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METRICIDE ™ OP A PLUS BAN TIN KY THUAT

Mb t& san pham

MetriCide OPA Plus I& dung dich ortho-phthalaldehyde 0.60% c6 thé dwoc st dung dé tai x&r ly cac thiét bi y té ban
quan trong nhay cam vé&i nhiét ma viéc tiét khuan thi khong phu hop. N6 cé thé dwoc tai st dung trong khodn thei gian
Ién dén 14 ngay trong may rira dng ndi soi tw ddng hodc 30 ngay khi rira thii cdng theo Hwéng dan sir dung trén nhan.
Dung dich MetriCide OPA Plus c6 thé dwoc sir dung hodc tai s dung & ndng dd cao hon Nong dd khuyén nghi téi thiéu
(MRC) 0,3%, dwoc xac dinh bang que thir dung dich MetriCide OPA Plus. N6 c6 thé dwoc tai st dung trong qua trinh
ngam rira thdi cong véi thdi gian ngam it nhat 12 phut & nhiét do téi thidu 20°C (68°F), trong thdi gian str dung lai khéng
qua 30 ngay.

Ngoai ra, né ciing c6 thé dwoc st dung hodc tai str dung trong may rira dng néi soi tw dong (AER) dwoc ban trén thi
truong hop phap, cé thé dat nhiét do & mue tdi thiéu 25°C, bang hodc cao hén ndng dd khuyén nghi tdi thiéu (MRC),
va dwoc xac dinh béi que ther Dung dich MetriCide OPA Plus, v&i thdi gian ngam it nhat 5 phuat & téi thidu 25°C (77°F),
trong thoi gian st dung lai khéng qua 14 ngay.

Céc thiét bi y t& ban quan trong dwoc tai x ly trong dung dich MetriCide OPA Plus truwéc tién bat budc phai dwoc lam
sach theo mét quy trinh hodc tiéu chuén 1am sach da dwoc xac nhan, chang han nhw ASTM F 1518 “Tiéu chuan thuc
hanh Hoa Ky vé lam sach va khir tring 6ng néi soi sgi mém va noi soi video dwoc st dung trong viéc kiém tra noi tang
réng.”

Lwu y: Néu may AER cla ban~kh6ng thé cai dat & mdc nhiét dd6 25°C, vui long tuan theo thdi gian va nhiét do
dwoc néu trong nhan Hwéng dan st dung, x&r ly thd cong.

Néng dd khuyén nghi téi thiéu (MRC): 0.3%. S&r dung que thir Dung dich MetriCide OPA Plus trwdc méi lan st dung
Dung dich MetriCide OPA Plus.

Dung dich MetriCide OPA Plus duwoc thiét ké dé st dung trong hé théng khay hodc may AER véi nhiéu thiét bi y té nhay
cdm vé&i nhiét ma viéc tiét khuan khéng phu hop: bao gdm dung cu cé thau kinh, thiét bi gay mé, thiét bi tri liéu ho hap,
dung cu cao su, dung cu bang nhya, dung cu s&c nhon, nhiét ké va dng néi soi soi mém.

Thanh phan hoat chét

0.60% ortho-phthalaldehyde............c.cocviiiiiiiiie 0.60%
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HIEU QUA

Nghién ctru vé hiéu qua diét bao tor

Thoi gian thlr nghiém
Phwong phap thir
Nhiét do

Két luan

Thoi gian thlr nghiém
Phwong phap thir
Nhiét do

Két luan

32 gie

AOAC Sporicidal Test Confirmatory

25-27°C

Dung dich MetriCide OPA Plus d& vuwot qua Bai kiém tra hiéu qua diét bao t&» cla
AOAC

32 gie

AOAC Sporicidal Test Confirmatory

20-22°C

Dung dich MetriCide OPA Plus da vuwot qua Bai kiém tra hiéu qua diét bao t& cta
AOAC

Nghién ctru vé hiéu qua diét vi khuan lao

Thaoi gian thlr nghiém
Phwong phap thi
Nhiét do

Két luan

Thoi gian thir nghiém
Phwong phap thir
Nhiét do

Két luan

Thoi gian thtr nghiém
Phwong phap thir
Nhiét do

Két luan

Thoi gian thir nghiém
Phwong phap thtr
Nhiét do

Két luan

5 phat

Quantitative Tuberculocidal Test

25-27°C

Dung dich MetriCide OPA Plus d& vuwot qua bai kiém tra dinh lwong vi khuén lao

5 phat

Automated Simulated Use Test using Mycobacterium terrae

25-27°C

Dung dich MetriCide OPA Plus d& vwot qua bai kiém tra mé phong riva tw dong

12 phat

Quantitative Tuberculocidal Test

20-22°C

Dung dich MetriCide OPA Plus da vwot qua bai kiém tra dinh lwong vi khuén lao

12 phut

Manual Simulated Use Test using Mycobacterium terrae

20-22°C

Dung dich MetriCide OPA Plus da vuot qua bai kiém tra mé phong rira tha cong
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Nghién ctru vé hiéu qua diét khuan/diét nam

Thoi gian thlr nghiém
Phwong phap thir
Nhiét do

Két luan

Thoi gian thir nghiém
Phwong phap thi
Nhiét do

Két luan

Thoi gian thlr nghiém
Phwong phap th
Nhiét do

Két luan

Thoi gian thtr nghiém
Phwong phap thi
Nhiét do

Két luan

5 phat

AOAC Used-Dilution-Test (UDT) Health Care

25-27°C

Dung dich MetriCide OPA Plus da vwot qua bai kiém tra chadm séc strc khde AOAC
ubDT

5 phut

AOAC Fungicidal Effectiveness

25-27°C

Dung dich MetriCide OPA Plus da vuwot qua Bai kiém tra hiéu qua diét nAm ctia AOAC

12 phat

AOAC Used-Dilution-Test (UDT) Health Care

20-22°C

Dung dich MetriCide OPA Plus da vwot qua bai kiém tra cham séc strc khde AOAC
ubDT

12 phat

AOAC Fungicidal Effectiveness

20-22°C

Dung dich MetriCide OPA Plus da vwot qua Bai kiém tra hiéu qua diét nAm ctia AOAC

Nghién ctru vé hiéu qua diét virus

Thoi gian thir nghiém
Phwong phap thir
Nhiét do

Két luan

Thoi gian thtr nghiém
Phuwong phap thir
Nhiét do

Két luan

Thoi gian thir nghiém
Phwong phap thr
Nhiét d6

Két luan

5 phat

Kiém tra hiéu qua diét virus- Poliovirus 1, Chat Strain

25-27°C

Dung dich MetriCide OPA Plus da vwot qua thtr nghiém hiéu qua diét virus

5 phat

Kiém tra hiéu qua diét virus- Herpes Simplex Virus Type 1

25-27°C

Dung dich MetriCide OPA Plus da vwot qua thir nghiém hiéu qua diét virus

5 phat

Kiém tra hiéu qua diét virus- Hepatitis A Virus

25-27°C

Dung dich MetriCide OPA Plus da vuwot qua thtr nghiém hiéu qua diét virus
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Theoi gian thir nghiém
Phwong phap thr
Nhiét do

Két luan

Thoi gian thtr nghiém
Phwong phap thr
Nhiét do

Két luan

Thoi gian thir nghiém
Phwong phap thr
Nhiét d6

Két luan

Thoi gian th&r nghiém
Phwong phap thtr
Nhiét 6

Két luan

Thoi gian ther nghiém
Phwong phap thtr
Nhiét 6

Két luan

Thoi gian thir nghiém
Phwong phap thir
Nhiét do

Két luan

Thoi gian thir nghiém
Phwong phap thir
Nhiét do

Két luan

Theoi gian thir nghiém
Phwong phap thi
Nhiét do

Két luan

5 phuat

Kiém tra hiéu qua diét virus- Human Immunodeficiency Virus, Type-1 (HIV-1)
25-27°C

Dung dich MetriCide OPA Plus da vuwot qua thir nghiém hiéu qua diét virus

5 phuat

Kiém tra hiéu qua diét virus- Rhinovirus

Type 42 25-27°C

Dung dich MetriCide OPA Plus da vwot qua thdr nghiém hiéu qua diét virus

5 phuat

Kiém tra hiéu qua diét virus- Avian Influenza Virus

25°C

Dung dich MetriCide OPA Plus da vwot qua thir nghiém hiéu qua diét virus

5 phat

Kiém tra hiéu qua diét virus- Influenza A Virus (Hong Kong)

25°C

Dung dich MetriCide OPA Plus da vuwot qua thtr nghiém hiéu qua diét virus

5 phat

Kiém tra hiéu qua diét virus- Duck Hepatitis B Virus

25°C

Dung dich MetriCide OPA Plus da vwot qua thér nghiém hiéu qua diét virus

12 phat

Kiém tra hiéu qua diét virus- Poliovirus 1, Chat Strain

20-22°C

Dung dich MetriCide OPA Plus da vwot qua thdr nghiém hiéu qua diét virus

12 phat

Kiém tra hiéu qua diét virus- Herpes Simplex Virus Type 1

20-22°C

Dung dich MetriCide OPA Plus da vuwot qua thdr nghiém hiéu qua diét virus

12 phat

Kiém tra hiéu qua diét virus- Human Immunodeficiency Virus, Type-1 (HIV-1)
20-22°C

Dung dich MetriCide OPA Plus da vwot qua thir nghiém hiéu qua diét virus
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Thaoi gian thlr nghiém
Phwong phap thi
Nhiét do

Két luan

Thoi gian thtr nghiém
Phwong phap thi
Nhiét do

Két luan

Thaoi gian thlr nghiém
Phwong phap thi
Nhiét do

Két luan

Thoi gian thlr nghiém
Phwong phap thi
Nhiét do

Két luan

Clinical In-Use Studies

Thoi gian thir nghiém
Phwong phap thir
Nhiét do

Két luan

Thoi gian thtr nghiém
Phwong phap thi
Nhiét do

Két luan

12 phut

Kiém tra hiéu qua diét virus- Rhinovirus

Type 42 20°C

Dung dich MetriCide OPA Plus da vwot qua th&r nghiém hiéu qua diét virus

12 phut

Ki&m tra hiéu qua diét virus- Avian Influenza Virus

20°C

Dung dich MetriCide OPA Plus da vwot qua thtr nghiém hiéu qua diét virus

12 phut

Kiém tra hiéu qua diét virus- Influenza A Virus (Hong Kong)

20°C

Dung dich MetriCide OPA Plus da vuwot qua thtr nghiém hiéu qua diét virus

12 phut

Kiém tra hiéu qua diét virus- Duck Hepatitis B Virus

20°C

Dung dich MetriCide OPA Plus da vwot qua thtr nghiém hiéu qua diét virus

5 phat

Clinical In-Use

25-27°C

Dung dich MetriCide OPA Plus da chirng minh kha n&ng khir khudn mirc d6 cao trong
viéc tai xtr ly cac dng ndi soi bing cac quy trinh ngam rira ty déng trong méi trwéng
Idm sang & 25-27°C trong 5 phut. 19 dng ndi soi dwoc dwa vao thd nghiém nay. Mbi
éng ndi soi dwoc danh gia sé lwong vi sinh vat tai 3 dén 5 vi tri trén méi ng no soi.
Khéng ¢6 vi sinh vat séng s6t nao (hé thye vat clia con ngwoi) dwoc phuc hdi.

12 phut

Clinical In-Use

20-22°C

Dung dich MetriCide OPA Plus d& chirng minh kha néng khtr khudn mc do cao trong
viéc tai x& ly cac éng néi soi bang cac quy trinh ngdm rira thd cong trong mai trwéng
l&m sang & 20-22°C trong 12 phut. 19 dng ndi soi dwoc dwa vao thd nghiém nay. Méi
6ng ndi soi duoc danh gia sé long vi sinh vat tai 3 dén 5 vi tri trén méi dng no soi.
Khéng c6 vi sinh vat séng sét nao (hé thuc vat clia con ngudi) dwgc phuc hoi.
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Nghién ctru doc tinh

KéLqua Kiém

ISO Do nhay cam téi da

ISO Kich &rng da

FHSA Dac tinh dudng miéng

FHSA Bdc tinh trén da

Trgng cac diéu k‘ién cla nghi‘én ctru, cac thlr nghiém \{é kich (rng va qua mén loai cham v&i dung dich cho
thay khong cé bang chivng veé viéc gay ra nhay cam tiep xic da cham & chudt lang.

Trong cac didu kién thtr nghién ctru, hang muc thtr nghiém duoc danh gia vé kich (ng da nguyén phat. Chi
sb kich &ng cho hang muc thtr nghiém dwoc phan loai mirc d6 vira phai.

Trong diéu kién clia nghién ctru nay, hang muc thir nghiém da dwoc danh gia vé doc tinh qua dwérng miéng
theo hwéng dan clia cac Quy dinh theo Pao luat vé& chat gay nguy hiém Lién bang (FHSA). Hang muc kidm tra
sé dwoc coi la doc hai & mirc, 5g/kg qua dwong miéng & chudt.

Trong cac didu kién cta nghién clru nay, hang muc thir nghiém da dwoc danh gia vé déc tinh qua da theo
Quy dinh ctia Dao luat vé Chét nguy hiém Lién bang (FHSA). Hang muc th&r nghiém sé khéng bi coi la doc
hai theo dwéng qua da & thd & mirc 2g/kg. Mot lidu don 2g/kg khong tao ra tir vong hodc bang chirng dang
ké vé doc tinh.

B «n: nang twong thich 6ng noi soi

Phwong phap thir

Két luan

Kiém tra kha néng twong thich Ong ndi soi sgi mém

Dung dich MetriCide OPA Plus khu tht» nghiém trén 6ng néi soi dai trang
Pentax (Model No. EC-3801L) va éng néi soi dai trang Olympus (Model
No. CF-100L) cho thdy khéng c6 sw khac biét rd rang gitra danh gia trwéc
khi kiém tra va danh gia sau khi kiém tra. Cac két qua nay dwa trén div
liéu quan sat

Chét gay ung thu: Theo SDS, khoéng cé thanh phan nao dwoc IARC, NTP, ACGIH hodc OSHA liét ké la chat gay ung
thw hodc cé kha nang gay ung thuw.
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