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Viral Penetration ASTM Method F 1671 Final Report

OkoHYaTenbHbIM OTYET O NPOBEAEHUN UCMBITAHUA HA NPOHUKHOBEHWE
Bupycos rno metogy ASTM no craHgapty A 1671
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28 pespansd 2014 roga
Mopsigok npoBefeHns ucnbiTaHus(n):CTangapTHbI NPOTOKON UcnbiTaHui (STP)
Ne STP0062 Rev 12

OtueT: [aHHoe ucnbiTaHWe ObINO NpoBEeAeHO Ans OUEHKUM OGapbepHblX CBOWCTB 3alLMTHbIX

mMaTtepuanos, npegHa3HavYeHHbIX OJ14 3alluUTbl OT MaTOreéHHblX BeweCTB, NEPEHOCUMBLIX C KPOBbLIO.

NcnbiTateneHble 06pasupbl HAXOAWIUCH B TeYEHNE He MeHee 24 YacoB npu TemnepaTtype 21 £ 5°C un
OTHOCUTENbHON BnaxxHocTn Bo3ayxa 30-80 %, a 3aTeM UcnbITbiBaNnCcb Ha NPOHUKHOBEHME BMPYCOB
Cc wucnonb3oBaHnem 6Gakrtepuodparoe ®X174. [lo 3aBepweHUn wcNbiTaHUA Habnogaemas
NMOBEPXHOCTb UCMbITaTeNbHbIX 00pa3uoB Oblfla OMblTa CTEPUNbHLIM areHTOM U UccregoBaHa Ha
npegMeTt npucytcteua Oaktepuodara ®X174. Metoq NPOHWKHOBEHUS BMPYCOB COOTBETCTBYET
craHgapty ASTM F1671. Bce kpuTepum NpoxoxgeHus ncnoitaHni 6oinn cobntogeHsl. VicnbitaHms
ObINn NpoBefeHbl B COOTBETCTBMM C HOPMaMK OpraHu3aumyM nNpov3BOACTBa M KOHTPONS KavecTsa
21 CFR yactn 210, 211 1 820 YnpaBneHus no KOHTPOo 3a npoaykramun n nekapctsamu CLUA.

KonnyecTBo ncnbITaHHbIX UCTbITATENbHbIX O6pa3Ll,OBZ 2
KonunyecTtBo mncnbiTaTenbHbIX O6pa3LI,OB,
yCnewHOo npowealnx ncnblTaHnaA:

UcnbiTaHHble CTOPOHbI UCNbITaTElIbHbIX O6pa3OBZ

MoaroToBka ucnbITaTeNbHbIX 00pas3LoB:
O6nacTtb ucnbiTaHUS:

PesynbTaTbl B €CTECTBEHHOW Cpeae:

Pe3ynbTathbl:
TecToBbIN
obpasel

DTP-T4
DTP-HP
HeratmBHbIN
KOHTPOIb
[Mo3nTMBHbLIN
KOHTpOnb

KoHueHTpaumn
A nepeg
ncnbITaHNAMN
(BOE/mn)

4,1 x 10*9
2,2 x10*8

4,1 x10*9

2,2x10%8

KoHueHTpaum
A nocne
ncnbITaHUN
(BOE/mn)

3,4 x10*9
1,9 x 10*8
3,9 x 109

1,9 x10*8
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O6e cTOpOHbI
CnyyariHas Bblpeska n3 maTepuana
B (3ageprkmBatoLLnin 9kpaH, TKaHHas
nonuacTtpoBas a4venka ¢ >50 %

OTKPbLITOro NPOCTPaHCTBa)
B monyctumbix npegenax
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nccnenoBaHu
s (BOE/mn)

<1*a
<1*a
<1*a

TNTC*b

BusyansHoe
NPOHVKHOBEHN
e

He 3ame4yeHo

He 3ameyeHo
He 3ame4yeHo

Ha

Pesynbtathl
nccnenoBaHu
A

MponageHo
MponaeHo
Jonyctumo

Honyctumo
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HenTtpanbHbl Het Het <1*a He 3amevyeHo  [Jonyctnmo
N KOHTPONb cBefieHun cBeaeHun

*a 3HaveHune <1 bnswkoobpasytowen eanHnubl (BOE/Mn) o6o3HavaeT obnacTtun 6e3 bnawek

*b ETEC = cnmwkom 6onbluoe KonnmdecTeo Bnsilek Ans NpoBeAeHns noacyeTa
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