o [ R ¥7 #75 #(GB medical standards)

1 GB 15980-1995 —RMEERETBRIEERE Hygienic standard of disinfection for single use medical products
2 GB 16352-1996 —IRMEET BRYVIEIESTRERE Standards for y-rays radiation sterilization of disposable medical
3 GB 16383-1996 [ DA e RS R R Qualit){ control standards for radiation sterilization of medical and
hygienical products
BNV SREET7-7T105 D SR ETIFFNEK-EITH |Electrical installations of buildings-Part 7-710:Requirements for special
4 GB 16895.24-2005 . R . . .
B installations or locations-Medical locations
5 GB 18278-2000 B = S SR AR S R T LR SterlAllzatlon of health caAre pro-ducts-—ReqL'u'renAlents for validation and
routine control--Industrial moist heat sterilization
6 GB 18279-2000 BT eI TR A AR E R Medical devices--Validation androutine control of ethylene oxide
7 GB 18280-2000 B = R T AR S R R SterlAllzatlon of healthca‘re prod‘u‘cts—-—Requlrement for validation and
routine control--Radiation sterilization
8 GB 18281.1-2000 R R E Y E T 12> BN Sterilization of health care products--Biological indicators--Part 1:General
B R KRR S TS 2889 A S K E R YTS | Sterilization of health care products--Biological indicators--Part
9 GB 18281.2-2000 — . S . L
) 2:Biological indicators for ethylene oxide sterilization
o — g e —,, | Sterilization of health care products--Biological indicators--Part
- faK BN B I RHKE AN . L . A
10 |GB 18281.3-2000 BT R mRE IR IR RS T 3:Biological indicators for moist heat sterilization
11 GB 18282.1-2000 R = R 2 T B L E 1B f;::liLzeanilz:t?f health care products--Chemical indicators--Part 1:General
12 GB 18282.3-2009 ETREFTRRE WFETRY 53889 : BFBDIEXS  |Sterilization of health care products - Chemical indicators - Part 3: Class 2
) BB ST RS indicator systems for use in the Bowie and Dick-type steam penetration
e o . s |Sterilization of health care products - Chemical indicators - Part 4: Class 2
FaK I B - = . - 3 .
13 GB 18282.4-2009 %ﬁ{%ﬁg‘ﬁuuz@ {f_q_}ETm Saslsy | T EUIEBDIR indicators as an alternative to the Bowie and Dick-type test for detection of
ISIBENH e .
steam penetration
14 GB 18457-2001 #EET S MAR RIS Stainless steel needle tubing for manufactureof medical devices
15 GB 18466-2005 EF KIS RYIHEG A Discharge standard of water pollutants for medical organization
- e Safety of power transformers ,power supply units and similar devices --
fausy s &S = \ .
16 GB 19212.16-2005 ;ﬁ;g%%z}iii@jgi“mﬁ%%m%ﬁ BT Part A16: Partigular requirements for isolating transformers for the supply of
medical locations
17 GB 19217-2003 EFEYEEERAERIRT) Technical standard for medical waste transport vehicle
18 GB 19218-2003 E7 EYBRP B ARERGRT) Technical standard for medical waste incinerator
X 9 a0 Standard specification for wrought nickel-titanium shape memory alloys
- = | N7 O
19  |GB 24627-2009 BEfT RN MBI AR -SRICIZE €I I, N P - -
g N N Industrial , scientific and medical(ISM)radio-frequency equipment--
Z 3p & o - S
20 GB 4824-2004 :?k HFHIET (SM) ST SRR U R E R Electromagnetic disturbance characteristics--Limits and methods of
i measurement
_ . Public information graphical symbols for use on sign Part 6: Symbols for
.6- TSR AR ERERAAS 5 B TS .
a GB/T 10001.6-2006 IRSRASEREIATS oA | ETRENS medical treatment and health care
N . Guidance system for public information - Setting principles and
.6- AHERSARY EUISE: i . o
22 |GB/T 15566.6-2007 AR SERGR REFNSER Roa: BT requirements - Part 6: Medical site
23 |GB/T 16886.1-2001 BT eSS 1505 TN Sitie Biological evaluation of medical devices--Part 1:Evaluation and testing
24 GB/T 16886.10-2005 B S TN S5 1 05553 R S R R E B AT Biological evaluation of 'nrlle'dlcal devices-Part 10:Tests for irritation and
delayed-type hypersensitivity
25 |GB/T 16886.11-1997 EfFEmEYFENELLES 255 EHE Biological evaluation of medical devices--Part 11:Tests for systemic toxicity
2% GB/T 16886.12-2005 s S TN 1 250 R S AR, f;el?;?egr:iael ::;atleur?;:gn of medical devices-Part 12:Sample preparation and
EfFeEmEYFIEN E 1350 BREYIETT SSMAIMEET=YIA |Biological evaluation of medical devices--Part 13:Identification and
27  |GB/T 16886.13-2001 jaywiialiepny P . . ) .
EMSER quantification of degradation products from polymeric medical devices
3 o 5 Biological evaluation of medical devices--Part 14:Identification and
_ 24T £\ AN e =t
B GB/T 16886.14-2003 ETSRRENFHSLES BRI SRR quantification of degradation products from ceramics
EfFEmEY N ELST DSBS A SHBEYNEMES |Biological evaluation of medical devices--Part 15:Identification and
29  |GB/T 16886.15-2003 —e P .
EE quantification of degradation products from metals and alloys
30 |GB/T 16886.16-2003 BETT BRI AE M TN B 16584 BB~ IFNET A OS5 |Biological evaluation of medical devices--Part 16: Toxicokinetic study
) DERRIGT design fordegradation products and leachables
N N e Biological evaluation of medical devices -- Part 17: Establishment of
31 |GB/T 16886.17-2005 BTN 178D | AN AT RR AR o
allowable limits for leachable substances
32 |GB/T 16886.2-2000 Efr YN B 25 R ER Biological evaluation of medical devices--Part 2:Animal welfare
BETTBRMAEMIFITAN $5388% | BIES . BUEMFN4ETES 1 |Biological evaluation of medical devices - Part 3: Tests for
33 GB/T 16886.3-2008 N L X . . .
e genotoxicity,carcinogenicity and reproductive toxicity
34 GB/T 16886.4-2003 S ST B4 SIS RS Elologlgal eval'uatlon of medical devices--Part 4:Selection of tests for
interactions with blood
35 |GB/T 16886.5-2003 EfFEEmEY SN EST D MARS RS Biological evaluation ofmedical devices--Part 5: Test for in vitro cytotoxicity
36 GB/T 16886.6-1997 S ST SO TN SRR IR IF'a;:]oplE]gnltc;tliCL:\r/]aIuatlon of medical devices--Part 6:Tests for local effects after
37 GB/T 16886.7-2001 e S TN ST R E 2 R BB R ::ilgl?::l evaluation of medical devices--Part 7:Ethylene oxide sterilization
38 GB/T 16886.9-2001 B S T S OHR > T E A F M R B Elolo'g!cal 'evaluatlon of .rr?edl'cal dewces——Ffart 9:Frameyvork for
identification and guantification of potential degradation product
39 GB/T 17995-1999 BE. B PEARTSERERRSSES Guidelines for admirﬂstrative : medicgl , and nursing staffconcerned with
the safe use of medical electrical equipment
40  |GB/T 18773-2008 BT R RRIRRE DA Environmental sanitation standard for incineration of medical treatment
FESTER. TEETH R EMREETT 386 %(2/R) EIMEEL 1SR [The conical fittings with a 6%(Luer)taper for syringes , needles and certain
41 GB/T 1962.1-2001 N . . .
BREK other medical equipment--Part 1:General requirement
TEEIES. ST R EMBEETT 38M6% (2/R) BIHHEL 2885 [The conical fittings with a 6%(Luer)taper for syringes , needles and certain
42 |GB/T 1962.2-2001 g . . _
BiERESL other medical equipment--Part 2:Lock fittings
43 GB/T 19633-2005 BERRNEETSRNEE Packaging for terminally sterilized medical devices
{RINSHREETT SRR BAUESENEERFA  |In vitro diagnostic medical devices-Measurement of quantities in samples
44 |GB/T 19702-2005 N . . L .
i8R of biological origin-Presentation of reference measurement procedures
45 GB/T 19703-2005 RN BT S AR R R ch BT B S RS S In wFro d!agnos'tl.c medlcaTI qewces—Measurement C')f quantities in samples
of biological origin-Description of reference materials
46 |GB/T 19971-2005 BT RMEFmREAEC R Sterilization of health care products -- Vocabulary
ErREr mREEYE TR, (FRRRINERFINTE |Sterilization of health care products -- Biological indicators --Guidance for
47  |GB/T 19972-2005 - : -
2] the selection, use and interpretation of results
wewesn | Sterilization of health care products -- General requirement for
=N b g b= K g
48 GB/T 19974-2005 BT R ERERER FARHER BT RE L2 characterization of a sterilizing agent and the development ,validation and
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routine controlofasterilization process for medical devices
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BT B KB ET (RET SRR ERIRIATI S

Sterilization of health care products - Requirement for validation and

49 GB/T 20367-2006 D routine control of moist heat sterilization in health care facilities
o N _. |In vitro diagnostic medical devices - Measurement of quantities in
2| BB RER ] o ) ” )
50 GB/T 21415-2008 ﬂw\} g,‘%ﬁ?gm SR RATE RO biological samples - Metrological traceability of values assigned to
ERTEFIERY . .
calllgtjators and control materials i _ _
51 GB/T 24628-2009 B ERE AYSHEHETY Mities -?-::”;?:;S;Z:,:]ealth care products - Biological and chemical indicators -
52 |GB/T 24791.1-2009 B2 BT XSERGRRE/HRANBYCUE $18% : B¢ |Photography - Sensitometry of screen/film systems for medical X-
. SRR, B ESHIRIERATIE radiography - Part 1: Determination of sensitometric curve shape, speed
B BT XNERGRE/ R RARCENE 53805 « ZUiEX
53 GB/T 24791.3-2009 5 SR s
d SIERBROIATAR. B SRR v
54 |GB/Z 18732-2002 Tk, RIS NET IR ERMENTRES X Determination of limits for industrial , scientific and medical equipment
N N Quality management systems - Guidelines for process improvements in
- = 3 JRLNTTR
35 |GB/z19031-2009 REEEER ETRSEAIEN AR health service organizations
56 |GB/Z 19511-2004 Tk, RIEFFIEFIRE(ISM)ERRESEE (TU)SESRERARAY [Industrial , scientific and medical equipment(ISM)--Guidelines for emission
SREYER e levels within the bands designated by the ITU
57 GBZ 179-2006 Er RS REphRE AR Basic principles for radiological protection of medical exposure
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