UNUH. [leske cAMOOKUC/IeHHA
XpOoMozeHy MoXe hpu3secmu 00 bifibl BUCOKO20 (hOHY.

3. Kanipamop (CAL) He 8nnueae Ha po3paxyHoK cut-off, a omxe, Ha

pO3paxyHoK pe3ynemamis mecmy. Kani6pamop MOXHA
suKkopucmosysamu suwe modi, KOJAU KepigBHUYMBO B8UMA2dE
11ab6opamopHo20 8HYMpiuiH6020 KOHMPOJIIO AKOCM.
N. CXEMA AHANI3Y
HBe aHTUreH tect
KoHTponi Ta kanibpatop 100 mkn (pl)
3pasku 100 mkn (pl)
1-a iHKy6auin 60 xB.
Temnepatypa +37°C(°C)
Etan npommBaHHA 5 umkniB i3 20 XB. 3aMOYyBaHHAM
ABO
6 UMKIiB 6€3 3aMOYyBaHHsA
(QepMeHTHUI KOH'toraT 100 mkn (pl)
2-a iHKy6auia 60 xB.
Temnepatypa +37°C(°C)
Etan npommBaHHA 5 umkniB i3 20 XB. 3aMOYyBaHHAM
ABO
6 UMKIiB 6€3 3aMOYyBaHHs
TMB/H202 100 mkn (pl)
3-7 iHKy6auin 20 xB.
Temnepatypa KT
CipuaHa Knucsiota 100 mkn (pl)
3umtyBaHHA Ol 450 HM (nm)/620-630 HM (nm)

HBe aHTUTINO TECT

KoHTponi Ta kanibpatop 50 mKn (pl)
3pasku 50 mKn (pl)
Heltpanisytoumnin aHTureH 50 mKn (pl)
1-a iHKy6auin 60 xB.
Temnepatypa +37°C(°C)
Kpok npomunBaHHsA 5 umkniB i3 20 XB. 3aMOYyBaHHAM
ABO
6 UMKIiB 6€3 3aMOYyBaHHs
(DepMeHTHUI KoH'toraT 100 mkn (pl)
2-a iHKy6auia 60 xB.
Temnepatypa +37°C(°C)
Kpok npomunBaHHsA 5 umkniB i3 20 XB. 3aMOYyBaHHAM
ABO
6 UMKIiB 6€3 3aMOYyBaHHs
TMB/H202 cymiw 100 mkn (pl)
3-7 iHKy6auin 20 xB.
Temnepatypa KT
CipuaHa Knucsiota 100 mkn (pl)
3umtyBaHHA Ol 450 HM (nm)/620-630 HM (nm)

Hukue HaBeaeHO NpUKIag Cxemm Brgavi:

MikponnaHwer

1 2 3 4 | 5 6 7 8 9 |10 | 11 |12
A | BLK | S2
B NC S3
C NC 54
D | NC S5
E | CAL | S6
F | CAL | S7
G PC S8
H S1 S9

Nerenpa: BLK = bnaHk // NC = HeraTuBHUI KOHTPOSb
PC = Mo3nTunsHwii KoHTponb // CAL = Kanibpatopu // S = 3pa3ok



0. BHYTPILUHIA KOHTPOJIb AKOCTI

LLlopasy, Konn BUKOPUCTOBYETLCA Habip, Nepesipka Banigauii npoBoanTbCA
Ha KOHTPONAX, W06 NepeBipuTH, UM MPOAYKTMBHICTb aHasi3y HacTifbKu
KBanidikoBaHa.

MpokoHTponioNnTe BiANOBIAHICTb HACTYMHUX AAHUX:

HBe AHTUreH

MepeBipka OLL450HM (nm)

bnaHk-nyHka < 0.100 Ol 450 Hm (nm)

HeratusHwuin koHTponb (NC) < 0.150 Ol 450 Hm (nm) nicna

6naHKyBaHHa KoediLieHT Bapiauii <30%

Kani6paTtop aHTureHy S/Co>2.0

Mo3uTrBHMI KOHTponb (PC) > 1.500 Ol 450 Hm (nm)

HBe AHTUTINO

Mepesipka
BbnaHk-nyHKa
HeratusHwuin KoHTponb (NC)

OLL450HM (nm)
< 0.100 Ol 450 Hm (nm)
< 1.000 OLL 450 Hm (nm) nicna
6naHKyBaHHA KoedilieHT Bapiauii <10%
OLL 450 Hm (nm) < NC/1.5

KanibpaTtop aHTutina

Mo3uTnBHMIN KOHTpOb (PC) OLL 450 Hm (nm) < NC/10

AKWo pe3ynbTaT TecTy BIAMOBiAalOTb BMMOraMm, 3a3HauyeHUM BuLle,
nepewaiTb 40 HACTYMHOro PO3Ainy.

AKWO LbOro He CTanocA, He NPOAOBXYWTe Aani Ta NpPoBefiTb HACTYMHI
nepesipku:

< 1.000 OLL| 450 Hm
(nm)
nicna 6naHKyBaHHA

KoediuieHT Bapiauii
> 10%

2. o 6yB BUKOPUCTAHWI HaNEXHWUIN MUIOUYNIA
PO3UUH | Nepe BUKOPVCTaHHAM Bollep 6yB HUM
3anpaBneHunn;

3. wo B npoueaypi aHanizy He 6yno gonyueHo
>KOAHOI MOMUNKW ([oAaBaHHA NO3UTUBHOIO
KOHTPOJIIO 3aMiCTb HEraTUBHOrO; HE BHEC/N
HeNTPanisyunin aHTUreH; He gofdanu
(QepMeHTHUI KoH'toraT);

4. 10 He Bigbynocs 3a6pyaHEHHA HEraTUBHOMO
KOHTpOSo abo NyHOK, y fiKi 6yno gogaHo
KOHTPOJIb;

5. Wo MikponineTku He 6ynu 3abpyaHeHi
NO3UTUBHUMM 3pa3kamu;

6. Lo rosikuM Boluepa He 6ynu 3abnokosaHi abo
4aCTKOBO MepeKpwuTi.

Kani6patop 1. wo npouepypa byna nposefeHa NPaBUIIbHO;

OLL 450 Hm (nm) 2. wo nig yac anctpubyuii kanibpaTtopa He 6yno

>NC/1.5 [OnNyLeHO »KO4HOI MOMWUNKK (BoAaBaHHA
KOHTPOSIO 3aMiCTb; HE BHEC/IN HeNTpanisyouni
aHTWreH; He gopanu GepmeHTHUIA KOH'loraT);.
3. Wwo npoueaypa NPOMUBAHHSA Ta HanalTyBaHHs
BOLLepa € TaKNMU K, 6yno NigTBEPIKEHO Y
nonepegHboOMy KBanidikauillHOMy AOCTAKeHH;
4. 1110 He Bigbynoca 30BHiLUHbOrO 3a6pyAHEHHS
Kanibpatopa.

Mo3uTnBHMIA 1. wo npouepypa byna nposefeHa NPaBUIIbHO;

KOHTpOnb 2. Wo nif yac [ucTpubyLii KoHTponio He 6yno
[0MNYyLEHO >KOAHOT MOMUNKK;

Ol 450 Hm (nm) 3. Wwo npoueaypa NPOMUBAHHA Ta HanawTyBaHHA

>NC/10 BOLUepa € TakKnMMU AK, 6yno niaTBepm;KeHO y

nonepeaHbOMY KBanipikaLinHOMy AOCTIAKEeHH;
4. 1110 He Bigbynoca 30BHiLUHbOrO 3a6pyAHEHHSA
NO3UTUBHOIO KOHTPOJIO.

AKWO BMHUKNA fAKacb i3 BuMLE3a3HAUYeHWX npobnem, nosigomTe npo
npo6nemy KepiBHWKY 4718 NOAaNbLUKX Aiil.

HBeAg
Mpo6nema MepesBipka
BnaHk-nyHka 1. wo po3unH Xpomoreny/CybcTpaty He
>0.100 3abpyAHMBCA Nif Yac aHanisy
Ol 450 Hm (nm)
HeratuBHuin 1. Wwo npoueaypa NPOMMUBaHHA Ta HanalTyBaHHA
KoHTponb (NC) BOLUEPa € TaKUMU, AK Oyno NiATBEPAXKEHO Y
> 0.150 nonepeaHboMy KBanidikaLiiHOMy AOCTIgKEHHI;

Ol 450 Hm (nm)
nicna 6naHKyBaHHA

KoediuieHT Bapiauii
> 30%

2. Wwo 6yB BUKOPUCTAHWI HANEeXHWN MUIOYNi
PO3UVH i Nepen BUKOPUCTaHHAM Bollep 6yB HUM
3anpasneHunii;

3. Wwo B Npoueaypi aHanisy He 6yno fonyleHo
OJHOT MOMWIKM (JOAaBaHHA MO3UTUBHOIO
KOHTPOJII0 3aMiCTb HEraTMBHOrO);

4. Wo He Bigdynoca 3abpyAHEHHA HEeraTMBHOIO
KOHTposto abo nyHOK, y ki 6yno goaaHo
KOHTPOJIb Yepes NO3WUTUBHI 3pa3ku, Po3NnBmM abo
bepMeHTHWIN KOH'toraT;

5. Wo MiKponineTku He 6ynu 3abpyaHeHi
No3NTUBHUMM 3pa3Kamm abo depmMeHTHUM
KOH'loratom;

6. Lo roJfikM BoLuepa He 6ynu 3abnokoBaHi abo
YaCTKOBO NepeKpuTi.

Kani6patop
S/Co<?2

1. wo npouenypa byna nposefeHa NPaBUIbHO;
2. Wwo nig yac AucTpudbyuii kanibpatopa He 6yno
AonyLeHo XO0AHOT MOMUNKN.

3. Wwo npoueaypa NPOMUBaHHA Ta HaNaLUTYBaHHA
BOLUEPA € TAKUMU AK, OyNo NiATBEPAKEHO Y
nonepeaHbOMy KBanipikaLiiHOMy AOCTimKeHHI;
4. 10 He BiAbYNOCA 30BHILIHbOTrO 3a6pyfHEHHA
Kanibpartopa.

Mo3suTnBHMN
KOHTpOnb

< 1.500 OLL 450 Hm
(nm)

1. WwWo npouepypa byna nposefeHa NPaBuIbHO;
2. Wo nig yac AncTpubyLii KOHTPONIO He Byno
ZonyLeHo XOAHOI NOMWUAKN (foaaBaHHA
HeraTVBHOI0 KOHTPOJIIO 3aMiCTb NO3UTHBHOIO);
3. wo npouenypa NPOMMBaHHA Ta HanalITyBaHHA
BOLUEPa € TaKUMU AK, Byno NiATBEpAXKEHO Y
nonepeaHboMy KBanidikaLiiHOMy AOCTImKeHHI;
4. 1110 He BigbyNoCA 30BHILIHbOrO 3a6pyAHEHHS
MO3UTUBHOIO KOHTPOJTHO.

HBe aHTUTINO

KoHTponb (NC)

Mpo6nema MepeBipka
BnaHk-nyHka 1. wo po3unH Xpomoreny/CybcTpaty He
>0.100 3abpyAHMBCA Nif Yac aHanisy
OoU 450 Hm (nm)
HeratuBHuin 1. Wwo npoueaypa NPOM1UBaHHA Ta HanalTyBaHHA

BOLUEPa € TaKUMU, AK Oyno NiATBEPAXKEHO Y
nonepeaHboOMy KBanidikaLiiHOMy AOCTIIKEHHI;

Baxnuea npumimka:
AHaniz cnio 8UKoOHysamu, AK i Ha emani 34uMy8aHHs, onucaHomy 8 po30ini M,
nyHKkm 12.

P.PO3PAXYHOK CUT-OFF
Pe3ynbTaTi po3paxoBylOTbCA 3a AONOMOrO rPaHNYHOTO 3HaueHHs cut-off,
BM3HaYeHOro 3a Takoto Gopmysolo:
HBeAg:
NC + 0.100 = Cut-off (Co)

3HaueHHA, 3HavaeHe ANA TeCTy, BUKOPUCTOBYETbCA ANA iHTepnpeTauil
pe3ynbTaTiB, AK ONMCaHO Y HacTynHoMmy naparpadi.

HBeAb:

(NC + PC) / 3 = Cut-off (Co)
Baxxnuea npumimka: Konu po3paxyHoK pe3ysibmamie 8UKOHyeMbCA
onepauiliHol cucmemors  asmomMamu3osaHoi  poboydoi cmanyii  IDA,

nepekoHatimecs, wo 0719 0OYUCTIeHHA 3HAyeHHA cut-off ma npasusbHoOl
iHmepnpemauii pesynbmamie 8UKOPUCMOBYEMbCA HANEXHe hOPMY/TIOBAHHA.

Q. IHTEPMPETAL|IA PE3YJIbTATIB
Pe3synbTtaTtyt iHTEPNPETYIOTHCA HACTYNHUM YNHOM:

HbeAg:
S/Co IHTepnperauis
<0.9 HeratvBHUIN
09-1.1 CyMHIBHUIA
> 1.1 MNo3utnsHuN
HBeAb:
C/So IHTepnpeTauia
<0.9 HeratusHuin
09-1.1 CyMHiBHUI
> 1.1 Mo3nTnsHMN




Mpumimka:
S=0LY 450 Hm (nm)/620-630HM (nm) 3paska
Co = cut-off 3HaueHHs

Mpuknap po3paxyHKy ana aHanisy HBeAg HaBefeHO HuXKYe (faHi oTpMMaHi
Ha eTani 34MTyBaHHA, oNMcaHoMy B po3aini M, nyHKT 14):

HacmynHi OaHi He MOXHA 8uUKOpUCMOBY8AMU 3amiCmb peasibHUX yugp,
OMPUMAHUX KOpUCMYB8ayem.

HeaamusHuti koHmponb: 0.020 - 0.030 - 0.025 OLL 450 Hm (nm)
CepeodHe 3HaqeHHs: 0.025 OLL 450 Hm (nm)
Huxue, Hix 0.150 - nputiHamo

Mo3umusHuli KoHmMposb: 2.489 Ol 450 Hm (nm)
Buwe, Hix 1.500 - nputiHamo
Cut-off=0.025 +0.100 = 0.125
Kaniépamop: 0.520 - 0.540 OLL 450 Hm (nm)
CepeoHe 3HaqeHHs: 0.530 OLL 450 Hm (nm)
S/Co suuwe, Hix 2.0 - nputiHaAmMo

S/Co=4.2

3pasok 1:0.030 OLY 450 Hm (nm)
3pasok 2: 1.800 OLL 450 Hm (nm)
3pasok 15/Co < 0.9 = HezamusHuli
3pasok 2 5/Co > 1.1 = no3umusHuti

Mpwvknag po3paxyHKy ana aHanisy HBeAb HaBeaeHo HuKYe (gaHi oTpyMaHi
Ha eTani 34MTyBaHHA, ONMcaHoOMy B po3aini M, nyHKT 14):

HacmynHi OaHi He MOXHA 8UKOpUCMOBY8AMU 3amiCmb peasibHUX yugp,
OMPUMAHUX KOPUCMYBayem.

HeaamueHuli KoHmpon: 2.100 - 2.200 - 2.000 OLL 450 Hm (nm)
CepedHe 3HaqeHHs: 2.100 OLL 450 Hm (nm)
Buwe, Hix 1.000 - nputiHamo

Mo3umusHuti KoHmposb: 0.100 OLY 450 Hm (nm)
Huxye, Hix NC/10 - nputiHamo

Cut-off=(2.100+ 0.100)/3 = 0.733
Kaniépamop: 0.720 - 0.760 OLL 450 Hm (nm)
CepeodHe 3HaqeHHs: 0.740 OLL 450 Hm (nm)
OLL450HMm (nm) < NC/1.5 - npuliHamo

3pasok 1:0.020 OL 450 Hm (nm)
3pasok 2: 1.900 OLL 450 Hm (nm)
3pasok 1 Co/S > 1.1 = nosumusHuti
3pasok 2 Co/S < 0.9 = HeeamusHuti

Baxknuei 3ayea)eHHs:.

1. IHmepnpemauito pesynemamis cnid nposodumu nid  HA2IA00M
1abopamopHo20 KepigHUKaG, w06 3MeHWUMU pu3uK NOMUSIOK Npu
OUiHI08AHHI MAa HeNpasusIbHO20 MJTYMAYeHHS.

2. IdeHmudpikauyito kniHiyHo2o cmaHy nayieHma 3 BIB (zocmpudi, XxpoHidHud,
6e3cuMnmoMHull 2enamum) c1id NPo8oOUMU HA OCHOBI MAKOX IHWUX
mapkepis iHgpekyii BIB (HBsAg, HBsAb, HBcAb, HBclgM);

3. Konu pesynemamu mecmygaHHs nepedaomecs 3 1abopamopii 8 iHwuti
3aK1a0, cnid 38epHymu ysdzy, ujob YHUKHymMu nomusikoeoi nepedadi
O0aHUX.

4. [liaezHocmuka iHgeKyii 8ipycHo20 2enamumy NOBUHHA npoxooumu i
nepedasamuce nayieHmy 8i0No8iOHUM K8aighiko8aHUM JliKapem.

R. POBOYI XAPAKTEPUCTUKU

A) HBeAg

1. Mexa BusBneHHsa

Mexa BuABNeHHs aHanily byna po3paxoBaHa 3a fjornomoroto MixkHapoaHoro
CraHpapTty ana HbeAg, wo nocravaetbes IHctutyTom MNayns Epnixa (PEI).

[aHi, oTpuMaHi WNAXOM BMBYEHHA MeXi BUABNEHHA Ha TPbOX noTax,
HaBeaeHi B Tabnuui HxXue.

LUA-HBE.CE | PEI O/mn (U/ml)
Jlot ID HBeAg
0103 0.25
0103/2 0.25
0303 0.25

Kpim Toro, npenapat Accurun # 51 Bupob6bHuuTBa Boston Biomedica Inc.,
CLA, 6yB BunpobyBaHuin nicnsa possefeHHs y FCS. MosigomnaeTbca npo
pe3ynbTaTi TPbOX NOTIB NPOAYKLii.

BBI Accurun 51 (S/Co)

"U;;':':IE)'CE 1x | 2x | 4x | 8x 16x
0103 4116 | 09| 06 0.4
0103/2 41 |17 09| 06 0.4
0303 40 | 16| 09| 05 0.4

2, [liarHOCTNYHa YyTAUBICTb:

[liarHocTuHa yyTnmBicTb  Oyna nepeBipeHa Ha naHensAx
KnacunikoBaHNX NO3UTUBHO 3a Habopom, cxBaneHum FDA CLUA.
Mo3uTtnBHI 3pa3kn 6ynu 3ibpaHi 3 pisHKMx natonori BB (rocTpux, XpoHiuHmX),
LLIO MaloTb peakTUBHICTb Ha HBeAg.

3aranbHe 3HaueHHA> 98% 6yno BUABNEHO B AOCNIAMXEHHI, NPOBeAeHOMY Ha
3aranbHill KinbKocTi 6inblue 200 3paskis.

Kpim TOro, 6yna pocnimkeHa MaHenb Kogy cepokoHBepcii PHM 935B
BMpPOG6HMLUTBa BBI. [laHi HABOAATLCA HMKYE Ta NOPIBHIOTbCA 3 AaHMK BBI
OO0 ABOX iHLWINX KOMEPLIiNHNX MPOAYKTIB.

3paskis,

3pasok LUA-HBE.CE Abbott EIA Sorin EIA
1D S/Co S/Co S/Co
21 54 4.5 6.3
22 3.7 4.3 54
23 1.9 3.2 3.1
24 1.1 24 1.5
25 1.0 2.1 1.2
26 0.6 1.7 0.7
27 0.2 0.8 0.3
28 0.2 0.6 0.2
29 0.2 0.4 0.2
30 0.2 0.3 0.2
31 0.1 0.3 0.2
32 0.1 0.3 0.2

ByB npoTecTtoBaHuii kog naHeni npogykTueHocTi PHJ 201 BupobHuuTea BBI.
[laHi HaBOAATbCA HMXK4Ye Ta NOpPiBHIOWTbCA 3 AaHumu BBl wopo iHworo
KOMepLiiHOro NpoayKTy.

new | PEIO/MA 1) yaHBECE | SorinEIA
(U/ml)
1 3 33 70
2 6 175 219
3 26 301 37.1
4 31 294 235
5 1 K 22
6 2 23 69
7 35 301 246
8 38 292 319
9 4 166 108
10 - 03 0.2
i 1 34 36
12 <1 02 1.2
13 < 09 14
14 - 02 02
15 - 04 0.1
16 - 05 0.1
17 - 03 0.2
18 - 02 02
19 - 02 0.1
20 - 02 0.1
21 - 03 1.0
22 - 03 0.1
23 - 04 0.1
24 - 02 0.2
25 - 03 02

3. fliarHocTnyHa cneundiyHicTb:

[liarHocTyHa cneumdiyHicTb bGyna BM3HaueHa Ha MaHeNAX HeraTMBHUX
3pa3kiB Bij HOpManbHWX OCI6 Ta [OHOPIB KpOBi, KnacndikoBaHuX AK
HeraTuBHi 3a Habopom, cxBaneHum FDA. [Ina Bu3HauyeHHs cneundiyHoCT
BMKOPWCTOBYBaNN AK M1a3My, OTpMMaHy 3a AONOMOrOI0 Pi3HUX CTaHAAPTHUX
meTogiB npurotyBaHHA (umtpat, ETA Ta renapun), Tak i cupoBatky. XXogHoi
XWOHOI peakUiHOl 3[4aTHOCTI Yepe3 MeToh MPUrOTYBaHHA 3pa3KiB He
crnocTepiranocs. 3aMmopoXKeHi 3pa3Ku, TakoX TeCTyBany, Wob nepesiputu, um



Lie He B/IVMBAE Lie Ha BMKOHaHHA TecTy. Ha umcTux i 6e3 yacTMHOK 3paskax
iHTepdepeHLili He cnocTepiranocs.

Bynu gocnipeHi 3pasku, oTpuMaHi Bif nauieHTiB 3 pisHUMM BipycHumn (HCV
Ta HAV) Ta HeBipyCHMMU NaTONOTiAMM NEYiHKM, AKI MOXYTb MepeLuKoaXKaT
TeCTyBaHHIO.

MNepexpecHnx peakuii He cnocTepiranoca.

LocnigxeHHs OUiHKM edeKTMBHOCTI, NpoBefeHe Yy KBanidpikoBaHOMY
30BHILUHbOMY [OBIAKOBOMY LEHTpi Ha 6inblw, HiX 500 3paskax, fdano
3HayeHHA > 98%.

4. TouHicTb:

O6uncnioBany Ha ABOX 3paskax, AOCNIAXKEHNX Y 16 NOBTOPaAX Y TPbOX Pi3HUX
npobirax, NPOBEAEHUX Ha TPbOX Pi3HMX JNoTax. OTpMMaHoO HacTynHi
3HaYeHHsA:

LUA-HBE.CE: noT 0103
HeraTnBHUi" KOHTPONb (K-CTb=16)

CepepHi 1-i 2-1 3-n CepepHe
BEJINYNHN aHanis aHani3 aHani3 3HayeHHA
OLL 450 HM (nm) 0.030 0.027 0.032 0.029
CB 0.002 0.002 0.003 0.002
KB% 7.4 8.2 7.9 7.8
PEI O/mn (U/ml) (k-cTb=16)
CepepHi 1-1 2-1n 3-n CepepHe
BEINYNHN aHanis aHanis aHani3 3HaYyeHHA
OLL 450 HM (nm) 0.569 0.559 0.575 0.568
CB 0.027 0.029 0.028 0.028
KB% 4.7 53 49 49
S/Co 44 44 44 44
LUA-HBE.CE: not 0103/2
HeraTnBHuin KOHTPONb (K-cTb=16)
CepepHi 1-n 2-1h 3-i CepepHe
BeNINYNHM aHanis aHani3 aHani3 3HaYeHHA
OLL 450 HM (nm) 0.033 0.031 0.030 0.032
CB 0.003 0.003 0.002 0.003
KB% 7.9 8.5 7.4 8.0
PEI 1 O/mn (U/ml) (k-cTb=16)
. 1-n 2-n 3-n CepepHe
CepepHi BennumHu . . .
aHani3 aHani3 aHani3 3HaYeHHsA
OLL 450 HM (nm) 0.565 0.573 0.568 0.569
CB 0.026 0.025 0.024 0.025
KB% 4.7 4.3 4.2 4.4
S/Co 4.2 44 44 4.3
LUA-HBE.CE: not 0303
HeraTnBHUI" KOHTPONb (K-CTb=16)
CepepHi 1-n 2-1h 3-i CepepHe
BeNINYNHM aHanis aHani3 aHani3 3HaYeHHA
OLL 450 HM (nm) 0.029 0.034 0.040 0.042
CB 0.003 0.005 0.004 0.004
KB% 9.7 11.1 10.9 10.8
PEI O/mn (U/ml) (k-cTb=16)
CepepHi 1-n 2-1h 3-i CepepHe
BENINYNHMN aHanis aHani3 aHani3 3HaYeHHA
OLL 450 HM (nm) 0.320 0.326 0314 0.320
CB 0.023 0.024 0.026 0.024
KB% 7.1 7.4 8.2 7.6
S/Co 4.5 4.3 4.1 43

B) HBe anTuTinO

1. Mexa BuABNEeHHA

Me>xa BUABNEHHA aHaniy 6yna po3paxoBaHa 3a Jonomorot MixkHapoaHoOro
cTaHfapTy Ha HBeAb, HapgaHoro IHcTuTyTOM [Mona Epnixa (PEl). [OaHi,
OTPUMAHI LUNAXOM BUBYEHHA MEXi BUABNEHHA Ha TPbOX NOTaX, HaBeleHi B
Tabnuui HMXKue.

LUA-HBE.CE | PEI O/mn (U/ml)
JloT ID HBeAb
0103 0.25
0103/2 0.25
0303 0.25

Kpim Toro, npenapat Accurun # 52 Bupo6bHuuTBa Boston Biomedica Inc.,
CLUA, 6yB npoTtectoBaHuii nicna po3seaeHHs y FCS. MosigomnaeTbca npo
pesynbTaTi TPbOX NOTIB NPOAYKLii.

Accurun 52 (Co/S)
LUA-HBE.CEnotID | 1x | 2x | 4x | 8x | 16x
0103 1.0 | 08 | 06 | 04 | 04
0103/2 1.0 | 08 | 06 | 0.5 | 04
0303 10108 |06 | 04| 04

2. [liarHOCTNYHa YYTAUBICTb:

[liarHocTyHa uyyTnmBicTb Oyna nepeBipeHa Ha MaHensAx 3paskis,
knacnéikoBaHnx no3mtmeHo Ha HBeAb, 3a gonomoroto Habopy, cxBaneHoro
FDA CLUA. Mo3unTunBHi 3pa3km 6ynu 3ibpaHi 3 pisHux natonorin BI'B, wo HecyTb
peakTuBHICTb aHTUTIN Ao HBeAg.

3aranbHe 3HaueHHA> 98% 6yno BUABNEHO B AOCNIAMEHHI, NPOBeAeHOMY Ha
3aranbHill KinbkocTi 6inblue 200 3paskis.

Kpim Toro, 6yna pocnigxeHa naHenb Kogy cepokoHsepcii PHM 935B
BMPO6HMLUTBA KomnaHii BBI. [laHi HaBOAATbCA HMXKUYE Ta MOPIBHIOTLCA 3
faHvumun BBl Wwoo ABOX iHWNX KOMePLiNHMX NPOAYKTIB.

3pasok LUA-HBE.CE | AbbottEIA Sorin EIA
1D Co/S Co/S Co/S
21 0.4 0.4 0.5
22 0.4 0.5 0.6
23 0.4 0.6 0.5
24 0.4 0.5 0.6
25 0.4 0.6 0.5
26 0.5 0.6 0.6
27 0.6 0.8 0.7
28 0.7 0.9 0.7
29 0.6 0.9 0.7
30 0.8 1.0 0.9
31 1.0 13 1.1
32 1.0 1.2 1.0

Hapewti 6yB npotectoBaHuin Kop naHeni edektmBHocti PHJ 201

BMpPOo6HMUTBa BBI. [laHi HaBOAATLCA HMXKYE Ta NOPIBHIOIOTLCA 3 AaHUMK BBI
OO iHLWOro KOMePLiiHOro NPOAYKTY.

Ynen | PEIO/mn (U/ml) | LUA-HBE.CE | Sorin EIA
1 - 0.3 0.5
2 - 0.2 0.5
3 - 0.2 0.5
4 - 0.2 0.5
5 - 0.3 0.6
6 - 0.3 0.6
7 - 0.2 0.4
8 - 0.2 0.4
9 - 0.2 0.5
10 - 1.9 0.6
11 - 0.3 0.5
12 - 0.4 0.9

13 2 4.4 9.1
14 1 3.8 2.9
15 <1 1.0 1.5
16 >50 43 120.9
17 <1 1.0 1.0
18 5 5.6 21.8
19 1 2.7 6.4
20 11 5.0 473
21 2 1.9 10.0
22 26 28.1 90.7
23 - 0.3 0.5
24 <1 0.8 1.3
25 50 28.1 167.4

3. AiarHocTnyHa cneyngiyHicTb:

KniHiyHa cneumdivHicTb Gyna BU3HayeHa, AK onncaHo paHile, ana HBeAg.
NocnigxeHHA OUiHKM edeKTUBHOCTI, npoBefeHe Y KBanipikoBaHOMY
30BHilUHbOMY [IOBIIKOBOMY LEHTpi Ha 6inbw, HiX 500 3paskax, Aano
3HauyeHHA> 98%.



4. TouHicTb:

O6uuncnioBany Ha ABOX 3pa3Kax, LOCHiAKeHMX y 16 MOBTOPAX Y TPbOX Pi3HNX
npobGirax, NpoBeAeHWX Ha TPbOX Pi3HUX NoTax. OTPUMaAHO HacCTymnHi
3HaYEeHHS:

LUA-HBE.CE: not 0103
HeraTnBHuin KOHTPONb (K-cTb=16)

CepepHi 1-n 2-1n 3-i CepepHe
BeNINYNHMN aHanis aHani3 aHani3 3HaYeHHA
Ol 450 Hm (nm) 2484 2.420 2471 2458
CB 0.129 0.160 0.142 0.144
KB% 52 6.6 5.7 5.9

PEI O/mn (U/ml) (k-cTb=16)

CepepHi 1-n 2-1h 3-i CepepHe
BeNINYNHMN aHanis aHani3 aHani3 3HaYeHHA
OLL 450 HM (nm) 0.867 0.800 0.878 0.848
CB 0.043 0.060 0.050 0.051
KB% 5.0 7.5 5.7 6.1
Co/S 1.0 1.0 1.0 1.0

LUA-HBE.CE: not 0103/2
HeraTnBHUI" KOHTPONb (K-CTb=16)

CepepHi 1-i 2-1 3-n CepepHe
BEINYNHN aHanis aHani3 aHani3 3HayeHHA
OLL 450 HM (nm) 2316 2.361 2413 2.363
CB 0.127 0.144 0.146 0.139
KB% 5.5 6.1 6.0 5.9

PEI 1 O/mn (U/ml) (K-cTb=16)

. 1-n 2-n 3-n CepepHe
CepepHi BennumHu . . .
aHanis | aHani3 aHanis 3HayeHHsA
Ol 450 Hm (nm) 0.767 0.793 0.785 0.781
CB 0.041 0.050 0.046 0.046
KB% 5.4 6.3 5.8 5.8
Co/S 1.0 1.0 1.0 1.0

LUA-HBE.CE: noT 0303
HeraTnBHUI" KOHTPONb (K-CTb=16)

CepepHi 1-i 2-1 3-n CepepHe
BEINYNHN aHanis aHani3 aHani3 3HayeHHA
OLL 450 HM (nm) 2.334 2415 2437 2.395
CB 0.146 0.155 0.158 0.153
KB% 6.3 6.4 6.5 6.4

PEI O/mn (U/ml) (k-cTb=16)

CepepHi 1-i 2-1 3-n CepepHe
BEJINYNHN aHanis aHani3 aHani3 3HayeHHA
OLL 450 HM (nm) 0.850 0.867 0.876 0.864
CB 0.052 0.051 0.048 0.050
KB% 6.1 5.9 5.5 5.8
Co/S 0.9 1.0 1.0 1.0

Baxnusa npumitka:
Jani npo npodykmusHicms 6ynu ompumaHi Ha emani 34umyedHHs,
onucaromy 8 po30ini M, nyHkm 14.

S. OBMEXEHHA

3aMOpOXKeHi 3pa3kuy, Lo MICTATb YaCTUHKKN GiOpUHY abo arperaTtu, MOXyTb
[laBaTyi XMOHOMO3UTUBHI pe3ynbTaTu.

BakTepianbHe 3abpyaHeHHA abo iHaKTUBaLiA Tenna 3pa3ka MoXe BMAUHYTH
Ha 3HaYeHHA NOrIMHAHHA 3Pa3KiB 3 MOAANbLIOI0 3MIHOIO PiBHA aHaNITY.

Len TecT nigxoAuTb TiNbKW ANA TecTyBaHHA OKpemux 3paskis, a He
nynoBaHuX.

[iarHo3 iHpeKUiiHOro 3axBOPIOBAHHA He CNif BCTAHOBNIOBATM Ha OCHOBI
€AVHOro pesynbraty TecTy. Cnig BpaxoByBaTW iCTOPil0 XBOPOOW MaLi€eHTa,
CMMMTOMATUKY Ta iHLWi AiarHOCTUYHI AaHi.

Bcsa npoaykuis IVD, BupobneHa KomnaHieto, nepebyBae nig KOHTponem
cepTudikoBaHoi Cncremmn ynpaeniHHA AKICTIO, cxBaneHol
YNOBHOBa)K€HUM OpPraHoM 3 OLUiHKM BignosigHocTi. KoxHa napTia
MPOXOAUTb KOHTPOJIb AKOCTI Ta BUMYCKAETbCA HA PUHOK NMLLIE 3a YMOBU

BiANOBIAHOCTI TEXHIYHVIM pernameHTam Ta KpUTepiam NPUNHATHOCTI.
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TOB «JTABIOEN»

By”. MeTtniopu, 6yanHOK 25,

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

EnektpoHHa agpeca: info@labua.com.ua
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