
TCVN 

TCVN 8579-3:2010 
IS0 11 140-3:20071cor 1 :2007 

TIET KHUAN SAN PHAM CHAM soc SOC KHOE - 
CHAT CHI' TH! HOA HOC - 

PHAN 3: HE THONG CHAT CHI TH! BAC 2 BE SO DUNG 
TRONG PHEP THO THAM NHAP Hal  NU& 

DANG BOWlE VA DICK 

Sterilization of health care products - Chemical indicators- 
Part 3: Class 2 indicator systems for use in the Bowie and Dick-type steam 

penetration test 



TCVN 8579-312010 

Muc luc 

Trang 

Lbi noi dhu ................................................................................................................................................... 4 

. . . .  ................................................................................................................................................ Lwi giw~ threu 5 

1 Pham vi ap dung ..................................................................................................................................... 7 

. . . . . . .  
2 Tar lreu vlen dan ...................................................................................................................................... 7 

3 Thuat ng@ va dinh nghia ........................................................................................................................ 8 

4 Yeu chu churlg ........................................................................................................................................ 8 

5 Djnh darrg he thdng chat chi thj .............................................................................................................. 8 

6 Yeu cAu tinh ning .................................................................................................................................. 9 

. . 7 Bao gor va ghi nh%n ................................................................................................................................ 9 

8 B i o  d im  chi t  lwwng ............................................................................................................................. 10 

Phu luc A (quy djnh) . Xac djnh dQ ben sau tiet khuin bang hwi nulwc ................................................... 12 

Phu luc B (quy dinh) . Danh gia bang thj giac sy  khac nhau gi@a mau cda chit  n&n vwi he thdng chat 

chi thj thay d6i (hoac kh6ng thay ddi) bang cach xac dinh mat 66 he s6 ph5n xa tulwng d6i .................. 13 

Phu luc C (quy djnh) . Xac djnh sy  thay d6i mau chht chi thj Bat trong hwi nulwc kh6 b%o hoa .............. 17 

Phu luc D (guy djnh) . Xac djnh sy  thay d6i mau chht chi thj khi tiep xuc vwi hwi nong kh6 ................... 18 

Phu luc E (quy djnh) . Gia hoa nhanh m3u thiv ........................................................................................ 19 

Phu luc F (quy djnh) . Xac dinh sy  chuygn chht chi thj vdo goi thiv chuin trong khi xiv Iy ...................... 20 

........................................................... Phu luc G (quy djnh) . Xac djnh thbi gian sljl dung clja s i n  pham 21 

Phu luc H (quy djnh) . ~ h i 6 t  bj tiep x~ l c  hwi nwdc ...................................................................................... 22 

........................... Phu luc I (quy djnh) - Xac djnh dQ nhay clja chht chi thj vwi sy  co mat cda kh6ng khi 24 

....................................................................................... Phu luc J (quy djnh) - He th6ng bwm kh6ng khi 25 

Phu luc K (quy djnh) . Goi thljl c h u h  ........................................................................................................ 27 

.. .- 
Thul muc tar lreu tham khio ....................................................................................................................... 28 



TCVN 8579- 3~2010 

Lbi noi diu  

TCVN 8579-3:2010 hoan toan twwng dwwng vwi IS0 11 140-3:2007 

va B i n  dinh chinh ky thugt 1:2007; 

TCVN 8579-3:2010 do Vien Trang thi& bj va C6ng trinh y t& bign 

soan, Ba Y t& d& nghj, Tang cuc Ti tu chuan Do luwng ChAt lulqng 

tham djnh, BO Khoa hoc va C6ng nghe c6ng b6. 

BO tieu chuan TCVN 8579:2010 Tjet khusn s5n phdm cham soc s k  

kho.6 - chat chi thj hda hoc gbm cac ti& chuan sau: 

- TCVN 8579-3 (IS0 11 140-3) Phhn 3: He th6ng ch& chi thj bgc 

2 d& siv dung trong phep thiv th3m nhgp hwi nwbc dang Bowie 

va Dick 

- TCVN 8579-4 (IS0 11 140-4) Phhn 4: ChAt chi thj bat 2 thay 

th6 cho phep thiv dang Bowie va Dick d& phat hien sy  th3m 

nhgp hwi nwwc 

- TCVN 8579-5 (IS0 11 140-5) PhAn 5: c h i t  chi thl bgc 2 cho 

phep thC du6i khi dang Bowie va Dick 

BO IS0 11 140 vwi tgn chung la Tjet khudn s5n phdm ch3m soc s k  

kh6e - Chdt chi thj hoa hoc, ngoai cac phhn d3 ngu trgn con co cac 

phhn sau: 

- IS0 11 140-1 Part 1: General requirements. 
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Lbi giwi thieu 

Phep thiv Bowie va Dick la mat phep thiv tinh ning cho may tiet khuan hwi nulwc d6i vwi hang hoa d% 

bao goi va x8p. Tinh ning cira no dulwc chljlng minh la phu hwp vwi tiet khuan bang hwi nulwc the0 

EN 285 va phep thiv thulwng quy phu hwp vdi IS0  17665-1. Phulwng phap thiv d% dulwc m6 t i  trong 

EN 285. 

Sai IBi clja phep thiv Bowie va Dick la mat chljlng c6 cira mot s6 van de ti&m tang cung may tiet khuan 

co the lam t6n hai sy  tiet khuan deu khsp clja t i i  dulwc xiv Iy. Sai IBi nay kh6ng ph i i  la bang chljlng 

quy&t ddjnh sai I6i trong may tiet khuan do bbi s y  lulu gi0 kh6ng khi, ro ri kh6ng khi hoac khi kh6ng co 

k h i  ning ngulng tu va co the can thi&t ph i i  khio sat cac nguygn nhan khac clja sai Idi. 

Phep thiv Bowie va Dick dwgc quan niem nhul la mot phep thiv d& loai b6 kh6ng khi mat cach thanh 

c6ng tiv cac may ti@ khuan nhi&u I6 x6p chan kh6ng cao d% siv dung trong viec tiet khu%n cac s i n  

pham chim soc swc kho& ['I. Mot phep thiv Bowie va Dick thanh c6ng doi h6i ph i i  nhanh va con thiim 

nhap clja hwi nvwc vao trong goi thiv. Sy  co mat clja kh6ng khi trong goi do giai doan loai b6 kh6ng khi 

kh6ng thanh c6ng, sy  do khi trong giai doan nay hoac khi kh6ng ngulng tu trong ngubn cung cdp hwi 

nvwc, la tinh hu6ng co the dsn d&n sai I6i clja phep thiv. ~ e t  q u i  thG cCing co the bdj tac dong bbi cac 

y&u t6 khac ki&m che sy  tham nhap c i a  hwi nvwc. Ph6p thG kh6ng nhAt thi&t chljlng minh sy bat dulwc 

nhiet do d% yeu chu hoac duy tri nhiet do trong thwi gian yeu chu de bat dulwc sy tiet khuan. 

Goi thiv d8i vdi phep thiv Bowie va Dick gdm hai thanh phhn: 

a) mat t i i  thiv chuan nh6; 

b) mat chdt chi t h ~  hoa hoc de phat hien sy hien dien clja hwi nvwc. 

Phep thiv Bowie va Dick nhul d% m6 t i  ban dhu[ll sljl dung kh3n lau bang v i i  lanh th6 nhw la vat lieu de 

t i i  thiv. Phep thiv nhul d% m6 t i  trong EN 285 siv dung tam v i i  b6ng cho muc dich nay. 

Vi pham vi phep thiv khac nhau trong cac nwdc khac nhau d% bat ten la phep thiv Bowie va Dick, thuat 

ng0 "phep thiv Bowie va Dick" d% dwwc siv dung trong tigu chuan nay. 



T I E U  C H U A N  Q U ~ C  G I A  TCVN 8579-3~2010 

Ti? khudn s8n phdm cham s6c bfic k@&+ $J&@im~& hod - 
them nhep hai nvbc ki&u Bowie va Dick 

Sterilization of health care products - Chemical indicators - 

Part 3: Class 2 indicator systems for use in the Bowie and Dick-type steam penetration test 

1 Pham vi ap dung 

Tieu chuan nay quy djnh cac y2.u cau ddi vwi chi thj hoa hoc siv dung trong phep thiv th im nhap hwi 

nulwc d6i vwi may ti@ khuan hwi nulwc cho hang hoa bao goi, vi du dung cu va vat lieu x6p. Chi thj cho 

muc dich nay la mat chi thj bac 2 nhul d% m6 t i  trong IS0 11 140-1, 

Chi thj phu hwp vwi ti& chuan nay d y  kibn d& sG dung kkt hwp vwi goi thG chuan nhul d% m6 t i  trong 

EN 285. Ti& chuan nay kh6ng xem xet tinh nang clja goi thiv chuan, ma quy djnh tinh nang clia he 

thdng chat chi thj. 

2 Tai lieu vien d3n 

Cac tai lieu vien dan sau d i y  la c h  thibt de ap dung ti2.u chuan nay. Ddi vCvi cac tai lieu vien dsn ghi 

nam c6ng bd thi ap dung b i n  dulwc neu. D6i vwi cac tai lieu vien dsn kh6ng ghi n i m  c6ng bd thi ap 

dung phien b i n  mwi nhht, bao gbm c i  cac siva d6i, b6 sung (nbu co). 

TCVN 6725:2007 (IS0 187:1990) Giay, cact6ng va bat giay - M6i trvbng chusn de di&u hoa va thiv 

nghiem quy trinh kiem tra m6i trulbng va di&u hoa mau 

TCVN 6891 (IS0 5636-3) Giay va cact6ng - Xac djnh dQ thau khi - Phvwng phap Bendtsen 

TCVN 7285 (IS0 5457) Tai lieu ky thuat cho s i n  pham - ~ h 6  giay va cach trinh bay tb giay vE 

IS0 5-1 Photography - Density measurements - Part 7: Terms, symbols and notations (Chup 5nh -Do 

mat dQ - Phan 1: Thuat ngfi, bieu tulwng va ghi chu) 

IS0 5-3 Photography - Density measurements - Part 3: Spectral conditions (Chup 5nh - Do mat do - 
Phan 3: Oi&u ki$n quang ph6) 

IS0 5-4 Photography - Density measurements - Part 4: Geometric conditions for reflection density 

(Chup i n h  -Do mat dQ - Phan 4: Oi&u kien hinh hoc cho mat dQ phin xa) 




