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1. = 1. Tiéu dé
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Thir nghi€ém v6 hi€u hoa cac vat li¢u thir nghiém chéng lai vi rut

9. REREE 2. S6 ding ky
No.207361N 86 207361N
3. Muc dich
3' E E(J c A , [N A s A r A 5 <o c AL T1tA 5 Ja IS
Gk L Ra nd A 2 (PEDV) RIS S BE0 v A VAREA R 2 HaT Nghién ctru dugc thuce hién dé xac nhan tdc dung bat hoat cta vi rat khi vat liéu phan g véi vi
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rut coronavirus ¢ lon (PEDV).
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4. To chiurc quan ly thir nghiém

4. SRENSTRLEL % Tén va dia chi cua khach hang thir nghi¢m
e - - Tén: Sevalator System Industry Co.,Ltd
EI\H DL TR OFTTEH e a2 . ’ . .
ziﬁ%ﬁi 4; 778 )3; ) Fi 7: i s - Dia diém: 326-12 Chikumazawa, Miyoshi-cho, Iruma-gun, Saitama 354-0043, Nhat Ban
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% Tén, dia diém cta t6 chuc thuc hién va tén nguoi ding dau Tén co quan.

- Tén: Cty TNHH Vién nghién ctru vé sinh méi truong thyc pham

- bia diém: 561-21 Arakuchimachi, thanh phé Maebashi, Quan Gunma.
Giam ddc dai dién: Kazuhiro Kubo
Tén ngudi chiu trach nhiém tién hanh thir nghiém: Shohei Matsumoto
- Tén nguoi phu trach tho nghiém: Miki Kondo
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K4 REDHEE Ak —3h 5. Lich kiém tra

Ngay hop dong thir nghiém 31 thang 8 ndm 2020

PRBR S B B D R4

Ngay bét dau thir nghiém 11 thang 11 nam 2020
WA B

Ngay két thiic thir nghiém 25 thang 12 nam 2020

SRERH M E 0D R4 6. V@t liéll thw nghiém
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‘ Cac vat liéu thu nghiém dugc su dung khong pha loang. Bém phosphat v6 trung dugc sir dung
5. RRAT Va— nhu mot chét trung hoa.
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REAECTH 2020412 A 25 H
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PED A /LA : Porcine epidemic diarrhea virus P-5V #
MR vt A VA
3R ¢ vero JIE (77 U4 2 R UYL OB R B SRR L)

X DERE
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7. Kiém tra vi sinh vat

Virus PED: Virus tiéu chay dich lgn chung P-5V

* Virus coronavirus lay nhiém & lon

Té bao nudi ciy: té bao vero (dong té bao co ngudn gdce tir biéu mo than khi xanh Chau Phi)

8. Thiét 1ap thir nghiém

Mau thir nghiém Tién hanh Thoi gian tiép xuc
Mau tring Thém 0,1 ml dung dich virut vao 1ml dém phosphat 1 phut
Mau thir Thém 0,1 ml dung dich virut vao 1 ml mau thir nghiém 1 phuat

9. Phuwong phap kiém tra

Thir nghiém duoc tién hanh theo "Phuong phap Thir nghiém Trung hoa Vi rit ciia Tap doan
Maruzen, Phién ban thir hai ctia Ly thuyét Chung vé Thi nghiém Vi rtt, Da stra doi".

10. Quy trinh kiém tra
(1) Kiém tra so bé:

Trude khi thir nghiém, anh hudng ctia mau thir nghiém 1én té bao nudi cdy (ddc tinh té bao) da
duoc khao sat.

Sau khi pha loang 10 1an mau thir v6i dung dich dém phosphat, cac té bao nudi ciy duoc cay vao
va nong d6 cao nhit ma té bao & trang thai binh thudng sau khi nuédi cay dugc xac nhan dé xac
dinh néng do vi rat dugc sir dung trong thir nghiém. Két qua I, sy suy giam su phat trién cua té
bao da dugc xac nhan trong dung dich pha loang 1000 14n cua mau thir nghiém lién quan dén doc
tinh té bao. Do d6, ngudi ta thiy rang can phai pha lodng hdn hop mau thir nghiém va dung dich
vi rt hon 10.000 14n trude khi cdy té bao. Nong d6 vi rat duoc thém vao phai la 10° TCID50 /
mL hoac cao hon.

(2) Hon hop dung dich thir nghiém va thir nghiém chinh:
Mot mL ctia mdi mau thir nghiém va dung dich dém phosphat dugc trich dan tuy theo loai thur
nghi¢m, va dung dich virut dugc thém vao néng do da xac dinh trong thir nghiém so bd.

Sau khi thém dung dich virut, hon hop duogc dé & nhiét do phong (25 °© C) trong mdt thoi gian xac
dinh.

(3) Xét nghiém chinh, cdy té bao va dém vi khudn.

Hdn hop nay dugc pha lodng 10 1an va ciy vao 100uL cac té bao duge nudi cdy trong cac giéng
96 WELL.

Sau 5 ngay 1 & 37 ° C v6i 5% khi carbon dioxide, cac té bao nudi cay duoc quan sat dudi kinh
hién vi, xac nhan su hién dién hay khong c6 sy tang sinh cta virut béng CPE (su thoai hoa té
bao) xudt hién trén cac té bao nudi cdy, va tinh toan ndng do.
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11. Két qua
Két qua cua thr nghiém chong lai vi rat PED duoc thé hién trong Bang 1 va Hinh 1.

Trong mau tring, khong co su thay doi vé luong virut (107° TCIDso / ml) tir khi bat dau thi
nghiém dén 1 phut sau khi bat dau thi nghiém.

Trong mau thir nghiém, s6 luong virut 1a 10> TCIDso/ mL (dudi giéi han phat hién: giam>
99,0%) vao 1 phut sau khi bat dau thir nghiém.

Bang 1 Két qua xét nghiém vi rat PED (TCIDso / mL)

Mau thir nghiém S6 luong trude khi cay S6 luong sau 1 phat
X “ 107’5
Mau trang (32000000)
1073
Mau thi <10%°
au thu (<320000)

Béang 1 K&t qua xét nghiém vi rit PED (TCIDs0 / mL)
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12. Can nhic
12. B
AE, FEBEH O PED YA VA (KGR 0T 7 A )VA) 25T 2 RE LRI
Ba SEhE LT,
ZORER. 1 50T, PED WA VAIZH L 99.0% L EOREIRRH D T
EDNVHIA LTz,

Trong nghién ciru nay, chung t6i da thir nghiém tac dung bét hoat dbi véi virut PED (coronavirus
lay nhiém & lon) ctia mau thir.

Két qua 13 ngudi ta thay rang hiéu qua bt hoat ddi véi virus PED 1a hon 99,0% sau 1 phut tiép
xuc.
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