AJIbbYMIH BCG

Albumin BCG

Kamanoa. N°: DB1101 Jama sunycky incmpykuii: 2014/06/03

Bepcin 02

OCHOB0I0 _npu__nposedeHHi _aHaznizy € opueiHan _iHcmpykuii
aHeniticbkolo _Mo8olo, eknadeHoi 8 Habip. Homep i dama _eepcil

opu2iHany ma nepekaady iHCmpyKuii No8UHHI cnisnadamu.

JiazHocmuyHuli peazeHm 0nA KinbKicHo20 in vitro 8UsHa4eHHsA anbOymiHy y
cuposamyi a6o nnasmi I0OUHU HA ¢hc

YHUX cuc X.

P

Kar. N2: Po3mip Ha6opy KoHdirypauis

D95557B 1x10n OfVHOYHNI peareHT
D97202B 1x 1000 mn OfVHOYHNI peareHT
D09550 4 x 250 mn OAVHOYHNI peareHT
D97203 5x 100 mn OAVHOYHNIA peareHT
D00204 5x50 mn OpuHOUHMIA peareHT
D00205 5x25mn OnVHOYHUI peareHT
D00206 5x10 mn OpVHOYHMIA peareHT
D51911 10x 50 mn OpVHOYHMIA peareHT
D0401917 9 x 65 mn OpUHOYHMIA peareHT
DA0801 5x50 mn OAVHOYHNI peareHT
DT1001 4 x50 mn OpunHOUHMIA peareHT
DK0701 5x50 mn OnVHOYHUI peareHT
DB0901 2x150 mn OOVHUYHWI peareHT

JDopaTtkoBo n| PONOHYIOTbCA:

D95555 1x3mn Anbbymit CTanaapt

D98485 5x3mn Kani6patop Diacal Auto
D984855V 1x3mn Kani6patop Diacal Auto
D98481 12x5mn KoHTponb, Hopma Diacon N
D14481 5x5mn KoHTponb, Hopma Diacon N
D98481SV 1x5mn KoHTponb, Hopma Diacon N
D98482 12x5mn KoHTponb, natonoris Diacon P
D14482 5x5mn KoHTponb, natonoris Diacon P
D984825V 1x5mn KoHTponb, natonoris Diacon P
NMAPAMETPU TECTY

Metop: KonopumeTpuuHumii, bepmeHTHNIA, 3pocTatodoi peakuii, BCG

JloBXunHa xBuni: Hg 546 HMm, 540 - 600 Hm

Temnepatypa: 20-25°Cabo 37 °C

3pasok: CupoBaTtka, renapuHosa abo E[JTA-nnasma
NiHinHicTb: noér/pn

YyTnusicTb: HuxHa mexa suasnenHa: 0.2 r/gn

CKNAJ PEATEHTIB
KOMMOHEHTU

LintpatHuii 6ydep , pH 4.2
Bpomkpe3sonosuii 3eneHnin

KOHLEHTPALLIT
30 mmonb/n
0.26 mmonb/n

MIATOTOBKA PEATEHTY
PeareHT roToBuUin 1O BUKOPUCTaHHA.

CTABUIbHICTb | 3BEPIFTAHHA PEATEHTY

YmoBu: 3axuwaTu Big cBiTNa
3aKpuWTW HEramHo NicnA BUKOPUCTaHHA.
YHVKaTV 3a6pyaHEHHS.
He 3amopoxyBaTu peareHT!
36epiraHHsA: Mpwn Temnepatypi 2-25 °C

CrabinbHicTb: [lo 3aKiHYeHHA TepMiHy NpuAATHOCTI

CTABUIbHICTb | 3BEPIFTAHHA 3PA3KA

CrabinbHicTb[3]: Mpn 15-25°C 10 TVXHiB
Mpn4-8°C 5 micauis
Mpwn -20°C 3 micaui

3amoporKyBaTy Tinbku pas!
YTunisyinte 3a6pyaHeHi 3pasku.

HEOBXIAHI MATEPIANN, AKI HE MOCTAYAIOTbCA
Po3uun NaCl (9r/n)
3aranbHe nabopaTtopHe obnagHaHHA

CTAHOAPA

(He BxoAWTb [0 CKNagy Habopy; NOTPIGHO 3aMOBAATU OKPEMO)

KoHueHTpauia: 5r/pn (50r/n)

36epiraHHs: 2-8°C

CrabinbHicTb: 110 3aKiHYeHHA TepMiHy NpuAaTHOCTI
3AKPUBAWTE HEFTAMHO MICNA BUKOPUCTAHHA!

IHTEP®EPYIO4I PEHOBMHU
Hemae iHTepdepeHduii 3:

AckopbiHoBa KucnoTa 30 mr/gn
Binipy6inH 40 mr/pn
lemorno6iH 400 mr/pn
Tpwurniuepuan 500 mr/gn

Ina noganbluoi iHpopmauii npo iHTepdepytoui peyoBUHM 3BEPHITbCA A0 Young
DS [5].

PYYHA NMPOLIEAYPA TECTY
[loBefiTb peareHT Ta 3pa3ku A0 KiMHAaTHOI TemnepaTypu.

Minety¥iTe B Npobipkn BbnaHk Crang./Kan. 3pasoK
PeareHt 1000mKn 1000mKn 1000mKn
3pa3ok - - 10MKn
Cranpapt/Kanibpatop - 10MKn -
[Ouct. BOga 10 MKn - -

3miwariTe. IHKybynTe npoTarom 10 xB. Npu TemnepaTtypi 20 — 25 °C/ 37 °Ci
3umTanTe abcopbuito NpoTArom 60 XBUIIMH BiAHOCHO BaHK-peareHTy.

OBYUCJIEHHA
Anbb6ymiH [r/pn] = AA 3pa3ok / AA Cta/Kan x KoHu. Cta/Kan. (r/on)
OAVHULI KOHBEPCIT

r/an x 10 =r/n
r/on x 144.9 = mkmonb/n

PEQEPEHTHUW AIANA3OH [4] *

r/pn r/on MKMOJb/N

Hopocni: 3.5-52 35-52 507 - 756

*PeKoMeHAYETbCA, WO6 KOXHa labopaTopia NOBMHHA BCTAHOBIOBATW CBOI BNACHI AianasoHu
HOpMU.

3HAYEHHA AIATHOCTUKN [1,2]

BumiptoBaHHA anbbyMmiHy B CMPOBATLi BUKOPWCTOBYETHCA [N AiarHOCTUKM Ta
MOHITOPUHIY 3axBOPIOBaHb MeYiHKW, Hanp. LMpo3y neuiHku. Kpim Toro, pisHi
anbbyMmiHy BKasyloTb Ha CTaH 3[OPOB'A Ta XapuyBaHHA NIOAWHU i, TOMY, BOHU
BMKOPWCTOBYIOTbCA AN1A BUABJIEHHA HEeAOoIAaHHA | NPOrHO3y Yy rocnitanisoBaHnx
NaLji€HTIB MOXMNOrO BiKy.

APUHUUN TECTY

Mpn HaABHOCTI OGPOMKpE30ny 3eneHoro npu Nerko  KucinoTHomy pH,
CUPOBATKOBUIA anbbyMiH BMPOOGNAE 3MiHY KONbOpy iHAMKaTOpa Bif *KOBTO-
IHTEHCKBHICTb  3€M1€HO-TONY60ro  KoNbopy
nponopLiiHa KOHLUeHTpaLlii anbOyMiHy y 3pasky.

3eneHoro fo 3eneHo—r0ny6oro.

POBOYI XAPAKTEPUCTUKIA

JIHIAHICTb

AHani3 € niHinHum Big 0.2 o 6 r/pn.

3pasKy, y AKX KOHLEHTpaLis anbOymiHy BULLA, HiXK 6 /A1, NOTPIGHO po36aBnATH
1+ 1 po3sumnom NaCl (9r/an), a pe3ynbTaT NOMHOXUTA Ha 2.

TOYHICTb (npu 25°C)

B aHanisi CepepiHe 3HaueHHA CraHpapTHe Mutomunii 06’em
n=20 [r/pn] BiAXNEHHSA [%]

[r/pn]
3pa3ok 1 3.52 0.03 0.91




3pa3ok 2 4.50 0.05 1.12
3pa3ok 3 6.89 0.12 1.79
Mix aHanizamun CepepHe 3HaueHHsA CraHpapTHe MNMutomunin 06’em
n=20 [r/on] BiAXUNEHHA [%]
[r/an]
3pa3ok 1 335 0.05 1.58
3pa3ok 2 4.32 0.06 1.44
3pa3ok 3 6.73 0.11 1.60

NMOPIBHAHHA METOAIB

MNopiBHAHHA aHani3y Dialab Anb6ymiHy (y) Ta KoMepUiiHO JOCTYMHOrO aHani3y (x)
3 BUKOPUCTaHHAM 59 3pa3kiB fano Taki pesynbTatu:

y=1.00x+0.11r/gn; r = 0.998.

KOHTPOJIb AKOCTI

Yci KOHTpOMbHi CMpOBaTKM 3i 3HaYeHHAMU anbOyMiHy, AKi BU3HayeHi LUM
METOAO0M, MOXYTb OYTN BUKOPUCTaHi.

Mun pekomeHpgyemo Dialab koHTponi Diacon N (KoHTponbHa cupoBaTKa 3i
3HaYeHHAMW Yy HOpManbHOMy pfiana3oHi) Ta Diacon P (3i 3HaueHHAMKM B
HopManbHoMy fiana3oHi) i Diacon P (3i 3HaueHHAMM B naTonoriyHomy
nianasoHi).

KANIBPYBAHHA

AHani3 BMarae BUKOPUCTaHHSA CTaHAapTy abo KanibpaTopa anbbymiHy.

Mun  pekomeHpyemo Dialab  Crangapt Anbb6ymiHy a6o  Dialab
My/bTUKaniopyBanbHy cnpoBaTky Diacal Auto.

Mpu3HaueHi 3HaueHHs Diacal Auto kanibpaTopa npoCTeXyloTbCA A0
pedeperTHOrO MaTepiany ERM-DA470.

ABTOMATU3ALIA
CneuianbHi aganTauii AnA aBTOMaTVYHUX aHanizaTopiB MOXyTb OyTn 3pobneHi 3a
3anuTom.

NMONEPEOXEHHA | 3BACTEPEXKEHHA

1. Y pyxe pigKicCHMX BUNagKax, 3pa3ku Maui€HTiB 3 ramanaTti€lo MOXyTb
[laTV HenpaBWbHI pe3ynbTaTu.

2.  bymb nacka, 3BepHiTbcA JO MacnopTy 6e3nekn Ta [OTpUMynTeca
HeobXiAHMX 3axofiB 06epexxHOCTi NPY BUKOPUCTAHHI N1abopaToOpHMX
peareHTiB.

3. [inA uinein BiarHOCTUKW, pe3ynbTaTy 3aBXAW MOBWHHI OyTy OUiHeHi 3
MeMNYHOI0 ICTOPIEI NaLieHTa, KNIHIYHUMWN JOCNIIKEHHAMM | iHWNMK
OaHMN.

NMOBOAXKEHHA 3 BIAXOAAMU
BignoBigHO [0 MicLeBUX 3aKOHHWX BMMOT.

I BUPOBHUK
Hiana6 GmbH
BupobHuymeo ma npooax ximiko-mexHi4Hor
npodykuyii ma nabopamopHux npunadie 8 I3
HOE-3100, XoH0acmpac, 060xekm M55, 2351
BiHep-Hotidopgh
Ten.: +43 (0) 2236 660910-0,
Makc: +43 (0) 2236 660910-30,

e-mail: office@dialab.at
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YMNOBHOBAXEHWUI NPEACTABHUK

TOB «[IIAMEB TPEV[]»
8ys1. CumoHa lemniopu, 25
M. leaHo-OpaHkiscek, 76014
men.: +38(0342) 775 122
akc: +38(0342) 775 123
e-mail: info@diameb.ua

www.diameb.ua
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