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Control line Test line

( Anti-mouse immunoglobulin ( Anti-ebolavirus NP monoclonal

antibody [rabbit] ) antibody [mouse] )
Absorbent Pad 4} Sample Pad
| | #:‘
Nitrocellulose membrane Conjugate Pad
( Latex conjugated with anti-ebolavirus NP
monoclonal antibody [mouse] )
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0I1a lllustrated Assay Procedure Guide
For Detection of Ebolavirus NP Antigen

; 3.Add 10 pL~20 pL of whele blood to Sample-dropping hole.
@ { for Add 30 pL of plasmasserum ta Sample-dropping hale)

1A. Use safety Lancet to
perform finger stick. A, Remove blood with pipette
ar capillary tube.

4. Add 2 drops of 5ample Buffer to Sample-dropping hole.
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U

1B, Use a Venipuncture,
2B. Takeout 10 pL~20 plL of Whole blood

{or 30yl for plasmasserum) .Ii'
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400X b 5007 X 2,000 X 2,000 X
5007 X = ‘
1,0007X ~ 1,0007X ~ 2,0007X ~

BARILBDIIRS I ST LAT(CW LT, 20174(9007 R k), 20184(4,9005-X ),
20194F(4,0005 R ) ZibimEXRFHIRM  DOHFEAF & U TDRC(INRB)ANIXAT,
ETT(IINRBL DEMEFENSD D 2,0007 R hE5HKRICHX,

IRHB(FPE 07 T U D OFRATR [CWHODAERE 2 (T TtuREZ IR MMERE SN TULRL MRS,

e CTUVVRVWER(E. B7 YU DRITUURE. EERQE CRFERIEAER T &8/
Fv SR EDZs (Nature. 2019 Jan;565(7740):419-421.)
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2018FESHLUFIISE S UTeFw fEDRCOEZENILAY —ABLE, COBREFY MY
SBD7 D NI LA OBOYEIRE (CERSN. 68T L26BIN 5 1%,

€M%, OraQuick(Orasurett,K[E). RealStar Zaire Ebolavirus RT-PCR
kit(Altonatt, ). SmartCycler(Rocheft)\Efa=i. L\INBERN—IL,

PCR%
ICE SmartCycler RealStar
ID age | sex | &mm | OraQuick | L gene(ctfg) | L gene(ct&)

18FHV0007 | 34 | M | 2% =3k =3 =3

18FHV0008 | 46 | M | &% b= % 51%(28.7) 5 1%(23.6)
501845 18FHV0009 | 31 | F |24 =1 =14 =14
18FHV0011 | - - | B PE4 PE4 PS4

18FHV0012 | - - | BB b 1% b= 4% (~BH) b= 1% (~BR)
18FHV0010 | - F | B3 PE4 PE4 PE4
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> JEMAEYEZHAFTAT(INRB) Pr. Jean-Jacques MUYEMBE Tamfum, Pr. Steve AHUKA Mundeke,
Dr. Sheila MAKIALA MANDANDAX D1
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PCR(Xpert)
PCR(Xpert) IC(A&) | NP#EEF | CTHE | GPEET | CTHE
L B 387 | M2k -
+ - A & 2 | BiE 399 R | -
B | BiE | 381 WiE 402
+ 68 “ 2 /70 EYE B [387 | e -
IC e Y B 261 | BE 316
(AS) - | (12| 846 858 BIE | B 342 | BE 423
- L B 360 | BE | 411
3 80 848 228 =Yt BiE [33.6 ] BIE [37.9
L Bt |38.0 | M2k -
= 85.0% BE | BE 368 | BE | -
L B |37.7 | e -
L= 99.8% 2 i [13.9 ] B [ 19.1
K1) RE(=ECTE: 30%&¥) CAMIEHDAER]
—E 98.5% — BRI R DE(C L BR—E
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fittFw b (HABGEHE L) OFRMIXEMRIE & DR

Fwv b JRIE Sample X R
QuickNavi-Ebola (H7) I1C 210, 5, M 32 85.0% 99.8%
OraQuick Ebola Rapid Ic §E{2|KEIH$7\'77‘ 94.1% x1 100%
Antigen Test Kit CKE) £, 13E, Mm% 84.0% *2 98.0%
a0 LAreAd e | em, i, e 84.9% 3 99.7%
=iftF v MROMIZETWHODEUALZES) X1 ERXpert Ebola

%2 XBEPCR product unknown
%3 XfBBRealStar Filovirus Screen RT-PCR Kit 1.0
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WHO. FDA. CE. PMDAZDFEZRZEB CL\DIMNENGD D,
(EZEBREEAFR TSI —Dd—F 1 F— MMTKBI D XA)IL—ARESE Dr.
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& %, REPUBLIQUE DEMOCRATIQUE DU CONGO
| % £ Ministere de la Santé
. ¥+ Institut National de Recherche Biomédicale

o e . b
W.l',.- _L-l;l-:.l_nlil de };11:!

To

Fumio GONDAIRA

Director of R&D Center

Denka Seiken Co., Ltd.

1359-1, Kagamida, Kigoshi
Gosen-shi, Niigata, 959-1695, JAPAN

Letter of Request for QuickNavi™-Ebola IVD Application

In the recent Ebola virus disease outbreaks, INRB has been utilizing the QuickNavi™-Ebola
antigen detection kit, which has been developed by collaboration between Hokkaido

v MiEfEEO > TEFEHMEINRBDIean-Jacques MUYEMBE Tamfum

FTRED. IL—FURE(CHHIAH. [EEN(CHEALUTWZHICEWHO,

FDA, CE, PMDAWI NHQDAEGEESZHFELUIEWEDEEEZTEL
(2018%F10AR) .

dZaITist TUture outbredaks 45 WEID as 10T Tie Trapld dlagnosis during outbredks, INRD
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