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Kam. No: 1578-1197-04 [ama sunycky iHcmpykuii: 30-06-2020

Bepcis 02

OCHOB0I0O _npu  NpoB8edeHHi aHanizy € opuziHan iHCmpykuil
aH2niliCcbKO MOB0I, 8KnadeHoi 8 Habip. Homep i dama eepcii
opueiHany ma nepeknady iHCmpykuil no8UHHI cnisnadamu.

MakyBaHHA: 4x3mn

NEPEABAYYBAHE BUKOPUCTAHHA

Martepian gna BHYTPIWHBOrO KOHTPOMIO AKOCTI nepenivyeHux cneuianbHuX
aHani3iB  6inNKiB i3 BMKOpPUCTaHHAM BignosigHWX peareHTiB Medicon 3
aHanizatopamun Diatron Pictus® P700 ta P500. [Ina piarHOCTMKW in vitro nuiue
KBanidikoBaHMMU NabopaTopHUMU daxisLaMM.

CKNAQ
PigKkuiA, KOHTPONMBHUI MaTepian Ha OCHOBI CMPOBATKM NIOAVHN 3 Ao6aBKamu Ta
KOHCepBaHTOM. KOHLeHTpaLif/akTUBHICTb 6inkiB 3anexutsb Big JIOTy.

& MONEPEAXEHHA - 3AXOAU BE3MEKU

. Tinbkn ana BUKOPUCTAHHA in vitro.

. bionoriuHi maTepianu NOACKOro MNOXOMKEHHS, WO MICTATLCA B LIbOMY
npoaykTi, 6ynu npotectoBaHi Ha aHTU-HCV, HbsAg Ta Anti-HIV 1 T1a 2,
BUKOPWCTOBYIOUN 3aTBepmkeHi FDA meToaw, i 6yno BMABMEHO, WO
BOHMW He pearyioTb Ha peakuito. OCKinbKM He iCHYE BigoOMOro metoay
TECTYBaHHA, AKMN 6u Mmir 3abe3neunTi MOBHY BMEBHEHICTb, WO
NpoayKTW, OTPWMaHi 3 KpOBi JIIOAWHW, He nepefaBaTUMyTb
iHPeKUiNHMX areHTiB NPOAYKT MOBUHEH MOBOAMTMCA 3 MOTEHLINHO
iHpeKUinHMM MaTepianom.

. MaTepian mictutb asmg Hatpilo (NaNs) <0.1%. YHMKaTe KOBTaHHA i
KOHTaKTY 3 WKipOto Ta ClIM30BNMN 0HONOHKaMM.

. Mpo 6yab-AKWIA CEPUO3HMI HUMAEHT, AKUA MOXe CTaTucAa 3 LuM
NPUCTPOEM, KOPUCTYBAauy MOBWHEH MOBIAOMAATA BUPOOHMKY Ta
KOMMETEHTHOMY OpraHy KpaiHu, B AKii 3HaXOAWTbCA KOPUCTYBau
Ta/abo nauieHT!

& niaroToBKA
Marepian rotoBuin Ao BMKOPUCTaHHA. DNAKOHM aKkypaTHO NepeBepHiTb,
o6 OTPMMATU OAHOPIAHY CyMill. YHUKaiTe MiHOYTBOPEHHsA. 3akpuiTe
KPULLKOIO Bigpa3y Nicns BUKOPWUCTaHHA Ta 36epirante npu Temnepatypi 2-8
°C. HenpaBunbHe 36epiraHHA, MNOBOMKEHHA ab0 MOMWIKM Nig  4ac
npoBefeHHA aHaNiTMYHOI NpoLeay Py MOXKYTb AaTV NOMUIKOBI pe3ynbTaTu.

NOTPIBHI MATEPIANIN, AKI HE NMOCTAYAIOTbLCA 3 HABOPOM
. PeareHTun cnevianbHUX NpoTeiHis.

. ABTOMaTM30BaHWIA aHanizaTop Gioximi.

e  3BuualiHe NabopaTopHe OONaiHaHHSA.

& 3BEPITAHHA - CTABUIbHICTb
BmicT GnakoHiB, HeBigKpWTWX, € CTabinbHUM npu Temnepatypi 2-8 °C go
TePMiHY NPUAATHOCTI, 3a3HAYEHOro Ha eTukeTui. licna BiAKPUTTA BMICT
3aMMIWAETLCA CTabinbHMM npoTarom 1 micAua npw 36epiraHHi WinbHO
3aKpUTMM Npy TemnepaTypi 2-8 °C Nicna KOXHOro BUKOPUCTaHHA.

& DETEPIOPALLIA
Martepian He Cnig BUKOPUCTOBYBATU
. Micna TpuBanoro BMANBY NPAMUX COHAYHUX MPOMEHIB ab0 BUCOKOI
Temnepartypu.
. Micna 3akiHYeHHA TepmiHy npupaaTHOCTI abo KonmM MIKPOOHWI picT
OUYEBUAHUN.

Mepexnaday TemaHa 3eneHcoka

MPOLIEC TECTYBAHHA

3BepHITbCA A0 BiANOBIAHMX IHCTPYKUIN WOAO NpoLecy KOHTPOIIO AKOCTI.

KoxkHa nabopaTtopis MOBMHHA BCTAHOBWTM CBOIO BACHY 4YacTOTy MPOBEAEHHA
KOHTPOJI0, OQHAK HaNeXHa NabopaTopHa NPaKTMKa nepeadauac, Wo KOXeH eHb
CNif NPOBOAMTN KOHTPOJ Pa3oM 3 aHaNi3oM 3pa3KiB NauieHTiB Ta NPOBOAUTU
KOeH pa3 KanibpysaHHA. Pe3ynbTaTi, OTpuMaHi OyAb-AKOIO OKPEeMOlo
nabopaTopieio, MOXYTb BiAPI3HATUCA Bifj 33AaHOrO CEPEAHBbOIO 3HaYEHHA.

ToMy pekoMeHAYeTbCsA, WO6 KoXHa nabopaTopia reHepyBana KOHKpETHi
aHaNiTMUHi LiNbOBi 3HAYeHHA Ta [HTEepPBaNM Ha OCHOBI AEKIbKOX UWKAIB
BiANOBIAHO A0 cBOIX BUMOr. Lli UiNbOBI 3Ha4YeHHA MOBWHHI 3HaxoAUTUCA Y
BiANOBIQHNX MPUNHATHUX Jiana3oHax, HaBedeHWX Y AoAaHin Tabnuui. Akwo
BUABNEHI AKICb TeHAeHLUil abo pi3Ki 3pylleHHs 3HauYeHb, NepernsaHbTe BCi poboui
napameTpm.

KoxHa nabopaTopis NMOBMHHA BCTAHOBUTW BKAa3iBKM LOAO KOPWTYBanbHUX [ilA,
AKI CNig BXUTW, AKIWO KOHTPONb HE BIAHOBUTLCA Y BU3HAYEHUX MEXAX.
MepekoHanTtech, wWo JIOT Ha ¢nakoHi Takmi camuiA, AK Ha apKyuwi, WO
CyNpOoBOMKYE MaTepia.

é‘ BUOANEHHA BIAXOAIB
YTunisynte Becb MaTepian BignosigHO [0 MicuesBMX Mpaswun  WOAO
NOTEHUINHO  iHeKUitHNX  maTepianiB.  A3up  HaTpilo  yTBOpIOE
BMbyxoHebe3neyHi cnonyku 3i cevHuem abo miggio. MpomunTte Bigxoam
BOJOI0 BEANKOK KiNbKiCTIO BOAM MicnA  yTunisauii  Hepo3BeAeHoro
MaTepiany, Wo6 YHWKHYTW HaKOMWYeHHs a3upay HaTpilo y KaHanisauii.
MacnopT 6e3nekn maTtepianis HagaeTbca komnaHiclo MEDICON 3a 3anutom.

MNPU3HAMEHI 3HAMEHHA - Cneundiuni pns noty

3BepHiTbCA 00 Tabnuui nNpu3HauyeHMX 3HauyeHb. [liana3oH npeacTaBnae
MaKCUMaNbHO NPUIAHATHE BIAXWIEHHA NULIE ANA OQHOTO BUMIPIOBAHHA.

BmicT:

AnbbyMmiH

AT-Kncnui rmikonpoTein
Al-aHTUTPUNCKH
A2-mMakpornobyniH
AHTUCTpenToni3nH-O
B2-mikpornobynin
C-peakTnBHUN 6inoK
C-peakTnBHUi 6inok Jlatekc

ImyHorno6ynix E

Jlerki naHuytorn kanna
Jlerki naHuorn nambéaa
MpeanbbymiH
PeBmatoigHuin GpakTop
TpaHcdepnH

QepnTtnH

Llepynonna3smin
KomnoHeHT 3
KomnoHeHT 4
Fantorno6iu
ImyHornobynin A
ImyHornobynin G
ImyHorno6ynis M

CMMBOJU
MepguuHnn npunag gna
d Bnpo6bHMK |VD BUKOPUCTAHHA B in vitro
ndiarHocTuui
/#/ Temneparyphi Katanorosui Homep
obMeXeHHn
A 3acTepexeHHsa bionoriuHi pnsnkn
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