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TCVN 8581 -212010 

Lwi noi d&u 

TCVN 8581-2:2010 hoan toan tvwng bvwng IS0  11737-2:2009. 

TCVN 8581-2:2010 do Vign Trang thidt bj va C6ng trinh y td bign 

soan, BO Y td b& nghj, ~ 6 n g  cuc Ti& chuan Do Ivwng ChAt lulqng 

tham bjnh, BO Khoa hoc va C6ng nghg c6ng b5. 

BO tigu chuan TCVN 8581 (IS0 11737) Tigt k h u h  thibt bj y t6 - 
Phwng phap vi sinh vat, gBm tigu chuan sau: 

- TCVN 8581 -2:2010 (IS0 11 737-2:2009) ~ h i n  2: Th& nghiem 

v6 khu& thyc hign trong xac dinh, danh gia xac nhgn va duy tri 

qua trinh ti@ k h u h .  

BO tigu chuan IS0  11737 Sterilization of health care products - 

Microbiological methods, con gBm tigu chuan sau: 

- IS0 11737-1 :2010 Sterilization of medical devices - 

Microbiological methods - Part 1: Determination of a population 

of microorganisms on products. 
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Lbi giwi thigu 

~ h i e t  bj y te v6 khuan la loai thiet bj khdng co vi sinh vat con s6ng sot. Tiiru chub nay quy djnh 

yiru chu danh gia xac nhan va kiem soat thvwng quy qua trinh tiet khuan, yiru chu can thiet d6 

cung cdp thiet bj y te v6 khu8n ma nhOng thiet bj nay da dulwc g i im thieu s y  lay nhism vi sinh vat 

mot cach ngsu nhiirn trulwc khi ti@ khuan. Tuy nhiirn, thiet bj y ti$ s5n xuat dultvi cac dieu kien s i n  

xuat chuan phu hqp vwi cac yiru cau trong he th6ng qu in  Iy chat lulwng (xem vi du trong 

TCVN IS0  13485 (IS0 13485) trulwc khi tiet khuan co the co vi sinh vat, mac du co s6 lulwng it. 

~ h i e t  bj y te nhul vay la kh6ng v6 khuan. Muc dich clja tigt khuan la khljl hoat tinh vi sinh vat nhigm 

va vi vay thiet bj y te kh6ng v6 khuan trb thanh thiet bj y t6 v6 khuan. 

Tinh dong hoc clja sy  khljl hoat tinh clja vi sinh vat nu6i cay thuan chling bang cac tac nhan vat Iy 

valhoac hoa hoc dulwc sljl dung de ti@ khuan thiet bj y te noi chung co the dulwc m6 t i  b ing m6i 

quan he ham s6 ma giOa s8 lwwng vi sinh vat con sang sot vdi quy m6 xljl Iy bang tac nhan tiet 

khuan; dieu nay co nghTa la lu6n co mot xac suat hOu han ma mot vi sinh vat co the s6ng sot kh6ng 

phu thuoc muc do xiu 1y duwc ap dung. 0 e  xljl 13, xac suat s6ng sot dulwc xac djnh bang s6 lwqng va 

sivc khang clja cac vi sinh vat va m6i trvwng ma trong do vi sinh vat tan tai trong thwi gian xljl Iy. 

0i&u do dsn den mat thiet bj y te bat ky trong s6 thidt bj y te dulqc dula vao qua trinh tiet khuan 

kh6ng the dwwc b i o  d5m v6 khuan va sw v6 k h u h  clja s6 thiet bj y t6 d3 dulwc ti@ khuan dulwc xac 

djnh bang xac suat co vi sinh vat sang sot tBn tai trirn mot don vj s i n  pham. 

Yiru cau chung clia he th6ng quin Iy chat lulwng d6i vdi thiet ke va trien khai, s i n  xu&, lap bat va djch 

vu dvwc dula ra trong TCVN IS0 9001 (IS0 9001) va cac yiru cau cu th6 d6i vwi he th6ng quin Iy chAt 

lulwng d6i vdi s i n  xuat thiet bj y te dulwc niru trong TCVN IS0 13485 (IS0 13485). Cac tieu chuan ve 

he th6ng quin Iy chat Ivwng thiva nhan ring, d6i vwi mot s6 quy trinh dulwc sljl dung trong s i n  xu& 

hoac tai s i n  xuat, hi@ q u i  clja cac qua trinh co the kh6ng dulwc xac minh day dlj bsng kiem tra va thljl 

nghigm s i n  pham tiep theo. Tiet khuan la mot vi du clja mot qua trinh nhul vay. Vi Iy do nay, cac quy 

trinh tiet khuan dulwc danh gia xac nhan de siu dung, tinh n3ng clja cac qua trinh tiet khuan dwwc the0 

d6i thvwng quy va thiet bj dulwc duy tri. 

Tiiru chuan nay quy djnh cac quy trinh trien khai, danh gia xac nhan va kiem soat thvwng quy cac 

qua trinh dvwc sljl dung de tiet khuhu thiet bj y te da d3 dulwc chuan bj (xem TCVN 7392-1 

(IS0 11 135-I)"], TCVN 7393-1 (IS0 11 137-1)[~', TCVN 8582 (IS0 14937)[12], IS0 14160[~', 

IS0 17665-1['~] va IS0 20857[14]. ~ e u  t6 danh gia xac nhan co the bao gbm cac thidt bj y te tiep xuc vwi 

tac nhan tiet khuan co pham vi xljl Iy dulgc gi im thieu lien quan den yeu t6 dulwc sljl dung trong viec xljl 

Iy tiet khuan thwbng quy, be cung cap kien thivc ve sivc de khang vwi tac nhan I2y nhi6m vi sinh vat khi 

xuat hien mot cach tw nhiirn tren thiet bj y te. Sau khi tiep xuc vwi tac nhan nay, thiet bj y t6 ph i i  t r i i  

qua tivng thljl nghigm v6 khuan nhul m6 t i  trong trong tiiru chuan nay. Vi du v& vigc sf i  dung cac thljl 

nghiem nhul v8y dulwc m6 t5 trong a) vigc thiet lap li&u tiet khuin bang bivc xa, va b) chivng minh gia trj 

tiep tuc clia lieu tiet khuan d2 duwc thiet lap. 

Phu luc A dva ra hulwng dsn v& ky thuat da dulwc sljl dung va cac khia canh thwc te clja tieu 

chuan nay. 
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Ti@ khuen thiet bj y t6 - Phwang 
 hen 2: Thiv nghiem v6 khuen thy 
danh gia xac nhgn va duy tri qua trinh ti? khuen 

Sterilization of medical devices - Microbiological methods - 

Part 2: Tests of sterility performed in the definition, validation 

and maintenance of a sterilization process 

1 Pham vi ap dung 

1.1 Tieu chuan nay quy dinh cac tieu chi chung d6i vwi cac thfi nghiem vd khuan trgn thiet bi y te 

d% tikp xuc v6i sy  d i iu  trj, v&i tac nhAn tigt khuin da dwqc gi im t h i h  lien quan d6n cac y6u t6 dZi 

bi6t trwwc, dwqc sfi dung trong qua trinh tiet k h u h  thvbng quy. Cac thfi nghiem nay d y  d]nh 

thyc hien khi xac djnh, danh gia xac nhan hoac duy tri mat qua trinh tiet khuan. 

1.2 Tigu chuin nay kh6ng ap dung cho: 

a) thfi nghigm vd khuan d6i vwi viec thao d6 thvbng quy s i n  phAm phi i  chju mat qua trinh ti@ 

khuin; 

b) thyc hien mat thG nghiem trong viec v6 khuin (xem 3.12). 

CHU T H ~ H  1 Sw thwc hign the0 a) hosc b) kh6ng la ybu chu c i a  TCVN 7392-1 (IS0 11135-l), TCVN 7393-1 

(IS0 11 137-I), IS0 14160, IS0 14937 host IS0  17665-1. 

c) viec nu6i cay cac chat chi thj sinh hoc hoac s i n  phim dvqc cay ghep. 

CHU TH~CH 2 Hwbng dsn v& vigc nu6i csy ch%t chi thj sinh hoc dwwc nbu trong TCVN 8584 (IS0 14161)"~. 

2 Tai lieu viijn dsn 

Cac tai lieu vien dsn sau d3y la cAn thiet d& ap dung tieu chuan nay. Dbi vwi cac tai lieu vien dsn 

ghi nam c6ng bb thi ap dung b i n  dvqc neu. D6i v6i cac tai lieu vien dsn kh6ng ghi nam c6ng bb 

thi ap dung phien b i n  m&i nhat, bao gBm c i  cac sGa d6i, b8 sung (neu co). 

TCVN IS0 1001 2 (IS0 1001 2), He thbng quin Iy do lvbng - Ygu cau d6i vwi qua tilnh do va thiet bbj do. 

TCVN IS0  13485:2004 (IS0 13485:2003), Dung cu y t6 - He thbng qu in  1y chat lvwng - Yeu cau 

dbi vwi muc dich che dinh. 




