ICS 11.080. 01
C 47

YY

th 4 A B 2t 0 [E] B 2517 Al £7 o

YY/T 0567.6—2011/1SO 13408-6:2005

[T

EfFAREFMIITEMI
EOEN :BERRS

2

Aseptic processing of health care products—
Part 6. Isolator systems

(ISO 13408-6:2006,1DT)

2011-12-31 &% 2013-06-01 3£ 1#

ExXREmZmEETER % %



YY/T 0567.6—2011/ISO 13408-6:2005

][

Bl

YY/T 0567¢ B 7 A8 fi 9 T B 1) 43k LR L 49

— 55 1 Wyl R

— 5 2 # Sy a Uk

— 5 3 WA T

5 4 A ARG VAR

— 55 5 WAy ALK

— 56 M B RL.

AREAT R YY/T 0567 (45 6 35,

A A4 BE GB/T 1. 1-—2009 25 1 B #0002 2,

AT o3 FH B0 R L A R R 1SO 13408-6: 2005¢ ERY7 P2 i I JC R i T 28 6 #r MR8 R 4%), 5
1SO 13408-6:2005 AL, EE g MEB NI T .

Xt AT S b 5 A Al R B b o O AR TR RS v AR 2 5 A [ R o S B ey

AR 0 B FARUES IR 2 B iR R Al C & .

AR A3 G i 24 WA R R

ARy th & EEFEHAR SRR ARZE R SRR TR,

AR A3 A . [ KR 24 B BRI T AT S AR G D B ZE R R R %
HABRATA .

ARy R TN A ARSI G RO R AR SR R



YY/T 0567.6—2011/ISO 13408-6:2005

51

][

FRIC R TOTR Y BT 7 dl R 3 2 A BB 7 IE A . 2 — BRI A UL JE R AN BE AT
FR I TN T AT DAV B A7 o 30l P T 9 R LR B T A £ T T ) 0 e Lo
FH T J0 T A BB B A1 SR SE IS 6 O RE e 4 TR Y )™

TG BN T — T P R EORAR S A b AR . IS FA R i B A 2 AR RS ATy
BRI N B A2 45 (9 PR A SR 58 38 19 R e AR A o LAGRAIEAE 7 H G 1 AR Bt



YY/T 0567.6—2011/ISO 13408-6:2005

Eff R EFmBTE T
EoHT - REFRS

1 el

YY/T 0567 AR MU 1 I T J0 G0 Tk i 09 B 5 4 28 48 09 200K L 0% b FH T B 7™ il JG v o T
(OB A% R GTARME T HEE TR VBN BRI R AR R

AT 534 P T YRR O R A5 R Y R S R G AT L O T R AL A A TR 1

AR 3 I AR B AR [ 2 048 R 91 4 AR 748 B (GMPs) F1/ a8 73 Ja T ) 52 sl il IX A
1] W 20K

2 eI AxXH

BN S X F AR SO R AT L O 51 SO AR BB AR AR 18 AR S
o JURATE B AR 51 SO R B AR CRLES B 48 o0 B 38 A SO

GB/T 19003 # T  GB/T 19001—2000 i T3 8H ALK #9168 B9 (GB/T 190032008,
ISO/IEC 90003:2004,IDT)

YY/T 0567.1—2005 BEJ7FP=Mm RN T 55 1 &5 il 2R (ISO 13408-1:1998,1DT)

YY/T 0567. 4 BEJFP-HBIGHEMT 5 4 3O ELE®RBEARCYY/T 0567. 4—2011,
ISO 13408-4:2005,1IDT)

YY/T 0567.5 BEIF= MM RWM L 55 5 M AEZKE(YY/T 0567, 5—2011,1SO 134085
2006,1DT)

ISO 14644-7:2004 5 E 2 FAHCEERI ARG 28 7 800 o ik & Gl s [UE L T EBRAES 5
B A MM PR B [ Cleanrooms and associated controlled environments—Part 7 Separative devices(clean

air hoods, gloveboxes,isolators and mini-environments) ]
3 RIBMEX

YY/T 0567. 1 F45E (9 DL BN 5 AR FisE Sl T4 S0
3.1
£ #3%iT  bio-decontamination
TR AR W T e w1 ek 2D B AT 42 57 KR
3.2
T4 E  design qualification
XV A B 2R G 1Y HULE F8 bR = 75 A G U T 3 0 SO R SRk
3.3
FBESES isolator
FE 38 1) 50 B (%) 1y 35 PN S0 BELIR BEL LB 75 e 0 AR Y L O Re 4252 T 8 5 i) N A ) 2 75 1 5 PR S T
L BT R T DUNE — AR, KRB — A KB
FE 2. Yy B ES AT LA s A P s (e P S A I A I A R R ST S AR D B R A ) AN 3 S A ARk e T RS
1




 
 
    
   HistoryItem_V1
   InsertBlanks
        
     Where: after current page
     页数: 1
     与当前相同
      

        
     1
     1
     1
     324
     295
            
       CurrentAVDoc
          

     SameAsCur
     AfterCur
      

        
     QITE_QuiteImposingPlus2
     Quite Imposing Plus 2 2.0
     Quite Imposing Plus 2
     1
      

   1
  

    
   HistoryItem_V1
   InsertBlanks
        
     Where: after current page
     页数: 1
     与当前相同
      

        
     1
     1
     1
     324
     295
            
       CurrentAVDoc
          

     SameAsCur
     AfterCur
      

        
     QITE_QuiteImposingPlus2
     Quite Imposing Plus 2 2.0
     Quite Imposing Plus 2
     1
      

   1
  

    
   HistoryItem_V1
   TrimAndShift
        
     Range: all pages
     Trim: fix size 8.268 x 11.693 inches / 210.0 x 297.0 mm
     Shift: 无
     Normalise (advanced option): 'original'
      

        
     32
            
       D:20130325111831
       841.8898
       a4
       Blank
       595.2756
          

     Tall
     1
     0
     No
     429
     286
    
     None
     Up
     0.0000
     0.0000
            
                
         Both
         AllDoc
              

       CurrentAVDoc
          

     Uniform
     0.0000
     Top
      

        
     QITE_QuiteImposingPlus2
     Quite Imposing Plus 2 2.0
     Quite Imposing Plus 2
     1
      

        
     17
     21
     20
     21
      

   1
  

 HistoryList_V1
 qi2base





