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. . Replaced Effective
No Standard No. Chinese Name English Name S tgn dard IDT&EQV Date v
’ » e AR TR = ] E B
RS PR R BRIFE % PRt 36 5 1
1 |GB10010-2009 |BEH# BRI EH Plasticized polyvinyl chloride(PVC) tubing for medical uses | GB 10010-1988 2010/6/1
2 |GB 10035-2006 S Fehy s E Air-Bag Type Sequential External Counter-Pulsation Device GB 10035-94 2006/10/1
3 |GB 10149-88 5 FH X 2% B & ARAE N5 5 Terminology and symbol for medical X-ray equipment 1989/7/1
4 |GB 10152-2009 |BEYHIFE SN & B mode ultrasonic diagnostic equipment GB 10152-1997 2010/12/1
s |GB 10252-2000  |yhm I B frtm b 52 4 TG .Regu‘lathlons fo.r.rjadlatlon protection and safety of gamma GB 10252-1996 2010/6/1
irradiation facilities
- J= L D (AR Sl g by et : . . _ . . : ; I
¢ laB 10793—2000 E\fﬂ A RS 2 OBV ZeSE M E [Medical electrical cquipment Part 2:Particular requirements GB 10793-1989 idt IEC 60601-2 2000/12/1
R for the safety of electrocardiographs 25: 1993
7 |GB 11234-2006 TR ENTE S Uterine cavity form intra-uterine devices GB 11234-1995 2007/5/1
8 |GB 11235-2006 |VeuB Y1 H 4 VCu intra-uterine devices GB 11235-1997 2007/5/1
9 |GB 11236-2006  [Tcuf 4+iH & Tcu intra-uterine devices GB 11236-1995 2007/5/1
10 |GB 11239.1-2005 |FAREMEBL 21565 BRAKIE 7% Operation microscopes Part1:Requirements and test methods G\?véézjgéggz mod IS(Z) 010%936'1 ; 2005/7/1
BER AR S H2mhy: B)LEE R 24 E M |Medical electrical equipment—DPart 2:Particular requirements IEC 60601-2-19-
11 |GB 11243—2008 3 for safety of baby incubators GB 11243—2000 1990 A1-1996 2010/3/1
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General requirements for the medical endoscope and

12 B 11244-2005 3 i SRS K . 2005/12/1
G R FH Py At R AP 22K endoscope accessories
Ny N A e i ics— —Part 2:Rigi tact
13 |GB 11417.2-2012 |WRAIG2: Hefins 552005 Al Ophthalmic optics—Contact lenses—Part 2:Rigid contac GB 11417.1-1989 2013/12/1
lenses specification
. o P s i ics— —Part 3:Soft tact
14 |GB 11417.3-2012 |WRBIG2E Heis 553005 itk iehn s lgittshalmlc optics—Contact lenses—Part 3:Soft contac GB 11417.2-1989 2013/12/1
15 |GB 11748-2005 A IREOEIE T L Carbon dioxde laser treating intrument GB&};I ?;328923 2005/7/1
e s N = . . . . . idt IEC 61233-2-5:
16 |GB 12257-2000 RSB LA R K4t General specification of He-Ne laser medical equipment GB 12257-1990 1994 2000/12/1
GB 12259-90, GB
17 |GB 12260-2005 | AT Cofifibil & B =i 5 Artificial heart—ung machine—Roller pump 12260-90, YY 2005/9/1
0126-93; WS2-
N , . , , YY 91047-1999;
18 |GB 12263-2005 N TOMiliHL AT 3K 4 Artifical heart-lung machine—Water heating/cooling system GB 12263-1990: 2005/9/1
19 |GB 12279-2008 CMILEFEAY) N 0 Cardiovasular implants - Cardiac valve prostheses ISO 5840-84 2009/12/1
Vit 3 0 AN O R R BR A 1 14N i i i _03. : _1.
20 |GB 1423212004 )\Wﬁﬂ{ﬁlléﬂ]l/f‘iﬁiﬁ RIIBRI RS BB 134y :  |Plastics collapsible containers for humgn blood and blood GB 14232-93; GB| idtISO 3826-1: 2004/9/1
LG R (4% components-Part 1:Conventional containers 14232-87 2003
5 [GB14232.1- CNAR I B2 R R 48 3088k 8 88 #5158 | Plastics collapsible containers for human blood and blood GB 1423212004 | SO 3826-1:2003 2007/11/1
2004/XG1-2007 |4y AEGAIMAYY ERAMHES 1 S50 components-Part1:Conventional containers ’ IDT
i T8 R4S 58 3 MR ] 2 R S 34 Plastics collapsible containers for human blood and blood ISO 3826-3:2006
2 [GB 1423232011 | MR ARV ARV S 36 535677 5 Part 3:Blood bag svstems with inteerated 50 2012/12/1
SRR IR P (1) 148 2 56 components—Part 3:Blood bag systems with integrate IDT
. . AL sk 337,
. b P A e Medical electron accelerators—Functional performance EHCRHIEC
23 B 15213-94 S & PR AR LG T ZBF 91002-88 1995/3/1
G ? R PPy I 2 PEREAN A 75 characteristics and test methods 976(1989) FIIEC
NN . . . . GB 15810-1995; eqv ISO 7886-1:
_ R, P 2002/2/1
24 |GB 15810-2001 URAEAS F e A o 2% Sterile hypodermic syringes for single use ZBC 3100987 1993 /2/
25 |GB 15810-2001 — RS T L ) 2 Sterile hypodermic syringes for single use 2003/3/17
N ey . . . GB 15811-1995;
26 |GB 15811-2001 | — kA 1 B v 4 4t Sterile hypodermic needles for single use JBC 31010.g7 |o9Y 18O 7864: 1993 2002/2/1
27 |GB 15811-2001 — A A T B VR AT Sterile hypodermic needles for single use 2003/3/17
28 |GB 1588-2001 PRSI T Clinical thermometer GB 1588-1989 2002/4/1
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idt ISO 5841-1:

29 |GB 16174.1-1996 |.CoJF e 28 55 — 264 AE N RO I S 28 Cardiac pacemakers-Part 1: Implantable pacemakers 1989 1996/10/1
30 |GB 17342—2009 |ARABMY 2% 360645 Ophthalmic instrument—Trial case lenses GB 17342-1998 ISO 9801:1997 2010/7/1
31 |aB 182782000 72 5 TR T WA k) sk Tl |Sterilization of health care products--Requirements for idt ISO 11134
TR 1 Vali'd'fltio'n and routine control--Industrial moist heat 1994 2001/5/1
32 |GB 18279-2000 B S — B4 7. K B A 53 L Mc?dlcal déylcgs—-Valldatlon and routine control of ethylene 2001/5/1
oxide sterilization
YT 2 5 R TR — BRI RN o g2 1) SRk — 45 | Sterilization of health care products—Requirement for
33 |GB 18280-2000 - . . 2001/5/1
K validation and routine control—Radiation sterilization
34 |GB 18281.1-2000 [T ARARE = K — AR ) — S 1347 Sterilization of health care products--Biological indicators-- 2001/5/1
‘ & Part 1:General
35 |GB 1828122000 T ARAR = 5 R T — AR =) — 552357 - Sterilization of health care products--Biological indicators-- 2001/5/1
’ AR 2 5E K FHAED TR =~ Part 2:Biological indicators for ethylene oxide sterilization
136 |GB 18281.3-2000 [T ARAR = K — AR ) — S 3747 Sterilization of health care products--Biological indicators-- 2001/5/1
’ B HCK B A Te =) Part 3:Biological indicators for moist heat sterilization
37 |GB 1828212000 [T ARARE = K — A 2248 ) — S 1347 Sterilization of health care products--Chemical indicators-- 2001/5/1
' 8 Part 1:General requirements
By AR R 5 K T A28 =0 553384y A |Sterilization of health care products—Chemical indicators—
38 [GB 18282.3-2009 BDIEEBENR I — R R RS Part 3:Class 2 indicator systems for use in the Bowie and 2010/12/1
BEyT AR = 5 K T A 2R e =) 5434y A |Sterilization of health care products—Chemical indicators—
39 |GB 18282.4-2009 PEBDK AT 1535 MR 1 — KI8T R4 Part 4:Class 2 indicators as an alternative to the Bowie and 2010/12/1
PEBDIR VRS IE IR 2RI RY RS
40 |GB 18457-2001 S D B T AR S e i;?:;f:s steel needle tubing for manufacture of medical 2002/2/1
41 |GB 1845832005 | FHMEEE 5533040, — VA LB e o 22 jﬁ;ﬁ?;gfusmn sets - Part 3:Light-resistant infusion sets for 2006/7/1
42 |GB 18671-2009 — WA A R e ik T AT Intravenous needles for single use GB 18671-2002 2010/3/1
. . N Technical requirements for single-use protective clothing for| GB 19082-2003,
43 |GB 19082-2009 S — VA 13 >
PR — AP REOR 2R medical use GB 19084-2003 20105371
44 |GB 19083-2010 B PR B T SR I::hmcal requirements for protective face mask for medical GB 19083-2003 2011/8/1
45 |GB 19335-2003 — VA A P o B 7 3 B oR S4 Blood flow products for single use—General specification YY 0311-1998 IS0 1135-4-1998 2004/4/1

NEQ
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GB 2024-87, GBn

46 |GB 2024-94 o Xan Acupuncture needles 209-83 1994/10/1
3 F EZN =Wy vl e AN 7 =W ) - ite - . i -
47 |GB 23101.1-2008 ﬁl\ﬂﬁ)\% PRI A IR 1T A A K | Implants for. surgery - Hydroxyapatite - Part 1: Ceramic IDT ISO 13779 2010/3/1
[V hydroxyapatite 1:2000
13 S S _ o - - )
48 |GB 23101.2-2008 ?l‘ﬂ}rﬁ)\% FRRBEA IR 5285y FEBEA K |Implants for.surgery Hydroxyapatite - Part 2: Coatings of IDT ISO 13779 2010/3/1
Wz hydroxyapatite 2:2000
49 |GB 23101.3-2010 SNEHENYY R A K 553884y 455 EAAH |Implants for surgery—Hydroxyapatite—Part 3:Chemical ISO 13779-3:2008 2011/8/1
’ 2l VB R4 25 o A FRAE analysis and characterization of crystallinity and phase purity IDT
T B LR ARSI — ite— i
50 |GB 23101.4-2008 A F Hﬁ)}% PRI A IR B4 REM 55 |Implants for surgery Hydroxyapatlte Part IDT ISO 13779 2010/3/1
FEIER 4:Determination of coating adhesion strength 4:2002
51 |GB 23102-2008 SR 4 R PRI Ti-6 AL TND 24 i T A1l IrnplanFs .for surgery - Metallic materials - Wrought titanium IDT ISO 5832- 2010/3/1
-6aluminium-7niobium alloy 11:1994
52 |GB 23719-2009 AL 2L 2 S22 0 B Ophthglmlc optl'cs and instruments - Optical devices for MOD ISO 2010/3/1
enhancing low vision 15253:2000
Ty Bk TN . - P i
53 |aB 24627-2000 DT 2SR FN S EHE N0 AR -BR T AR 112 & 400 [ Standard specification fgr wrou.ght Nickel T.1tan1.urn shape IDT ASTM F 2063 2010/12/1
TH Kl memory alloys for medical devices and surgical implants 05
ZB C38001-1987
54 |GB 3053-93 s VA R Sphygmomanometer GB 3053-1982 GB 1994/6/1
55 |GB 3156-2006 OcuBE AT H Y OCu Intra-uterine devices GB 3156-1995 2007/5/1
56 |GB 4234-2003 ANEHE AN T A B4R Stainless steel for surgical implants GB 4234-1994 MODI .11S9(375832- 2004/5/1
T . BN 9206 3 R W % 11 22 4 sk o [Safety requirements for electrical equipment for
57 |GB 4793.1-2007 4 TR measurement,control,andlaboratory use-Part 1:General GB 4793.1-1995 | IEC 61010-1:2001 2007/9/1
TR, B AN e = AR R A 2 4 B R 55 [Safety requirements for electrical equipment for IDT IEC 61010-2-
58 |GB 4793.8-2008 2-0423B 4y A% A TS A FR 2E A1 Bl B L5 |measurement control and laboratory use - Part 2-042: 042:1997 2009/1/1
59 |GB 8368-2005 — RV A B R Infusion sets for single use, gravity feed GB 8368-98 MOTZSO%A?S 36- 2005/12/1
60 [GB 8369-2005 — YA i i 2 Transfusion sets for single use GB 8369-1998 ISO1135- 2005/12/1
"t 4:2004,MOD
61 |GB 8599-2008 SRR R B S R TR [ B b Techmcavl requirements for large steam sterilizers - GB 8599-1988;GB NEQ EN 285:2006 | 2009/12/31
Automatic type 8600-1988
62 |GB 8662-2006 FAR I FFAR IR S R Fitting dimension between scalpel blades and handles GB 8662-1988 ISO 7740-1985 2007/5/1
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DR B# B38 —8 0 RIT XA ERR AR E

Medical electrical equipment-Part 2: Particular requirements

idt IEC 60601-2-8:

63 |GB 9706.10-1 , . . 1998/9/1
GB 97 997 e HER for safety of therapeutic X-ray generators 1987 99819/
= A% B 4 2B yF4f |[Medical electrical equipment-Part 2: Particular requirements ; 008,
64 |GB 9706.11-1997 i /u% 7ys BN for the safety of X-ra rce assemblies and X-ray tub LR 001-2:28: 1998/9/1
PRI AR 52 IR or the safety of X-ray source assemblies y tube 1993
Medical electrical equi t—Part 1: 1 i t
65 |GB 9706.1-2007  |FE A LA e 55134 22 Aim FI Bk fo:(si;cth; cctrical equipment—Part 1:General requirements |- ;59706 11995 | 1EC0606-1:1988 | 2008/7/1
S KS By, Z4emAER =, Medical electrical equipment. Part 1: General requirements idt IEC 601-1-3:
66 |GB 9706.12-1997 EHIRRUE X 2 U & AR S B 3RS sk for safety 3. Collateral standard General requlrements for 1994 1998/10/1
L A 55 T4y BB E B IREN Ry i Medlcal electrlcal equlpment Part 2: Pamcular IDT IEC 60601-2-
67 |GB 9706.13-2008 28 U R A 4 B SR requlrements for the safety of automatlcally controlled GB 9706.13-1997 17:2004 2010/2/1
63 |GB 9706.14-1997 EF AR 5By XS E 14 | Medical electrical equlpment -Part 2: Particular requirements idt IEC 601-2-32: 1998/10/1
’ e ER for the safety of associated equipment of X-ray equipment 1994
BEF AR & 551-1304): 822485k 3441 | Medical electrical equipment - Part 1: General requirements
69 |GB 9706.15-2008 P Ty T for safety - 1. Collateral standard: Safety requirements for GB 9706.15-1999 |IEC 60601-1-1:2000 2010/2/1
20 |GB 9706.16-1999 B AR B 55 35 AT AL % 4 |Medical electrical equipment-Part 2: Particular idt IEC 60601-2- 2000/5/1
' R requirements for the safety of radiotherapy simulators 29: 1993
1 6B 9706.17-2009 DR A B 28 8B vy RIAIT % %4 |Medical electrical equipment—Part 2:Particular requirements GB 9706.17-1999 IDT IEC 60601-2- 2010/12/1
’ EHER for the safety of gamma beam therapy equipment ’ 11:1997
BEF AR & 55 =34y XA &L B8, |Medical electrical equipment - Part 2: Particular IEC 60601-2-
72 |GB 9706.18-2006 W2z b R requirements for the safety of X-ray equipment for computed GB 9706.18—2000 44:2002 2007/71
7 GB 9706.19— LA KS F2iy: ABBE RS Le%EM [Medical electrical equipment-Part 2:Particular requirements idt IEC 60601-2- 2000/12/1
2000 HER for the safety of endoscopic equipment 18: 1996
o — S W TS 3 3y Sl V1t ; : : - Parti : ; I
24 |GB 9706.20-2000 EHBA RS By W AEIT IO [Medical electrlcal. equlpnaent Part 2.Partlcular requtrements idt IEC 60601-2 2001/5/1
et %;}2 for the safety of diagnostic and therapeutic laser equipment 22: 1995
e AR RS B30 T UHATT 5 B3 [Medical electrical equipment?Part 2:Particular requirements idt IEC 60601-2-9;
75 |GB 9706.21-2003 jgﬁ_dgﬂﬁﬁ FAS A R AR SR 28 1 57 &1 1922 |for the safety of patlent contact dosemeters used in 1995 2003/12/1
B S5 2-168R%y: MLBGEMNT MLE Medlcal electrlcal equlpment—Part 2- 16 Partlcular IEC60601-2-16:
76 |GB 9706.2-2003 M ML o 5 28 12 4 P 5 o requlrements for the safety of GB9706.2-1991 1998 2004/6/1
B S5 55 24 RAMBl RS %2 Medlcal electrlcal equlpment—Part 2 Pamcular requlrements mod IEC 60601-2-
77 |GB 9706.22-2003 e F R for the safety of equipment for extracorporeally induced 36: 1997 2003/12/1
BSR4 B2 — 4334 ANERAE X494 Medlcal electrical equipment-Part2-43:Particular )
78 |GB 9706.23-2005 A requirements for the safety of X-ray equipment for idt IEC 60601-2-43 2005/8/1
7 S YRR D _ASERAY SRR E Medical electrical equipment--Part 2-45:Particular
79 |GB 9706.24-2005 DRFITL U8 2-450y: SUBXAAIIT GB/T11674-1989 | idt IEC 60601-2-45 2005/8/1

2 SRR ST AR e 3 B % B DR

requirements for the safety of mammographic X-ray
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f= LR A AN S YA ; : : . : : R
80 |GB 9706.25-2005 T 1 W% B2-278 5y LTI % %24 [Medical electrical equlpmer}t Part 2 Partlc.ula.r requlr'ements YY 0089-1992 IEC 60601-2 2006/8/1
EHER for the safety of electrocardiographic monitoring equipment 27:1994,IDT
7 =28 o/ A A %l s . . . _ . . I
81 laB 9706.26-2005 [Lffﬁ AR 285 N2 4T Med.lcal electrical equipment-Part 2: Particular IEC 60601-2 2006/3/1
R requirements for the safety 26:2003,MOD
22 |aB 9706.27-2005 [%):ﬁ IR &%%2-24%{36}:%?{@?@%%@%{%%’] o5 Meéical electrical equipment - PaI‘F 2 :Particular IEC60601-2-24: 2006/8/1
e ER requirements for the safety of infusion pumps and controllers 1998
23 |GB 9706.28.2006 B A & 52804y IR 2245 ) Eisk  |Medical electrical equipment—Part 2: Particular YY 91041-1999 YY IEC 60601-2- 2007/5/1
0T YAYF requirements for the safety of lung ventilators—Ceritical care 91108-1999 12:2001
21 |GB 9706.29-2006 BEF AR 5 552804y FREE RG22 4 fnaL  |Medical electrical equipment—Part 2: Particular YY 0320-2000 YY IEC 60601-2- 2007/5/1
el APEBEE FE R requirements for the safety and essential performance of 91109-1999 13:2003
25 |GB 9706.3—2000 BEF RS 2R SWTX G4 kA ke |Medical electrical equipment Part 2: Particular requirements GB 970631992 IEC 60601-2-7- 2000/1/2
T [ A B A B SR for the safety of high-voltage generators of diagnostic X-ray o 1998+Amd 1-2002
S A s A0, T R S A i 2 : : : _ 29 : I
26 |GB 9706.39-2008 =R Lx% F2-398 4y JEEIERT A &I Med.lcal electrical equipment Pa'rt 2-39: I.’amc.ular ‘ IDT IEC 60601-2 2009/12/1
A R requirements for the safety of peritoneal dialysis equipment 39:2003
B S5 E2-24: BT AR & 24 Medical electrical equipment - Part 2-2: Particular idt TEC 60601-2-2
87 |GB 9706.4-2009 EHHESR requirements for the safety Of high frequency surgical GB 9706.4-1999 1991 2010/3/1
LR R % 234y, BER A IMeV E50MeV | Medical electrical equipment - Part 2-1: Particular
88 |GB 9706.5-2008 Mk se a4 FEsR requirements for the safety of electron accelerators in the GB 9706.5-92 eqv IEC 601-2-1-81 2010/2/1
Y e A APV ESRy R g : : : - Parti :
39 |GB 9706.6-2007 %= % S B ER O IR IRIT & %A |Medical electrical .equlpment Part 2.P'c?mcular requirements GB 9706.6-92 eqv IEC 601-2-6-84 2008/7/1
FER for the safety of microwave therapy equipment
BEF B & 52-5804) . ARFEIST & 224y | Medical electrical equipment - Part 2-5: Particular
90 |GB 9706.7-2008 EHHESR requirements for the safety of ultrasonic physiotherapy GB 9706.7-94 eqv [EC 601-2-5 2009/1/1
Rk 5B52-43 5 OIERENZS % Medical electrical equi t - Part 2-4: i .
91 |GB 970682009 | UHLE H2-4i07: GRS %4 |Medical electrical equipment - Part 2-4: Particular GB 9706.8-1995 |idt TEC 601-24-1983 [ 2010/3/1
FHELR requirements for the safety of cardiac defibrillators
B AR & 552-37804) . AL | Medical electrical equipment - Part 2-37: Particular IEC 60601-2-
92 [GB 9706.9-2008 Sde bt R requirements for the safety of ultrasonic medical diagnostic GB 9706.9-1997 1372001 + Am1:2004| 2009/1/1
= v PN e .. |directives for standardization-Partl: structure and drafting GB/T 1.1-2000 ISO/IEC drectives-
93 |GB/T 1.1-2009 3 T W S5 13800 BRUET 45 M /2 ’
FRHEAL TR0 S 1805 AREIERRG'S | GBIT 122002 | part 2:2004 NEQ 2010/1/1
94 |GB/T 10050-2009 |J¢22R0% 440 88 S K Optics and optical instruments—Reference wavelengths GB/T 10050-1988 | IDT ISO 7944:1998 |  2009/12/1
5 A IR X 28 1 4 5 1 PR Sk £ : : e XL : _ : : . .
95 |GB/T 10151-2008 IS WiX 22 04 e i idssk . SRR R Medlcal diagnostic X-ray equipment - Specifications for GB 10151-1988; 2009/10/1
A high voltage cable plugs and sockets GB 5579-1985
96 |GB/T 10255-2013 |yt Sy il £ o Gamma radioimmunoassay counter GB/T 10255-1996 2013/7/1
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97 |GB/T 10256-2013 |t S8 v FE 11 Radioactivity meter GB/T 10256-1997 2013/7/1
98 |GB/T 10257-2001 |43 22 A 54000 22/ SR 00 41 Qua.lht.y inspection rule for nuclear instruments and nuclear GB/T 10257-1988 2002/4/1
radiation detectors

99 |GB/T 10259-2013 |¥AA N R s Liquid-scintillation counting system GB/T 10259-1998 2013/7/1

100 GB/T 11417.1- ARG SE Sl 1204y A0, 203 fnie7s |Ophthalmic optics—Contact lenses—Part 2013/6/1
2012 HIAT IR R TG 1:Vocabulary,classification system and recommendations for
GB/T 11417.4- AL b A g . e FH oty | OPhthalmic optics—Contact lenses—Part 4:Saline solution

101 50 PRAE: BARGE 540y WIRFIRERRIR | lens testing 2013/6/1
GB/T 11417.5- N 4 Ut AV RPN Ophthalmic optics - Contact lenses - Part 5: Testing methods

102,05 MREDE S BB 265305 Se etk aeikiR % for optical properties 2013/6/1
GB/T 11417.6- N e e e A 2 2 bk aeappa o |Ophthalmic optics - Contact lenses - Part 6: Testing methods

103 2012 P BehBE SROAEIY: HURRH RERNLTTIE for mechanical properties 2013/6/1
GB/T 11417.7- N 4 e AN L S A e, Ophthalmic optics—Contact lenses—Part 7:Physicochemical

104 2012 HEKUH'F%% ﬁﬁﬂfﬂ. 51‘“47%57 : iEﬂﬁ H’ ﬁtﬁtguﬁ{i properties test methods 2013/6/1
GB/T 11417.8- N e e e A 2 2, b i o Ophthalmic optics—Contact lenses—Part 8:Determination of]

105 50 IRALEA: Bef e 558805 A XU & shelf.life 2013/6/1

106 GB/T 11417.9- MRRLE2E BEfiEs 559uR 4y L ANATE] Wok4E 5 [Ophthalmic optics—Contact lenses—Part 9:Ageing by 2013/6/1
2012 ZARI (RANED exposure to UV and visible radiation(in vitro method)
GB/T 12417.1- TESNEHEAY) B3-S 5= B A1 |Non-active surgical implants - Osteosynthesis and joint

107 AN L g A Pk ke B S replacement implants - Part 1: Particular requirements for GB 12417-1990 |IDT ISO 14602:1998 2010/2/1
2008 oy B RAMRRER placement implar q
GB/T 12417.2- TESNEHEAY) B3-S 5= B Ao |Non-active surgical implants - Osteosynthesis and joint

108 AN L g A Pk ke B S replacement implants - Part 2: Particular requirements for GB 12417-1990 |IDT ISO 21534:2002 2010/2/1
2008 Wshe B RN R replacement implants - q

109 |GB/T 13074-2009 | ifn i 4 AL AAE: Terms of blood purification GB/T 13074-1991 2010/1/1

110 |GB/T 13797-2009 |2 X5 264 8@ S AR %A General specifications for medical X-ray tube GB/T 13797-92 IEC 1025 2010/2/1

e U . e A o . . . B 14232-1993;

GB/T 14232.1- AR IR R ML i A S8 R IB R 45 4 S5 135840 Plastics collapsible containers for human blood and blood G ? ISO 3826-

i 2004 {4 7 components?Part 1:Conventional containers GB 14232.1- 1:2003,IDT 2004971

: P s 2004/XG1-2008 AR

12 GB/T 14233.1 [Zfﬁfm{ﬁﬁl iuj[ﬂl VE S 28 HAG 36 71 5B 130 Test méthods for infusion tran.sfusmn 1nJ?ct10n equipments GB/T 14233.1-1998 2009/10/1

2008 Sy AR T for medical use - Part 1: Chemical analysis methods
- o R Bl V5 2% B O T VR 5 23 i i ion, injecti i -
3 GB/T 142332 W i VRS 2R B IS TR 2 Test methods for infusion, transfusion, injection equipment GB/T14233.2-1993 NEQ ISO 10993 2006/5/1

2005

g VAR

for medical use-Part 2: Biological test methods

4/5/6/10/11/12:2002
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Environmental requirement and test methods for medical

114 |GB/T 14710-2009 P& f /SRS 2R MR8 71 . . GB/T 14710-1993 2010/5/1
electrical equipment
115 |GBIT 15214-2008 |31 75 15 15 45 46 A7 S 4k 1R 06 S8R 1 7 l.{equlre'ments.and methods of reliability test for ultrasonic GB/T 15214-1994 2009/10/1
diagnostic equipment
. . ; . Measurement methods for acoustic properties of
- R 7 A LR AR B A 1R Y . . s . B/T 15261-1994 2008/9/1
116 |GB/T 15261-2008 |75 i AR BHR 7 S R R 0 77 7% ultrasonically tissue-mimicking materials GBY/ ?
17 GB/T 15812.1— L S 1204 —f b B R 0T Catheters other than mtravasc.ular catheters—Part 1:Test GB / T15812— WtEN 1618: 1997 | 2005/12/1
2005 methods for common properties 1995
. . NN Biological evaluation test methods for medical organic
118 |GB/T 16175-2008 | A HLEEA A 2 AN R 56 7 = . | GB/T 16175-1996 ISO 10993 2008/9/1
silicon materials
119 |GB/T 162922010 |25 Tk (%) By il s Test methosl for.alrborne particles in clean room(zone) of the GB/T 16292-1996 2011/2/1
pharmaceutical industry
120 |GB/T 16293-2010 |25 Tt (IX) FEie iR 77 Test methosl for.alrborne microbe in clean room(zone) of the GB/T 16293-1996 2011/2/1
pharmaceutical industry
121 |GB/T 16294-2010 |25 Tt (IX) TR IR 77 Test methosl for.setthng microbe in clean room(zone) of the GB/T 16294-1996 2011/2/1
pharmaceutical industry
. . § Requirement for the declaration of the acoustic output of
- Ak R A > . B 16846-19 IDT IEC 61157:1992 2009/1/1
122 |GB/T 16846-2008 X FIT 5 27 e i it 2 A 22K medical diagnostic ultrasonic equipment G o7 ¢ 719
.10- 75 TT ZEVHN BB 10¥ 4 B 5IR R A |Bi i i i ices- : B/T16886.10-
123 GB/T 16886.10 Eﬁ23+ﬂi%%1¥1)l F10ER 57 ) 3R K Y .Blf)lo.glcal evaluation of medical dev1.c.es. Part 10:Tests for GB/ 1SO 10993-10:2002 2005/12/1
2005 U PR irritation and delayed-type hypersensitivity 2000
124 GB/T 16886.11- BT SR ST 11 e S R T Blologl'cal e\./a.luatlon of medical devices—Part 11:Tests for GB/T 16886.11- 1SO 10993-11:2006 2012/5/1
2011 systemic toxicity 1997
; 75 s B A RENPAA AN (5 L5 3T 3 i i i i ices— . i
125 GB/T 16886.1 [Zﬁ"za{rﬂzi%%‘ﬁb[ IS ARG S T Blologlc.:al eralu.atlon.ofmedlcal devices—Part 1:Evaluation GB/T 16886.1-2001 | 1S010993-1:2009 20111271
2011 FEFIEN 515 and testing within a risk management process
GB/T 16886.12—  |Z&47 BEM AP 512805 FRELI& S5FE [Biological evaluation of medical devices-Part 12:Sample GB / T16886.12— 1SO 10993-
126 = . . 2005/12/1
2005 HH preparation and reference materials 2000 12:2002,IDT
= GB/T 16886.13-  |ES7F Bl AE Y223 5513340 oy peyy s |Biogical evaluation of medical devices--Part idt ISO 10993- 2002/2/1
7 2001 R PR e S 13:Identification and quantification of degradation products 13:1998
12s GB/T 16886.14- DEyT S MR AE e A 514854 Meigl&fms= |Biological evaluation of medical devices--Part ICS 10993- 2003/8/1
2003 MRS &5 14:Identification and quantificaton of degradation products 14:2001,IDT
GB/T 16886.15-  |ES7F B AE 22y 551584 48544 | Biological eveluation of medical devices--Part .
129 2003 AR P e T 5 15:Inentificatoin and quantificatoin of degradation products ISO 10993-15:2000 2003/8/1
30 GB/T 16886.16- BEyT S AL W2 AN S 16884y &=y 5] |Biological evaluation of medical devices—Part GB/T 16886.16- | 1SO 10993-16:2010 2014/8/1

2013

e BN ) A BT

16:Toxicokinetic study design for degradation products and

2003

IDT
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GB/T 16886.17-  |ES7 Bd e Y223 551730845 . AT UGN 7ot | Biological evaluation of medical devices-Part ISO 10993-

131 N . e Lo 2006/4/1
2005 MR& [ 78 5T 17:Estabilishment of allowable limits for leachable 17:2002,IDT

132 GB/T 16886.18- BE7 B T 1804 HEME 2T BlOlOglCE%l e\{aluatlon of Ipedlcal devices—Part 18:Chemical ISO./TS 10993- 2012/5/1
2011 characterization of materials 18:2005,IDT
GB/T 16886.19-  |ZESF B AE Y223 0 55193840 Mkl 34k 2% |Biological evaluation of medical devices—Part 19:Physico- ISO/TS 10993-

133 2011 L A RN I AT chemical,morphological and topographical characterization 19:2006,IDT 2012/51

134 GB/T 16886.2- DEA7 SR A ST R4 BE Rk Biological eYaluatlon of medical devices—Part 2: Animal GB/T 16886.2-2000 ISO 10993-2:2006 2012/5/1
2011 welfare requirements IDT

) 77 B ok 2 A : : : : v . 3.

135 GB/T 16886.3 [gﬁza+ﬂz$%%}{1u IR AR E . B Blologlcjal' evalua.tlon of.n.ledlcal devices Part 3: 'Tfests for GB/T 16886.3-1997 1S010993-3:2003 2008/9/1

2008 S PER A B B MR IR genotoxicity carcinogenicity and reproductive toxicity IDT
_ 77 R B b ANy A i A SRy H ; ; ; H ieeQo_ . H

136 GB/T 16886.4 [Zﬁ"?a‘}rﬂéi%%ﬁﬁl T P 11 R E R BlOlOglthll evalu.atlon O,f medical devices--Part 4:Selection of 1SO 10993-4:2002 2003/8/1

2003 VE R 58 1k 3% tests for interactions with blood
5. 77 B ok BEIGAA SRS IR ; : : : . . : .

137 GB/T 16886.5 [Zﬁ’j%ﬂﬂéi%%ﬁb[ S RSN R Blologlcal eygluatlon of medical devices--Part 5:Test for in GB/T 16886.5-1997 ISO 10993 2003/8/1
2003 PR 5 vitro cytotoxicity 5:1999,IDT

138 GB/T 16886.6- DT 2 AE Y I ZR6ER M NJG R ) |Biological evaluation of medical devices--Part 6:Tests for ISO/TS 10993- 1997/12/1
1997 MR local effects after implantation 6:1994,IDT

139 GB/T 16886.7- DoST SR AW 2T BT AR L5 KT |Biological evaluation of medical devices--Part 7:Ethylene idt ISO 10993- 2002/2/1
2001 B BHH R oxide sterilization residuals 7:1995
GB/T 16886.9- DEST S MR AE W2 A S ORR 4y -k AL [ fi ey |Biological evaluation of medical devices--Part 9:Framework idt ISO 10993-

140 2001 1 58 M S B hE A for identification and quantification of potential degradation 9:1999 2002-02-01
GB/T 17006.10— |22 FH Al % 38 T 1 (- B 04T i3 52-11354). |Evaluation and routine testing in medical imaging idt IEC 61223-2-

141 2003 R PRI W X i & departments—Part 2-11:Constancy test—Equipment for 11: 1999 2003/12/1
GB/T 17006.1— |2 A% 30 T 1 B3-A 2 BATiREE 25 1#%F4>: A |Evaluation and routine testing in medical imaging idt IEC 61223-1:

142 2000/12/1
2000 I} departments--Part 1:General aspects 1993

143 GB/T 17006.2— |G A% 30 T 13-4 R BATiRE6 252-1%F43:  |Evaluation and routine testing in medical imaging idt IEC 61223-2-1: 2000/12/1
2000 Ve iR e MR e departments--Part 2-1:Constancy tests--Film processors 1993
GB/T 17006.3— |BEFRBAGFRIT0EAN R 54736 552-2%64r:  |Evaluation and routine testing in medical imaging idt TEC 61223-2-2:

144 2000 FaE MR XSTR o ms N3 88— — ) departments--Part 2 2: Constancy tests--Radlographlc 1993 2000/12/1
GB/T 17006.4— |l BAZ 25 T T -AN R AFIAT R0 52-32%4y.  |Evaluation and routme testlng in medical imaging idt TEC 61223-2-2 -

145 o d Part 2-3:C Dark felish 2000/12/1
2000 5 a7 A BIDIR SFa e MR T epartments--Part :Constancy tests--Darkroom satelight 1993

146 GB/T 17006.5— | & FH A& 50T TR B B4 T3 282-5%%43:  |Evaluation and routine testing in medical imaging idt IEC 61223-2-5: 2000/12/1
2000 PB4 5 o 358 e R e departments--Part 2-5:Constancy tests-Image display devices 1994

147 GB/T 17006.6— |2 %30 T T34 R BAT R 5 552-43F 50 Evaluation and routine testing in medical imaging idt IEC 61223-2-4: 2003/7/1
2003 T DU AR HLARS 2 P R 56 departments--Part 2-4:Constancy tests-Hard copy cameras 1994
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GB/T 17006.7—

2 B AR T TR PRAN R AT iR 58 552-778 73«

Evaluation and routine testing in medical imaging

idt IEC 61223-2-7:

148 15003 FOEMERE DA T RBEX S LR e AN Eds o depar‘cments—Part 2 7: Constancy tests—Equlpment for 1999 2003/12/1
40 GB/T 17006.8— | F BRAZ 20T 1093 B AT R B 452-936 4 « Evaluatlon and routme testlng in medlcal imaging idt IEC 61223-2-9: 2003/12/1
2003 R PRI )5S RN ) 3 X A A Y departments—Part 2-9: Constancy tests—Equlpment for 1999
s GB/T 17006.9— |2 F BRAZ 26 T 1093 B AT R B 452-103 %)+ Evaluatlon and routlne testmg in medlcal imaging idt IEC 61223-2- 2003/12/1
2z by E, departments—Part 2-10:Constancy tests—X-ray equipment .
2003 FaE MR FURX SR k& 10: 1999
151 GB/T 17006— B2 T A% 0 1 1 SR R AT R 5 452-6384): X Evaluatlon and routlne testing in medical imaging idt TEC 61223-2-6- 1998/10/1
1997 BT LR B & e i PR departments--Part 2-6:Constancy tests--X-ray equipment for 1994
152 ?9%/9T 17827— i CIRCEIR INER e = d Guidelines for radiotherapy treatment rooms design it IE?96917859: 2000/5/1
B/T 17856— NN Radioth: imulators—Functional perf
153 |GBT 1T ST B Pk BRI EG J7 vk adiotherapy simulators—Functional performance eqv IEC 1168: 1993|  2000/1/1
1999 characteristics and test methods
_ 7 FH 7 BN 22 AR (i LR TE R 4 - ; : » : :
154 GB/T 17857 EEMK%J%*M ORBHRIT A2 S Medlcal radiology Termlnclcgy (Equl.prcent for. YY 91121-1999: IEC 60788-1984 2000/1/1
1999 =) radiotherapy, nuclear medicine and radiation dosimetry)
155 GB/T 17995— L YT, A RS MZEA RS %% |Guidelines for administrative, medical,and nursing staff idt IEC TR 60930: 2000/8/1
1999 S concerned with the safe use of medical electrical equipment 1988
156 |GB/T 18987-2003 |itsityy i &—Aehi . 23h 5% :::i ls(’therap y equipment—Ceordinates,movements and IEC 61217:1996,IDT|  2003/8/1
s B Radioth i t— inates, t
157 |GB/T 18987-2003 |HUiHiasT b4 Abki . i&3h 5 %I10E 5;‘11;2 erapy equipment—Coordinates,movements and IEC 61217:1996,IDT|  2003/8/1
158 GB/T 18988.1- TR AZ T AR e A% PEBEARIS IR 251#8  |Radionuclide imaging device—Characteristics and test GB/T 18988.1-2003 IEC 61675-1:1998 2014/8/1
2013 by IEMFRGIWERGEE conditions—Part 1:Positron emission tomograph ’ IDT
5 GB/T 18988.2- T 2 A e 4% P Be AR Bk #522%  |Radionuclide imaging device—Characteristics and test BT 18988.2.2003 IEC 61675-2:1998 2014-08.01
J 2013 4 ST RGN R E conditions—Part 2:Single photon emission computed G 988.2- MOD el
GB/T 18988.3- TR A% 22 AR 5 1k BE AR TG I ) 25335 Radionuclide imaging device—Characteristics and test IEC 61675-3:1998
160 2013 4 D IEFINLA SRR B % conditions—Part 3:Gamma camera based-wholebody GB/T 18988.3-2003 MOD 2014/8/1
% ISR finFE g i ide i i ice— isti :
161 |GB/T 18989-2013 TIOR3 AR 1B % M BRI ) i35 Radlcr.luchde imaging device—Characteristics and test GB/T 18989-2003 IEC 60789:1992 2014/3/1
FHHL conditions—Gamma cameras MOD
inizi i i GB/T 18990.1-
162 |GB/T 18990-2008 | i i R TIRAT. etk s EHT ) .Lute1n1z1ng hormone (.LH) test strip (Colloidal gold 2003-GB/T 2009/10/1
1mmunochromat0graph1c assay) DI
GB/T 19042.1- % FH AR R T TR PPN R A4 158 58 3- 1343 Evaluation and routine testing in medical imaging
163 2003 I 4R 35 B AN IE R 2R 5 T X 48 4% 4% R 1 e 56 departments--Part 3-1: Acceptance test- Imaglng performance IEC 61223-3-1:1999 2003/7/1
- 3 A% 3R TN R AT R Be | AN Evaluation and routine testmg in medlcal imaging
164 |GB/T 190422 2 AR AR T IVEAN R AT B0 53 — 27 7 HL DT 2005/8/1

2005

JIRX S 2 5 B B R A R TR TR

departments-Part 3-2: Acceptance tests-Imaging performance
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GB/T 19042.3-

2 AR AR T TVEAN R AT B0 2R3 — 38070 %

Evaluation and routine testing in medical imaging

IEC 61223-3-

165 2005 IR I A i B XA U % AR P B b ik ie  |departments--Part3-3:  Acceptance tests--Imaging 3:1996,IDT 2005/8/1
GB/T 19042.4- 2 F A% R T 15 B AT R 8 553 — 43 4y. ¢ |Evaluation and routine testing in medical imaging IDT IEC 61223-3-
166 2005 T 28 Y 4% R A% Ak B e iR 0 departments-Part 3-4:Acceptance tests-Imaging performance 4:2000 2005/8/1
GB/T 19042.5- 2 F A% R 11 R RAR B 90473856 453-534): X |Evaluation and routine testing in medical imaging ‘
167 2006 B A RS & e GeTbUktEe  |departments - Part 3-5: Acceptance tests-Imaging ' IEC 61223-3-5:2004 2007/7/1
- rp - . .. IEC 60977-
168 | GB/T 19046-2013 |22 ] fFhm3s 2§ 3o Uik o A0 B A4S 56 0 A2 Medical electron accelerators--Acceptance and perioidc tests | GB/T 19046-2003 ) 929 I\/?(;Z) 2014/8/1
169 |GB/T 191-2008 NI B bR & Packaging - Pictorial marking for handling of goods GB/T 1912000 | ISO780:1997,MOD | 2008/10/1
VEBF B A B AR EE T 2 h6% (/1) [5]|Conical fittings with a 6%(Luer) taper for syringes, needles  |GB 1962-1995; GB| .
170 |GB/T 1962.1-2001 el R4y EAESR and certain other medical equipment--Part 1:General 1962-86, GB 7953- 1dt ISO 594-1: 1986 2002/2/1
VRS 88 T B R HAh ST 28 46% (/KD [Fl |Conical fittings with a 6%(Luer) taper for syringes, needles . )
171 | GB/T 1962.2-2001 MERESk B8RSy BlE Rk and certain other medical equipment--Part 2:Lock fittings idt SO 594-2:1998 20027271
B2 F A 4 XETER 18 T Bo0% dh 4 P (1 g & |Medical electrical equipment-Dosimeters with ionization idt IEC 61674
172 |GB/T 19629-2005 () SR SR 'cham'bers and/or semi-conductors as used in X-ray diagnostic 1997 2005/6/1
173 |GB/T 19633-2005 |5 2 K # 59T 28 bR .35 Packaging for terminally sterilized medical devices idt IS(Z) 01013607: 2005/5/1
PRAME WK B 56 1 ) ) I 508 ) 28 453 i 3 | I vitro diagnostic test systems-General technical neq ISO 15197:
174 |GB/T 19634-2005 R LAt reql'lirements for blood-glucose monitoring systems for self- 2003 2005/5/1
175 GB/T 19701.1- SEHE ) A A TR 200 15 Kkl Implants for surgery - Ultra-high molecular weight idt ISO 5834-1: 2005/12/1
2005 polyethylene part 1:powder form 1998
176 GB/T 19701.2- SNEBHENYY B FRE O 52884 #5%8 [Implants for surgery Ultra-high molecular weight idt ISO 5834-2: 2005/12/1
2005 ¥l polyethylene--Part 2:Moulded forms 1998
PRANME T EE 7 280k A B R Ac b gl & |In vitro diagnostic medical devices--Measurement of idt 1SO 15193 :
177 (GB/T 19702-2005 SRR 1 5 quantities in samples of biological origin--Presentation of 2002 2005/12/1
PRANME T EE 7 280k A B R A b gl |In vitro diagnostic medical devices. Measurement of idt ISO 15194
178 [GB/T 19703-2005 S W) 5 (1358 IR quantities in samples of biological origin. Description of 2002 2005/12/1
- o ISO/T
179 |GB/T 19971-2005 | ZE7 {54 r= 5 K B AIEIL 9 Sterilization of health care products-Vocabulary 1113 9S g)(; OISIDT 2006/4/1
T ARARE = WK AEda sy i Fe. {1 & [Sterilization of health care products—Biological indicators—
180 |GB/T 19972-2005 . . . . ISO 14161:2000,IDT|  2006/4/1
GB/T 1997 R o &5 JLH ke rE Guidance for the selection,use and interpretation of results SO ad
181 GB/T 19973.1- 2 T 28 1 K B A A ) 28 5 5 — 24 i, | Sterilization of medical devices—Microbiological methods ISO 11737-1: 2006/4/1
2005 A W R R A —Part 1:Estimation of population of microorganisms on 1995, IDT
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18 GB/T 19973 .2- B2 FH S84 (1 TR A A M 22 7 05 — 2843 #fgi\ | Sterilization of medical devices — Microbiological methods ISO 11737-2: 2006/4/1
2005 RET R R —Part 2: Tests of sterility performed in the validation of a 1998, IDT
I 7 AL 77 5 T T K T TR T 0 A e o [ 2%k Sterilization of health care products-General requirement for ‘
183 [GB/T 19974-2005 K T EMVEE . B H s 4 (f38 f 3isk |characterization of a sterilization agent and the development, ISO 14937:2000,IDT 2006/4/1
184 |GB/T 20012-2005 | [Z2 F F A 15 28 701 B 1) AR 3l A X Medical electrical equipment—Dose area product meters IEC 60580:2003,IDT 2006/6/1
GB/T 20013.1- N - e L Nuclear medicine instrumentation -Routine test - Part 1: IEC 61948-1:
AN E I o AEEFH B RS Tt !
185 | 005 BECEABRPIUT RIS 10 ARG | counting system 2001 1D 2006/6/1
186 GB/T 20013.2- WL S A AT RIS 20 4% . IARIEAEM AN [Nuclear medicine instrumentation -Routine test - Part 2: IEC 61948- 2006/6/1
2005 BT RS AL R R s Scintillation cameras and single photon emission computed 2:2001,TDT
187 GB/T 20013.4- WL 2 A 2% AT IRIE 554385 BUPE B [Nuclear medlcme instrumentation—Routine tests— Part IDT IEC/TR 61948- 2011/2/1
2010 AL 4:Radionuclide calibrator 4:2006
D7 G 2 5 TR T DS AR e LM 1 3 TR T (17t | Sterilization of health care products - Requirement for
188 [GB/T 20367-2006 R R ) B SR validation and routine control of moist heat sterilization in ISO 13683:1997 2006/10/1
PRANME T EE 57 2808 A2 MRe b, ch B ()8 ek |In vitro diagnostic medical devices - Measurement of .
189 |GB/T 21415-2008 S ) 5 IR AR [ | 2 S quantities in biological samples - Metrological traceability of IDTISO 17511:2003 2008/9/1
GB/T 21416- .. .
190 ) b0s/xG1o00s | ST AR FAbRES 1 SES0H | Clinical electronic thermometer GB/T 21416-2008 2008/9/1
B/T 21417.1- L Ak . S NEQ BS EN 12470-
191 SOO/S 7 EMLAMERTE 6 —865r: His Clinical infrared thermometers - part 1: Ear Q 5$2003 7 2008/9/1
A A D A S AT L S TA e § Laboratory medicine - Requirements for reference
192 (GB/T 21919-2008 (6455 2 25l S = (1 oK . IDT ISO 15195:2003|  2009/1/1
measurement laboratories
193 |GB/T 22576-2008 |2 225258 53¢ Ji-e R B ) [ Fi 35 5 Medical laboratories - Particular requirements for quality IDT ISO 15189:2007 2010/2/1
and competence
194 [GB/T 22750-2008 | 4MRHE N4 54l Ak A P b el Implants for surgery—Ceramic materials based on high IDT ISO 6474:1994 |  2009/12/1
purity alumina
- . o -
195 |GB/T 246282000 |77 REEF SR A4 SR ML | Sterilization of health care products—Biologieal and ISO 18472:2006 IDT| ~ 2010/5/1
% chemical indicators—Test equipment
. ) SN P o Implants for surgery—QGuidance on care and handling of
196 |GB/T 24629-2009 |SMEHEAY) B ANBHE N E4 3R E 45 T - IDT ISO 8828:1988 [ 2010/5/1
orthopaedic implants
197 |GB/T 25304-2010 |4F 45 B4 8k 4 B % e Fij 35 5 Spemﬁc requirements for non-vascular self-expanding 2011/5/1
metallic stents
198 GB/T 25440.1- AR NI ECE 508 551884y BUL 540 |Retrieval and analysis of surgical implants—Part 1:Retrieval ISO 12891-1:1998 2011/5/1

2010

L

and handling

IDT
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GB/T 25440.2-

SEHENPIEUE 504 235 B &R

Retrieval and analysis of surgical implants—Part 2: Analysis

ISO 12891-

2011/5/1
199 2010 ANEHE AN b of retrieved metallic surgical implants 2:2000,IDT 5/
200 GB/T 25440.3- AR NP B 508 55334y BULZE A |Retrieval and analysis of surgical implants—Part 3:Analysis ISO 12891- 2011/5/1
2010 YIANRHE N5 A of retrieved polymeric surgical implants 3:2000,IDT
»01 GB/T 25440.4- AR NP ECE 508 55434y BULPE%  |Retrieval and analysis of surgical implants—Part 4: Analysis ISO 12891- 2011/3/1
2010 ANEHE AN b of retrieved ceramic surgical implants 4:2000,IDT
202 |GB/T 27661-2011 |#OoekE HFEdiFE 2 B0 & 773 Test methods for single-pass loss coefficient of laser robs 2012/4/1
203 |GB/T 2766-2006 |z M= 1k it i@ F AR 444 Haemostatic forceps with box joint - General specifications GB 2766-1995 ISO 7151:1988 2007/7/1
) N thods fi inti itional stability of 1
204 |GB/T 27662-2011 |35 ye ok 45 (m A4 B A4 g et 7 1 bTeZiL methods for pointing and positional stability of laser ISO 11670:2003 IDT| 2012/5/1
GB/T 27664.1- FOHRAG I R P ARG 15 4% (1 B S A E 2B 13 Non-destructive testing—Characterization and verification EN 12668-1:2000
205 . . 2012/5/1
2011 Sy AN of ultrasonic test equipment—Part 1:Instruments MOD
206 GB/T 27664.2- TR I ARG I A P B SRS A2 Non-destructive testing—Characterization and verification of EN 12668-2:2001 2012/5/1
2011 Sy Rk ultrasonic test equipment—Part 2:Probes MOD
207 GB/T 27664.3- TEAAG I A R A A I BE BRI S5 3K Non-destructive testing—Characterization and verification EN 12668-3:2000 2012/11/1
2012 I HEERR of ultrasonic test equipment—Part 3:Combined equipment MOD
208 |GB/T 27665-2011 |35 440 88 A B A WO CHE OB T BE M == 7 7= Test methods for lasing capability of Nd:YAG laser rods 2012/5/1
. - NN Evaluation and test method for beam quality of
- 138 PO 28 6 TR (R AN AT 8 77 . 2012/5/1
209 |GB/T 27666-2011 |l it FH 6 2% 6 o5 =t (1 PPAN AR 7 32 manufacturing laser system /5/
. " _— i luation of optical systems—Determination of
210 |GB/T 27667-2011 |2 R Ge 4R VFAR W gl 2 inIS‘:‘;fiyoiva uation of optical systems—Lietermination o ISO 9039:2008 IDT | 2012/5/1
B/T 27668.1- S s SN At 1 2 \n T it g . . . I 10934-1:2002
211 SO 1/1 7 SR AAE F13H 4 e BOR Vocabulary for microscopy—Part 1:Light microscopy SO 1\9/[ oD 2012/5/1
. . _— . - tive testing—Ult ic i tion—Evaluati
212 |GB/T 27669-2011 [Tkl kel AR i e | o destructive testing—Ultrasonic inspection—Evaluating ISO 12710:2002 IDT|  2012/5/1
electronic characteristics of ultrasonic test instruments
213 |GB/T 2985-2008 |44 & s Biological microscope GB/T 2985-1999 2009/2/1
214 |GB/T 4999-2003 | FRIEEIENR ¥ & AAE: Anaesthetic and respiratory equipment—Vocabulary GB/T 4999-85 idt ISO 4135: 2001 2003/12/1
iy o . IDT ISO 1942-
215 |GB/T 9937.1-2008 | il 25 130 4: ARG R AE Dental vocabulary - Part 1: General and clinical terms 2009/11/1

1:1989 Amd1:1992

2015 Copyright @ Hangzhou CIRS Co., Ltd

Prepared by CIRS: www.cirs-md.com
Email: Edwin.wen@cirs-group.com




IDT ISO 1942-

216 |GB/T 9937.2-2008 | F1jfsialil 52885 kAL Dental vocabulary - Part 2: Dental materials GB/T 6387-1986 9:1989 2009/11/1
iy o IDT ISO 1942-
217 |GB/T 9937.3-2008 | I il 53805 sk Dental vocabulary - Part 3: Dental instruments 3:1989 Amd1:1992 | 2009/11/1
o AR g . ISO 1942-4-1989
218 |GB/T 9937.4-2005 | A BRI ARIE 4%y RS Dental vocabulary—Part 4: Dental equipment IDT 2005/5/1
NN Ak TN .\ . . . IDT ISO 1942-
219 |GB/T 9937.5-2008 | s ialil 5558R4r: SMNRAR S ARE Dental vocabulary - Part 5: Terms associated with testing GB/T 9937-1988 5:1989 2009/11/1
220 |GB/T 9938-2013 |4 R4 -0l F1 e X BRI RR R 12 lc);?:;;try_DeS‘gna“on system for teeth and areas of the oral| - ;1 093¢ 1988 | 150 3950:2000 DT | 20147271
221 |GB/T 9969-2008 | Tl e F 35 18 45 ] General principles for preparation of instructions foruse of | - o5 9969 1 1998 | GB 5296.1-1997 2009/5/1
industrial products
GB/Z 17994— \ Guidelines for the development and use of medical electrical idt IEC/TR 3
In's SIT e b Kk 4500 . . . 2001/8/1
222 1999 i AP DAT @bty e S 1 0 equipment educational materials 61258: 1994 8
. \ N Technical requirements of equipment for extracorporeally
— _ 2L A L s — /12/1
223 1YY 0001 —2008 RANS| KA B AR R induced lithotripsy YY 0001 —1990 2009
. . IS T9205-1983
224 1YY 0003-1990 TR AR sickbed WS 2-82-1984 s ?\IEQ 1991/4/1
225 1YY 0005-1990 HLERNBEENTE 2 Single ring steel-plastic intrauterine devices 1991/4/1
226 |YY 0006-2013 & JE WA EY k2% Metal double-wing vagina dilator YY 0006-1990 2014/10/1
. . _ . . ISO 5836-1988, NEQ
} L gsm A ) L - } >
227 |YY 0017-2008 FEGHEAY &EEER Implants for osteosynthesis—Metallic bone plates 0017-2002 1SO 9269-1988 NEQ 2010/6/1
) ) ISO 5835,NEQ ISO
228 |YY 0018-2008 BESHEANY &EiEgigs Implants for osteosynthesis—Metallic bone screws 0018-2002 6475 NEQ ISO 2010/6/1
229 1YY 0019-2002 B AR 4 SRR P A ir;s[i:;lll:s for osteosynthesis--Metallic intramedullary nailing YY 0019-1990 2003/4/1
230 |YY 0027-1990 L RVE R I IR 40 Electro-heating standing-temperature cultivator GB 4998-85 1991/4/1
231 |YY 0030-2004 G EIE T Peritoneal dialysis catheters YY 0030-1990 2005/8/1
232 |YY 0033-2000 T ST 2 FLAE P PR G Good manufacture practice for sterile medical devices YY/T 0033-1990 2000/9/15
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233 [YY 0041-1991 EDIHER N7 T fg g S b Feed additive sulfaquinoxaline 1992/1/1
234 |YY 0042-2007 T T S IR ATL high-frequency jet ventilator YY0042-1991 2008/2/1
235 1YY 0043 —2005 s e 55 Medical suture needle YY0043—1991 2006/6/1
236 |YY 0045-2013 S PR General maternity beds YY 0045-1991 2014/10/1
DAY A T8 Y MsEiee. g% | Cardiovascular implants and artificial organs— MOD ISO
237 [YY 0053-2008 PR 28 . M 2 v 4 2 Haemodialysers haemodiafilters haemofilters and YY 0053-1991 8637:2004 2009/12/1
238 [YY 0054-2010 ML % Haemodialysis equipment YY 0054-2003 2012/6/1
239 [YY 0055.1-2009 TR ECAL 5512040 A 0k 2T Dentistry—Powered polymerization activators—Part VY 0055-2002 IDT ISO 10650- 2010/12/1
1:Quartz tungsten halogen lamps 1:2004
FRIEFEAHL 5235 K6 W (LED) |Dentistry—Powered polymerization activators—Part MOD ISO 10650-

2- e . 3- 2010/12/1
240 [YY 0055.2-2009 ¥T 2:Light-emitting diode(LED)lamps GB/T 5584.3-1985 2:2007
241 |YY 0059.1-1991 | FBIFHL 45 F R ETFHL Dental handpiece No.4 dental straight handpiece WS 2-57-73 1992/9/1
242 [YY 0059.2-1991 |4 FFHL 79 4R EHFHL Dental handpiece No.7 dental straight handpiece WS 2-58-73 1992/9/1
243 |YY 0059.3-1991  |A#&RLFHL 4. 75 4 FEFHL Dental handpiece No.4 and No.7 dental curve handpiece WS 2-59-1973 1992/9/1
244 1YY 0060-1991 AR Hot compressive therapy JIS S4100-85 NEQ 1992/9/1

o4 B g e P .. . . ISO 10939:1998

245 1YY 0065-2007 AR B 28 24 BT B ks Ophthalmic instruments—Slit-lamp microscopes YY0065-1992 MOD 2008/2/1
246 [YY 0066-1992 AR R 24X 2% 42 38 R AE Terms for ophthalmic optical-instruments 1992/7/1
247 IYY 0067-2007 WG B Micro-circulation microscopes YY0067-1992 2008/2/1
248 |¥Y 0068.1-2008 AN Bies TN B 2B 1800 A ERE & | Medical Endoscopes—Rigid Endoscope—Part 1:Optical HAYY 0068-1992 NEQ ISO 8600- 2009/12/1

' MRk J7vE properties and test methods " 1:2005;ISO 8600-

2 STAE Tk N BiAE 0304) kb bl Bl ; _ Rioi . N NEQ ISO 8600-

249 | vy 0068.2-2008 | /0L BRTEARRGE 2555 HLBLIERE R | Medical Endoscopes—Rigid Endoscope—Part HAFYY 0068-1992 2010/6/1

MR T

2:Mechanical properties and test methods

1:2005;ISO 8600-
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250 |Y'Y 0068.3-2008 %E PIELGE BT IRUBL IS ARSEHIBEHS ?j:gf;i:;i‘:;;gapf s—Rigid endoscope—Part 3:Marking and) oy v 40681992 IESOE?NOE'&' 2010/6/1
251 |YY 0068.4-2009 (P Fi pu i Rt oy Bk S04 904 HEAER rgﬂf;;ii?:fff; Lflr_ei;g; td endoscope—Part HATYY 0068-92 2011/6/1
252 |YY 0069-2009 TS N e SR Particular requirements for rigid bronchoscopes YY 0069-92 2011/6/1
253 |YY 0070-2008  |&issigs Esophagoscope YY 0070-1992 2009/12/1
254 1YY 0071-2008 EHg. ZARGEmEE Sigmoidoscopy and rectoscopy set YY 0071-1992 2009/12/1
255 1YY 0075—2005 THE R Lachrymal probes YY0075—1992 2006/6/1
256 1YY 0076-1992 SRR A2 AL CC:ri;iirtliiiassiﬁcations for metal product Technical WS 2-1-73 1992/7/1
257 IYY 0078-1992 & EhE R A S General Specification for bronchus foreign clamp WS 2-238-77 1992/7/1
258 |[YY 0085.1-1992 | Jkzh B 25 & 11 2875 K H 2% Pulsing Prevacuum Steam Sterilizer 1992/10/1
259 |[YY 0085.2-1992 [T H 2SI 2475 K 2% Forevacuum pressure steam sterilizer 1992/10/1
260 |YY 0088-1992 ORI RS Electrophoresis device 1992/10/1
261 |YY 0090-1992  |Feramii Uterine curette WS 2-95-1974 1992/10/1
262 |YY 009012013 |7y o Cervix dilator YY 0091-1992 2014/10/1
263 |YY 0092-2013 T IEAREURE A Cervical biopsy forceps YY 0092-1992 2014/10/1
264 |YY 0096-2009 Hi-601 FE 2 VR IT HL Co-60 teletherapy unit YY 0096-1992 2010/12/1
265 |YY 0097-1992 W7 ARAEAR Magnetic health care cup 1993/1/1
266 |YY 0104-1993 = three edged needle WS 2-274-80 1993/5/1
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267 |YY 0105-1993 biikas press-needle WS 2-273-1980 1993/5/1
268 |YY 0107-2005 AR AR P A A mode ultrasonic biometer for ophthalmology YY0107-1993 2006/12/1
269 |YY 0109-2013 E RS AL Medical ultrasonic nebulizer YY 0109-2003 2004/1/1
270 [YY 0115-1993 — YR A SR 1l 2% Disposable hemostix 1993/5/1
3| f AR T PN . : . . .

271 |vy 0117.1-2005 ftf—“rﬁ)\% B R TEAAE . F 1 Ti6Al4VEK A |Implants for surgery forglngs, castings 'for bone joint YY 0117.1-1993 ISO 5832-3-1996 2006/12/1

S prostheses-Ti6Al4V titanium alloy forgings NEQ

AR N = TR, 551 ZTi6A14VER |Implants for surgery-Forgings, castings for bone joint
272 |YY 0117.2-2005 EeE prostheses-ZTi6Al4V titanium alloy castings YYO117.2-1993 2006/12/1

AR N = TR 51554454044 |Implants for surgery-Forgings, castings for bone joint ISO 5832-4-
273 1YY 0117.3-2005 ) ’ . YYO0117.3-1993 2006/12/1

7 7 Pl prostheses Cobalt chromium molybdenum alloy castings 7 1996,IDT
ISO 7206-1 NEQ
274 [YY 01182005 |t frtk Hip joint prostheses YYO0118-1993 | 15072062 NEQ | 2006/12/1
‘ YY 0119-1993; %

275 1YY 0119-2002 BESHEANY &R HEl Implants for osteosynthesis--Metal correctional nail YY/T0119.1~ 2003/4/1
276 |YY 0120-2002 HFEGHEANY &RGERE Implants for osteosynethesis-Metal correctional stick YY 0120-1993 2003/4/1
277 IYY 0131-1993 AR H 4R 2% Tearing Caps For Oral Liquid Preparation 1993/12/1
278 |YY 0143-1993 iR F T T Pharmaceutic Adjuvant Tartrazine 1994/5/1
279 |YY 0144-1993 AR H %8 Pharmaceutic Adjuvant Sunset yellow 1994/5/1
280 |YY 0145-1993 2y kL BARE AL Pharmaceutic Adjuvant carminum 1994/5/1
281 |YY 0146-1993 2R ik Pharmaceutic Adjuvant amaranth 1994/5/1
282 [YY 0147-1993 25 Ak = Pharmaceutic Adjuvant brilliant blue 1994/5/1
283 |YY 0154-2013 JE 7805 K Rt s 4 B e 2 | Spring full lift safety valves on pressure steam sterilizer YY 0154-2005 2014/10/1
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284 1YY 0156-1994 MERYRT 2% Minim oscillator ZB C44003-86 1994/7/1
285 |YY 0166-2002 WHEREE BBl Surgical suture needles with thread YY 8(1)22:122411 Yy 2002/5/1
286 |[YY 0167—2005  [AEWR ISk AR} 4% 2% Non-absorbable surgical suture YYO0167—1998 2006/6/1
YY / T0174—
287 [YY 0174—2005 | FARJI v Scalpel blade 1994, YY0293— 2006/6/1
288 |YY 0175—2005 |FARJIJHN Scalpel handle YY / T0175—1994 2006/6/1
289 [YY 0203-1995  |Z5/4E0K Aluminum bottle for medicines 1995/5/1
290 |YY 0204-1995 245 FARL TR A Pharmaceutic Adjuvant sodium hydrogen sulfite 1995/8/1
291 [YY 0205-1995 24 Akl S /K T Tt FR 47 Pharmaceutic Adjuvant anhydrous sodium sulfite 1995/8/1
292 [YY 0206-1995 2R 20 Y 7. FR — 4 Pharmaceutic Adjuvant EDTA 1995/8/1
293 |YY 0207-1995 25 4kl LA R Pharmaceutic Adjuvant L-tartaric acid 1995/8/1
294 1YY 0208-1995 AR 2. Pharmaceutic Adjuvant quadrol 1995/8/1
295 |YY 0209-1995 iR A A Pharmaceutic Adjuvant potassium hydroxide 1995/8/1
296 |YY 0215-2008 ZE R ENEE medicinal ozone disinfecting cabinet YY 0215.2-1995 2010/6/1
297 |YY 0231-1995 BRI 2 Pharmaceutical glass line 1996/10/1
298 |YY 0236-1996 24 B T IR Gl ) S::;:;nlzule for Laminated Films for Pharmaceutical 1996/6/1
299 IYY 0237-1996 25 ARl B TR A AN Pharmaceutical excipients—Disodium hydrogen phosphate 1996/7/1
300 |YY 0238-1996 25 Akl RIELr 4R Pharmaceutical excipients—Methyl cellulose 1996/7/1

2015 Copyright @ Hangzhou CIRS Co., Ltd

Prepared by CIRS: www.cirs-md.com
Email: Edwin.wen@cirs-group.com



301 |YY 0239-1996 iRl IR YgER Pharmaceutical excipients—Ethyl cellulose 1996/7/1
302 [YY 0240-1996 25 %Rl RERREEES Pharmaceutical excipients—Magnesium aluminum silicate 1996/7/1
303 |YY 0249-1996 RRERE Aluminum tube for medicinal ointment EQV BS 2006:1984 1997/7/1
304 Y'Y 0252-1997 (L2 R BIF) A3 5 f0R Class1ﬁ(fat10n and code for chemical medicine( raw material, 1991/1/1
preparation )
305 Y'Y 0260-1997 BIZE LI 4 2 5 AR TG Classification and codes for pharmaceutical machinery 1998/4/1
products
OE NN T 288 Mm% % B 444t [Cardiovascular implants and artificial organs—
306 |YY 0267-2008 L .. . . . YY 0267-1995 2009/12/1
7 MEFR M 3% Extracorporeal blood circuit for blood purification devices 7-199 o2
307 |YY 0270.1-2011  [ZF R} BHER G 15 SOARAER G | Dentistry-Base polymers-Part 1:Denture base polymers Yy (())7267;)-22(())(())3’YY 150 ;/5[(6)71;1 999 2013/6/1
PR FLR A S A XA . | , | YY 0270-2003,YY ISO 20795-
308 |[YY 0270.1-2011 | F B2 EREW 13 OAIEIEE AW |Dentistry-Base polymers-Part 1:Denture base polymers 0768-2009 1:2008:1SO 2013/6/1
309 Y'Y 0271.1-2009 FRKHK TIT S 1304 R 19T Déntlstry—Water-based cements—Part 1:Powder/liquid YY 0271-1995 MOD ISO 9917- 2010/12/1
acid-base cements 1:2003
— o A s oy . . IDT ISO 9917-
310 [YY 0271.2-2009 |4 REKEEKITIT 22845 HelEAKITIT Dental water-based cements—Part 2:Light-activated cements 91998 2010/12/1
TR 2L A A B T AR A T L A - ; ; ; N
311 vy 0272-2000 i7F F%\ ﬂj{"@q’:/T KT ITAA S T E®N | Dentistry-Zine oxide/eugenol and zinc oxide/non-eugenol YY 02721995 MOD ISO 2010/12/1
EALEE KT VT cements 3107:2004
312 |YY 0284-2004 A e f"(l)"iliégli;leral specification of He-Ne laser medical instrument YY 0284-1996 2005/1/1
— Y L o Ay s R AN : : _ : _ . _
313 |YY 0285.1—-1999 | WHAE T IE N SE B 15y BHE Sterl.le,smgle use intravascular catheters—Part 1:General YY0285.1—1996 ISO 10555 1999/10/1
R requirements 1:1995,IDT
Y L o A s e AN : : _ : _ . _
314 |YY 0285.1-2004 ‘ WAE T IE N SE B 1. BHE Sterl.le,smgle use intravascular catheters—Part 1:General YY 0285.1-1999 ISO 10555 2005/8/1
R requirements 1:1995,IDT
— Ve LTS A KA AT IN . YRS H : _ : - -
315 Yy 028521999 | WS T IS NS E 20 . GRS Sterlle. single .use intravascular catheters—Part ISO 10555-2-1996 1999/10/1
(= 2:Angiographic catheters IDT
Y Do A T AU SRRy e cinoleice | _ . A
316 [YY 028531999 | /J\Eﬁfﬂﬂ:lﬂﬂﬂ ENSE 3. 0 |Sterile single-use intravascular catheters—Part 3:Central ISO 10555-3-1995 1999/10/1
&S =4 venous catheters IDT
— Y L AL s AN AN . BREE H : _ : - . A-
317 |vy 0285.4—1999 AR T ML NS 55438y . BR¥EY™  |Sterile single-use intravascular catheters—Part 4:Balloon ISO 10555-4-1996 1999/10/1

KFE

dilatation catheters

IDT
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Yk LA B SIS B He sinole-use i _ . _ .
318 |vy 0285.5-2004 (J\Eﬁfﬂj{j WM NS B5550: BEHSb Sterlle,smgle use intravascular catheters—Part 5:Over YY 0285.5-1999 ISO 10555 2005/8/1
5% needle peripheral catheters 5:1996,IDT
P T R 0A S 1 o s g Ay ol ; - . : : o
319 [vY 0286.1-2007 L AR A 25 15R 4 — YR A A 50y ik | Special 1nfL.1s10n sets—Part 1:Infusion sets with precision GB 18458.1 2008/4/1
213 filters for single use
AL A L, — Yk ek e A ol ; _ . : : o
320 |YY 0286.1-2007 f’?):ﬁfm{ﬁza 14 UL I FSa d J€H  [Special 1nfL.1s10n sets—Part 1:Infusion sets with precision GB 18458.1 2008/4/1
s filters for single use
e S2ERar: —IRYE Vi € & id li i i i i d ISO/DIS 8536-
391 |vy 0286.2-2006 ?’%fﬁﬁguﬂ?i ZifZﬁBﬁ DAL R € B i [Fluid lln'es for use with pressure 1nfus.10n. equipment and GB 18458.2-2003 | ™© 2007/4/1
WEs R accessories for single use -Part 1: Fluid lines 5: 2000
ORI AN . — VM i o A e AT : ; ; : e
322 [vy 0286.2-2006 %f@fﬁj@%ﬁﬁfﬁﬁﬁﬁ YA S 5 |Fluid lln'es for use with pressure mfus.lon. equipment and GB18458.2-2003 ISO 8536-5 2007/4/1
Wids, R accessories for single use -Part 1: Fluid lines 2004, IDT
/IXQA\A gA/rJ A . Y M \ /I\‘A\A\n_ . . . _ . . _ . . . Q.
123 (Y'Y 0286.4-2006 %fﬁfii{mifﬁﬁﬁ DA R U5 % [Special lr}fusmn sets - Parjc 4: Single-use infusion equipment ISO 8536-8-2004 2007/4/1
# i A for use with pressure infusion apparatus IDT
D - 0A S/ 1 £% ali ; _ . . .
124 [YY 0286.5-2008 :’%):E?m{{zza HE5ER UAEAE e A48 'Spec'lal infusion s.ets Part 5:Bottle-type and bag-type 2009/12/1
FRMn A infusion sets for single use
AL eI 925 ELO L o i ol : - . ot
325 Y'Y 0286.6-2009 ?fﬁim{&%i BTN AR I B E T Sp.eCIal 1nf}1s10n. sets—Part 6 Flow rate-setting and 2010/12/1
R adjustable infusion sets for single use
3y v =Y AN "‘J ST L . =] L. _ .
326 1YY 0290.10-2009 RF Hl?% AT @RI 1087 A R IRA Intraocular lenses—Part 10:Phakic intraocular lenses MOD IS0 11979-10 2010/12/1
TR A 2006
» NIV . hthalmic implants—Int lar I —Part MOD I 11 -
327 |YY 0290.1-2008  |MRFHES: A Ttk tk 1855 : RiE Ophthalmic implants—Intraocular lenses—Pa YY 0290.1-1997 OD IS0 11979 2010/6/1
1:Terminology 1:2006
3] 22, (SR /rJ ST L : NS VPN ). . . - o . . ~
328 1YY 0290.2-2009 ﬁﬁﬂ‘fﬁ% N T EIRAR B2 45 a2 ae iRk Ophtha.lmlc implants—Intraocular lenses—Part 2:Optical YY 0290.2-1997 MOD ISO 11979 2010/12/1
L iR properties and test methods 2:1999
L HOR K B34 WU e Bl . . . .
129 VY 0290 3-2008 ﬁE?Hj'ﬁ% AN TSR 253885y WAL B Al Ophthal@lc 1mplants' Intraocular lenses—Part YY 0290.3-1997 ISO 11979-3 2010/6/1
RITVE 3:Mechanical properties and test methods 2006,IDT
330 |YY 0290.4-2008  |HRRIEZE AT SRk S4t050: FRaRIvE R Opht[halmlc 1@plants—1ntraocular lenses—Part 4:Labeling YY 0290.4-1997 ISO11979-4:2000 2010/6/1
and information IDT
331 [YY 0290 5-2008 BRI E2E AT SRk 558040 AEAAT 2 Ophthalmlc 1‘m'p¥ants—1ntra0cular lenses—Part YY 0290.5-1997 1ISO11979-8:2006 2010/6/1
5:Biocompatibility MOD
e AT IR BRI RIS . N :
332 |YY 0290.6-2009 ;Eﬁ ?;E% N T AR 6T FAUPIISH | | lar lenses—Part 6:Shelf-life and transport stability | YY 0200.6-1997 | OT 1682)0171979 2010/12/1
oA B Tt :
333 [YY 0290 8-2008 BRI E2E AT Sbb ik 583040 HATER Ophthalmic 1mplant's—lntraocular lenses—Part YY 0290.8-1997 ISO 11979-8:2006 2010/6/1
8:Fundamental requirement MOD
Bk AT SRR 05 ZHAT SR ic implants— —Part 9:Mulii 9.
134 [YY 0290.92010 ARA 2 N TR 559885 24N T AR Qphthalmlc implants—Intraocular lenses—Part 9:Multifocal ISO 11979-9:2006 2012/6/1
N intraocular lenses MOD
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22 WX G AR ST B4 4% FL 28— F o AR a2

Protective devices against diagnostic medical X-radiation-

IDTIEC 1331-

335 1YY 0292.1-1997 YA BEITTIN E Part1: Determination of attenuation properties of materials 1:1994 199771071
, = — 0 . - - - . . o
336 Y'Y 0292.2-1997 s FHZ WX ) 2R 4R B B 3 2% H ¥4y B3 3% [Protective deches against diagnostic medical X-radiation 7B C43001-85 IEC 1331-2-94 1997/10/1
TEM Part 2:Protective glass plates
337 |YY 0299-2008 (25 PR A R A 7 Medical ultrasonic couplant YY 0299-1998 2010/6/1
YY 0300-1998,YY MOD ISO
_ PR e N A Ié}/— oy . - . N
338 |YY 0300-2009 TR BERAANTS Dentistry—Artificial teeth for dental prostheses 0301-1998 22112:2005 2010/12/1
1 7 Yo AN Gk i — — : i -
339 |YY 0302.1-2010 FRIERE 2800 R4 B8R0 AMFURIfE R &4 [Dental rotary instruments—Burs—Part 1:Steel and carbide YY 0302-1998 ISO 3823 2012/6/1
T4t burs 1:1997,MOD
340 |YY 0303-1998 (25 PR ¥4 1 I A H Bl Hydroxyapatite powder for medical applications ASTMNI;;QISS_SS 1998/10/1
Plasma sprayed hydroxyapatite coated titanium dental
341 [YY 0304-2009 S TR TR KA R R T P R implant YY 0304-1998 2011/6/1
) . } o ' ASTM F1185-88
342 1YY 0305-1998 FR R I A Y& Hydroxyapatite Bioceramics NEQ; ISO/TR 7405_ 1998/10/1
343 |YY 0306-2008 A7 5 A B R Particular re'qulrernents for the safety of heat radiation YY 0306-1998 2010/6/1
therapy equipment
VS - . : .
344 |vY 03072004 B AR A R A O TR IT LB R 4 G.eneral SP601ﬁcat10n of Nd:YAG laser medical instrument YY 0307-1998 2005/1/10
14 with continuous wave (CW)
345 Y'Y 03072011 T T ) Nd:YAG laser medical instrument with continuous YY 0307-2004 2013/6/1
wave(CW)
346 |YY 0308-2004 2 375 W o A e e Medical sodium hyaluronate gel YY 0308-1998 2005/11/1
P General specifications for X-ray equipment for computed
347 [YY 0310-2005 X S & B BB R 3 5% m AR 44 tomography YY0310-1998 2006/12/1
, NSV Single-use containers for human venous blood specimen YY0314-1999; 4 MOD EN
- Y o N2 o BY
348 |YY 0314-2007 R N S E L e YY 0314 148202004 2008/8/1
349 [YY 0315-2008 S e YN W R =N Wrought titanium and titanium dental implant YY 0315-1999 2009/12/1
\/7\* o 2B 4 "E,E[A /‘-/: = \: . . . . . . ~ .. - N a2
350 [YY 0318-2000 ZEH 1,A BT X 5 qufuiﬁ] Bydr s B 238 5. BiiF |Protective deche against diagnostic rr}edlcal 'X radiation VY 0128-1993 14 IEC 61331-3-1998 2000/7/1
ARAAE Bl 7 28 FL Part 3:Protective clothing and protective devices for gonads IDT
B S 5 52804 R4 07 T Wt 3R v 4% |Medical Electrical Equipment—Part 2-33:Particular IDT IEC 60601-2-
351 1YY 0319-2008 et SR Requirements for the Safety of Magnetlc Resonance YY 0319-2000 33:2002 2009/12/1

= - P U S TR T~
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352 [YY 0321.1-2009 | — kA P Jok e 25 ol Single-use puncture set local anaesthesia YY 0321.1-2000 2010/12/1
353 [YY 0321.2-2009 | — VAt Ad F ke A 41 Single-use needle for anaesthesia YY 0321.2-2000 2010/12/1
354 |YY 0321.3-2009 | — /A I R F 3k ik 2% Single-use filter for anaesthesia YY 0321.3-2000 2010/12/1
355 |YY 0322-2009 BRI AX High frequency fulguration therapy equipment YY 0322-2000 2011/6/1
356 |YY 0323-2008 |40 AMAT Y i & 24t R Z:Il?;fearrureqmremems for the safety of infrared therapy YY 0323-2000 ICS11.040.60 2010/6/1
357 |YY 0324-2008 AR N Y R Infrared examining equipment for mammary gland YY 0324-2000 1CS11.040.60 2010/6/1
358 |YY 0325-2002 — ML HE S RE Single urethral catheter for single use EN 12;8_;/? (‘;17)/A1- 2002/4/1
Ve N W 2N B BE A AN R : : : -
359 [YY 0326.1-2002 (/\ PEAS FH .00 30 2K 2 2 88 2B 158 I Plasmapheresm centrifuge appararus for single use--Part 2002/4/1
van--yN 1:Centrifuge bowl
Ve N W INBEBE ANl : : : -
360 [YY 0326.2-2002 | DRVEAS S O a0 2 25 98 S023 04y I Plasmapheresls centrifuge appararus for single use--Part 2002/4/1
Bk 2:Plasma tubing
Ve N W NGB BE AN ol : : : _
361 |YY 0326.3-2005 YA Ad A O R M 2% 4 2928 553300 : 3¢  |Plasmapheresis centrifuge apparatus for single use-Part 2006/12/1
=] 3:Plasma bag
362 1YY 0327-2002 VA S A L A Hum.an blood containers for UV rays transmission therapy 2002/4/1
for single use
363 |YY 0328-2002 — RAEAE LT R 4% Single use blood-taking set for blood processing equipment 2002/4/1
364 |YY 0329-2009 — RAEAE 22 4 e 2% Leukocyte reduction filters for single use YY 0329-2002 2010/12/1
365 |YY 0330-2002 2= it e kg Medical purified cotton WS 1;;31986 2002/10/1
366 [YY 0330-2002 I P i S A Medical purified cotton PR ED 2003/4/17
M Gk 2]y ¥ HE R L 25 VL 47 P B B <f 1 :
367 |vY 03312006 Hﬁ{]ﬂf,\,?ﬁ\ ARG IR ST AR K1 BEEE SR [Performance requirements and test meth.ods for absorbent YY0331-2002 EN 14079: 2007/4/1
FREE TT 1 cotton gauze and absorbent cotton and viscose gauze 2003,MOD
368 |YY 0332-2002 MARLHEE Implantable drug-supplying device 2002/10/1
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Nd:YAG laser medical instrument with continuous

369 [YY 0332-2011 ARG EE 2013/6/1
wave(CW)
370 Y'Y 0333-2010 H A Tk 28 Soft-tissue expander device YY 0333-2002 ASTM i}ggl-2003 2012/6/1
General specification for surgical implants made of silicone Y'Y 0334- BS 7253-3-1990
371 1YY 0334-2002 FERRIESTFHEA DB 2R elastomer 2002/XG1-2013 MOD 2002/1071
372 |YY 0336-2002 — YRS T B Y1 gk 2% Sterile vagina dilator for single use Y'Y 0336-2013 2002/10/1
373 |YY 0336-2002 —RMEAE R Y E Y gk 2 Sterile vagina dilator for single use ARSI T 2004/10/11
374 1YY 0336-2013 — A T YE Y 5k 28 Sterile vagina dilator for single use YY 0336-2002 2014/10/1
375 |YY 0337.1-2002  |SEHEE 1884 BV Rk Tracheal tubes--Part 1:Commonly-used tubes and connectors ISO 5361-1999 IDT | 2003/4/1
376 |YY 0337.2-2002  |SEHHE 285 FI/K (Cole) R4HE Tracheal tubes--Part 2:Cole type tube 1505 31?)1%4'1987 2003/4/1
Ju s ey N e ) ISO 5366-1-2000
377 |YY 0338.1-2002 | &EV)ITHEE 135 BN E KiEk Tracheostomy tubes--Part 1:Tubes and connectors for adults IDT 2003/4/1
e it Jte ne \ st st ) L ISO 5366-3-2001
378 |YY 0338.2-2002 |SEVIFHEE 55240 /NLAREVIIFEE | Tracheostomy tubes--Part 2:Paediatric tracheostomy tubes IDT 2003/4/1
e - . . . MOD ISO
379 |YY 0339-2009 N3 FH W 5| & Suction catheter for use in the respiratory tract YY 0339-2002 8836:2007 2010/12/1
380 1YY 0341 2009 e 2 FH TR 4 TR 0 R 2 General .technologlcal requlremer.lts for non-active metallic VY 0341-2002 2011/6/1
surgery implants of osteosynthesis
; . . R4 2SO 5838-
381 |YY 0345-2002 HEASHEANY 4 E 5% Implants for osteosynthesis--Metal bone pins 1:1995 ISO 5838- 2003/4/1
332 Y'Y 0346-2002 B A RO 4 B S T Iflnrr[ia;nts for osteosynthesis—Metal nail of neck fixation of 2003/4/1
383 |YY 0448-2009 FHRAE 2 EhAG ) LCrFAX Ultrasonic Doppler foetal heartbeat detector YY 0448-2003 2010/12/1
384 |YY 0449-2009 A S RG ) LIA R Ultrasonic Doppler fetal monitor Y'Y 0449-2003 2010/12/1
Y Do A At LA : e cinoleice |
185 7Y 0450.1-2003 T IME NS B0 Accessory devices for sterile single-use intravascular 1SO 11070:1998.IDT|  2003/9/1

51 20K

catheters--Part 1:Introducers
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Accessory devices for sterile single-use intravascular

ISO 14972:1998,

386 [YY 0450.2-2003 ThE G g catheters--Part 2:Obturators for over-needle peripheral IDT 2003/9/1
Y B4 ) S i s 384, Bk |Accessory devices for sterile single-use intravascular
387 [YY 0450.3-2007 IREEARFIOC T ML E 1S AR AFR 3 H0r: 2R T ot Al : 2008/8/1
Y kS RS T catheters—Part 3:Inflation devices for balloon of balloon
188 VY 04512010 KPS RS zzit:rtl)le infusion devices for single use—Non electrically Y'Y 0451-2003 2012/6/1
- S LA AR AN IO | h AL IS £ ; : . . Parti : o
389 | Y'Y 0455-2003 < H _L g 2o B LEEHRIE S %4 [Medical electrlca'll equlpmc.ent Part 2:Particular requirements IEC 60601-2 2004/1/1
EHER for the safety of infant radiant warmers 21:1994,IDT
- S LA AR AN IO | h AL IS £ : : ; . Parti .
390 Y'Y 04552011 < H T Bgk 2oy B LEENHRIE A %A Meélcal electrical equipment ' Part 2.Banlcular IEC 60601-2 2013/6/1
EHER requirements for the safety of infant radiant warmers 21:1994 MOD
. ) £ Spe gt G EL o 3 . . ISO 5833: 2002,
391 |YY 0459-2003 ANEHE A — NG TR 2 e B /K T Implants for surgery—Acrylic resin cements DT 2004/1/1
392 |YY 0460-2009 M EVE TR Ultrasonics dental descaler equipment YY 0460-2003 2010/12/1
393 |YY 0460-2009 M EVE TR Ultrasonics dental descaler equipment YY 0460-2003 2010/12/1
394 |YY 0461-2003 R LR AL R 5 Breathlng tubes intended for use with aneasthetic apparatus 1SO 5367:2000,IDT 2004/1/1
and ventilators
. ISO 6873-1998
395 |YY 0462-2003 FRA B Dental gypsum products S0 M(7)D 99 2004/1/1
396 |YY 0463-2003 FRMER £h 45 1% L A R Dental phosphate-boned casting investments 150 ?\/6[?;;1 996 2004/1/1
397 |YY 0464-2009 — URAE A I R U 2 Disposable hemoperfutor YY 0464-2003 2010/12/1
398 [ Y'Y 0465-2009 — VR A A FH 2 00 £F 24 1 32 43 5 2% Disposable membrane plasmaseparator YY 0465-2003 2010/12/1
399 [y 04662003 [Zﬁ?jm FHT G297 23 ik PRc RS B |[Medical dev'lces Symbols t.o be used w1th. medical device BEYY/T 0466.1 1SO 152232000 IDT| 20047171
4G5 labels labelling and information to be supplied 2009
400 [YY 0469-2011 ZEFAMR D B Surgical mask YY 0469-2004 2013/6/1
401 |YY 0476-2004 AR P9 e E A TR Irrigating solutions for ophthalmic surgery ISZ(')Z/S(?I ;?gél_ 2005/1/1
) ISO 8320-1 NEQ
402 [YY 0477-2004 FA B BT P 4 33 S e fh Rigid gas permedable contact lenses for orthokeratology 2005/1/1

ISO 8321-1 NEQ
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Implants for surgery—Two-part addition-cure silicone

403 |YY 0484-2004 HMEHE N U 53 N PSRRI clastomers I1SO 14949:2001,IDT|  2005/8/1
T 5 01 . o 20054E08 101
404 |YY 0485-2004 — R AF FH 0 A5 kTR DY 2% Single use cardioplegia delivery system H
405 |YY 0485-2011 — URAHASE YO0 U A5 W R R 2 Single-used cardioplegia delivery system 2013/6/1
406 |YY 0488-2004 — ML E B e Sterile rectal catheters for single use EN 1;:319)_1998 2005/8/1
_— . e b e N Sterile drainage catheters and accessory devices for single
407 1YY 0489-2004 — A T 5 T R B2 i use EN 1617-1997 MOD 2005/8/1
408 |YY 0493-2004 TRl SR EARAL R Dentistry-Elastomeric impression materials IS0 4;?33002 ’ 2005/11/1
v o ~ ISO 4823:2000;ISO
409 |YY 0493-2011 TRl AR B R Dentistry—Elastomeric impression materials 4823:2000/Cor.1:200|  2013/6/1
N, o s . . . ISO 1564-1995
410 |YY 0494-2004 R 3 /K AR B AR AL R Dental aqueous impression materials based on agar MOD 2005/11/1
411 [YY 0496-2004 AR it i Dental casting wax IS0 2005/11/1
1561:1995,M0OD
412 |YY 0497-2005 — A A FH I B e ) 2y g 2% Sterile insulin syringe for single use 1SO 8537-1991 NEQ| 2006/12/1
LS ic fitting-Part 1: i ] _ 1
413 |vy 0498.1-2004 f{\’qu,LLT§1¢ RS i A R TR — B A Larygosc.oplc fitting-Part 1:Conventional hook-on handle YY 91062-1999 ISO 7376-1 2005/11/1
23k blade fitting 1994, IDT
WA B I 5 2 43 R AT — W R ic fitting—Part 2:Mini ~ _ 2-
414 |vy 049822004 f}\"fﬂ,u_%ﬁ: ?:Zﬁﬂéj SRS AT — MR LA # | Larygoscopic fitting—Part 2 Mlmatur'e electric lamps YY 91063-1999 ISO 7376-2-1997 2005/11/1
TR (PIAT )i Screw threads and sockets for conventional blades MOD
415 |YY 0499-2004 ToR P e 4 38 R R oA & General specifications for anaesthetic laryngoscope 2005/11/1
416 |YY 0500-2004 ANTIME Cardiovascular implants -- Tubular vascular prostheses ISO 7198-1998 IDT 2005/11/1
ISO 14630-1997
417 |YY 0502-2005 =Tk Knee joint prostheses NEQ ISO 21534- 2006/12/1
418 Y'Y 0503-2005 BN WD Fr Ethylene oxide sterilizer EN 1422-1997 NEQ |  2006/4/1
419 |YY 0504-2005 FIRRE SR KFLS Portable Mode Steam Sterilizers YY 91006-1999,YY 2006/4/1

91124-1999
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Medical electrical equipment—Part 1-2:General

IEC 60601-1-

420 [YY 0305-2012 FriE: WL A - B R AR E requirements for safety— Collateral stanards: YY 0505-2005 2:2004(2.1}%) IDT 2014/1/1
, . . . . NSF/ANSI 49-2002
421 |YY 0569—2005 |4M&=4HE Biological safety cabinets Y'Y 0569-2011 SF/ N%Qg 2006/6/1
422 |YY 0569-2011 %% Az 446 Biological safety cabinets I YY 0569-2005 2013/6/1
. . s . |Medical electrical equipment-Part 2-46: Particular . IEC 60601-2-
_ - = A N, TR L S -
423 1YY 05702005 DAMAR &S FAGRELMER requirements for the safety of operating tables #YY 0570-2013 46:1998,IDT 2006/6/1
424 [YY 05702013 | R A2 FRG R EHER |Vodial clectrical equipment-Part 2-46: Particular YY 0570—2005 2014/10/1
requirements for the safety of operating tables
. e A RS w0 ERsRZ LR [Medical electrical equipment?Part 2:Particular requirements | IEC 6601-2-
425 |YY 05712005 R for the safety of electrically operated hospital beds BIYY 0571-2013 38:1996,IDT 2006/6/1
S LR A S AN R e e : : : 9 Parti :
426 [y 05712013 [Z):ﬁ AR W& EBRHIRZ LM [Medical electrical equvlpment.Par‘c 2:Particular requirements Y 0571—2005 2014/10/1
TR for the safety of electrically
_ s . . . I 13959-2002
427 |YY 0572—2005 |y i AR < V8 97 FH /K Water for haemodialysis and related therapies SO M90D 2006/6/1
—RPEAE O TS 2E B3 sy B B E . o : ISO 7886-
428 |YY 0573.3—2005 |, o o Sterile hypodermic syringes for single use 2006/6/1
FIRRE T ] 22 P ying g 3:2005,IDT
R RN P . - - . . - _
429 Y'Y 0573.4-2010 (/\ PEASE I JC T ) % 284384y BIbE 2 E St.erlle hypodermic .syrlnges for single use—Part 4:Syringes ISO 7886 2012/6/1
FTES 2% with re-use prevention feature 4:2006,IDT
B 2o ISO
430 |YY 0579-2005 A1 27 Ophthalmometers 10343:1997.MOD 2006/12/1
=i BLEY 0 £ 22 235 7 ik 1 1 ifici S .
31 Yy 0580-2011 klilﬂl (=S {rﬁ‘)\%&)\]:ga B LR RS sk Card%ovascular implants and artificial org'ans ' YY 0580-2005 ISO 15675:2009 2013/6/1
R IR e 28 Cardiopulmonary bypass systems—Arterial blood line filters MOD
st 1A, 2R 2= ' _ ~
432 |y 0581, 12011 5@{{5‘(&%1@2 EUEsy: FRERSE OFR Infusion access adapters—Part 1:Needle access 2013/6/1
=p) adapters(Heparin plugs)
433 |YY 0581.2-2011  |%dEseft 55234y oAt Infusion access adapter—Part 2:Needleless access adapters 2013/6/1
434 1YY 0581-2005 W T EIE Heparin plugs for infusion 2006/12/1
435 |YY 05832005 VA FE S B 75 T A R biltljzt draining equipments for single use- Type of water-seal 2006/12/1
436 |YY 0584-2005 — MRS O ZU LR AR 2 0 2 2 Blood components separation sets for single use 2006/12/1
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Fluid lines for use with pressure infusion equipment and

ISO 8536-9-2004

437 |YY 0585.1-2005
7 Sy W% accessories for single use -Part 1: Fluid lines MOD 2006/12/1
438 |y 0585.2-2005 T Sy H R g T — YR VEAE P % R Bt E 252#%F  |Fluid lines for use with pressure infusion equipment and ISO 8536- 2006/12/1
’ Sy BiHAE accessories for single use—Part 2: Accessories 10:2004,IDT
439 |y 0585.3-2005 T I H R g T — YR PEAE P % R Bt E 253 %% |Fluid lines for use with pressure infusion equipment and ISO 8536- 2006/12/1
’ by LyESE accessories for single use—Part 3:Filters 11:2004,IDT
440 ¥y 0585.4-2009 T VTR B T — R AE R S B4 254%F | Fluid lines for use with pressure infusion equipment and 2011/6/1
' Sy BRI IR accessories for single use.Part 4:Check valves
441 |YY 0587-2005 — A T 4 R S Sterile dental injection needles for single use ISO 7885-2000 NEQ| 2006/12/1
, . Implants for osteosynthesis-Metallic lockable Intramedullar ISO 15142-1-2003
442 |YY 0591-2005  |Bm a4 R4 BEN 4T o Y Y NEQ SO 15142.2. | 2006/12/1
443 |YY 0592-2005 EIIRERAERE (HIFU) 8IT R4S High intensity focused ultrasound therapy system 2006/12/1
444 Y'Y 0593-2005 R 2871 22 35 8 I s 43 BT £ Ultrasound transcranial doppler system 2006/12/1
445 |YY 0594-2006 AR b AG E R R R General requirements for surgical gauze dressings 2007/4/1
446 |YY 0594-2006 ARL2D A Rl 8 R General requirements for surgical gauze dressings ARSI 2010/10/11
447 1YY 0598-2006 YRGBT T AR 521897 IR 4640 Concentrates for haemodialysis and related therapies 11;/[9(?51; ;2002 2007/8/1
448 Y'Y 0599-2007 0 A 8 s e 1R 9T L Excimer laser cornea ametropia cure system 2008/2/1
B2 F R WL A 22 4 FD 1 L A& T sk a5 |Lung ventilators for medical use -- Particular requirements MOD ISO 10651-
449 1YY 0600.1-2007 A R NS & for basic safety and essential performance -- Part 1: Home- 6:2004 2008/2/1
450 % FE R L A 22 4 fD 1 B e T sk a5 | Lung ventilators for medical use—Particular requirements ISO 10651-2: 2004
YY 0600.2-2007 B4+ AT AT £ 324 P 119 5% P IR for basic safety and essential performance—Part 2: Home MOD 2008/2/1
251 1YY 060032007 B2 F R WL A 22 4 f0 1 B fe % ) EEsfk a3 |Lung ventilators for medical use—Particular requirements MOD ISO 10651-
2T S YA iz FH e or basic safety and essential performance—Part 3: 3:19
Wore BRRIEEIZ R for basic safety and essential perf Part 3 11997 2008271
B2 F R WL A 22 4 fD 1 B A & ] Esf a4 |Lung ventilators for medical use--Particular requirements for
452 1YY 0600.4-2013 A AT e basic safety and essential performance--Part 4: operator- 2014/10/1
7 FH I 727 Yo TE i) Bl sk %55 |Lung ventilators for medical use—Particular requirements _5:
453 |vy 060050011 | FHIPIRAIL B 22 o P B e e I EER 5655 1SO 10651-5:2006 2013/6/1

oy B ARE T

for basic safety and essential performance—Part 5:Gas-

IDT
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Basic safety and essential performance of respiratory gas

454 1YY 0601-200 . YY 0601-200 2011/6/1
 |maeemmk monitors 7 /6/
TR, FE ARG = R R 2 4 fd H # [Safety requirements for electrical equipment for IEC 61010-2-
455 [YY 0602-2007 S s SR AL BREE A ) R 456 5 T 1) |measurement control and laboratory use - Part 2- 043:1997 IDT 2008/2/1
O LAY B N T 28 B O I F- R IE 550 1. 2%/ | Cardiovascular implants and artificial organs—Hard-shell ISO 15674:2001
456 |YY 06032007 Lo fy 8 A (sl A 858 ) Rk, |cardiotomy/venous reservoir systems (with/without filter) MOD 2008/2/1
DIMEEAY RN T 28 M5 #es (R e Cardiovascular implants and artificial organs—Blood-gas GB12261-1990, ISO 7199: 1996
457 1YY 0604-200 2008/2/1
7 7 2%) exchangers(oxygenators) GB12262-1990 MOD 2
N S SR A DR AN . AR AR _ ; falas . 19,
458 |y 0605.12-2007 SR N & B R B 12887y . it A -44-40  |Implants for surgery Metallic materials-Part 12:Wrought IDT ISO 5832-12: 2008/2/1
H4 cobalt-chromium-molybdenum alloy 2005
3]k A N AN ﬂ‘%';‘%"-/f:r N> . . . _ . . 9.
459 Y'Y 0605.9-2007 ANEHE N & BRI 9T 43 s W B Irpplants for' surgery-Metallic materials-Part 9:Wrought high IDT ISO 5832-9 2008/2/1
N nitrogen stainless steel 2005
ZEF AR A 8RSy AR 2822 [Medical electrical equipment—Part 2: Particular YY0016-1993, IEC 60601-2-
460 |YY 0607-2007 . - . . . . YY91093-1999, 2008/2/1
-t FESR requirements for the safety of nerve and muscle stimulators 10:1987
YY91094-1999
461 |YY 0611-2007 — IR A P B K S TR Ay Parenteral nutrient containers for single use 2008/8/1
— Ve 7 Bk Y-S A BR ¢ o f= : _ . .
462 [Y'Y 06122007 UASEAS ARSI IRE R A2 (Bhlkif = Single use receptacles for human arterial blood specimen 2008/8/1
) collection
. A U - Blood components separation sets for single use centrifuge
463 [YY 0613-2007 — A P 0o AR AL TR R 5 73 25 2% bag type 2008/8/1
464 |YY 0614-2007 VA S 5 B Slngle-u'se high-pressure angiographic syringes and 2008/8/1
accessories
465 1YY 0619-2007 T FL D P B Rigid Resectosocope 2008/8/1
e o v A A . . MOD ISO
466 |YY 0620-2008 TR ikt 4E Dentistry—Casting gold alloys 15602004 2009/12/1
‘ , MOD ISO
467 |YY 0621-2008 TR4E EEIEERR Metal-ceramic dental restorative systems 9693:1999:1SO 2009/12/1
468 |YY 0622-2008 F R e 5t 55 78 B P 57 Dental resin-based pit and fissure sealants IDT ISO 6874:1988 | 2009/12/1
469 |YY 0623-2008 F R R AT R I R 7 Test method of soluble fluoride of dental materials 2009/12/1
. ) . Dentistry -Orthodontic products-orthodontic elastomeric ISO/TC
470 [YY 0624-2008 AL R R T RS R B 2009/12/1

auxiliaries

106/SC1/WG 14
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. ” " . . . I D 15841:2004
471 |YY 0625-2008 TRV TR R Dentistry - Orthodontic Products : Wires So/c MOD 2009/12/1
s Dental casting alloys with noble metal content of at least MOD ISO
_ =23 A~y gos 780/ [T Ol s i A
472 |YY 0626-2008 T4 IR A 25%-75% I A BHE I 6 4 25% but less than 75% £891:1998 2009/12/1
BEF B & 552804y TALRAT iz |Medical electrical equipment—Part 2-41:Particular YY 0102~0103- | MOD IEC 60601-2-
473 |YY 0627-2008 , e - - : for the saf £ ical luminari d 1993. YY 0568 2009/12/1
T WA AT 22 4 F SR ) requirements for the safety of surgical luminaries an N - 41:2000
q Y BE 4 - . . MOD ISO
474 Y'Y 0633-2008 AR B 2% B FEAG AR 45 Ophthalmic instruments—Indirect ophthalmoscopes 10943:1998 2009/12/1
J A B - - MOD ISO
475 |YY 0634-2008 MRBMY 28 AR JER TR ARHL Ophthalmic instruments—Fundus cameras 10940:1998 2009/12/1
476 |YY 0635.1-2008 | Wi At R A%k 81205 : R RIITIR 2 48 InhalaFlonal anaesthesia systems-Part 1: Anaesthetic VY 0635.1-2013 ISO 8835-2: 1999 2009/12/1
breathing system for adults IDT
B g e 1 e =y Inhalational anaesthesia systems-Part 1: Anaesthetic
477 [YY 0635.1-2013 MR NSRRI RGE S 18070 RREEIFIN R 5t . YY 0635.1-2008 2014/10/1
breathing system
if R Ry A (AN A AT Y% i i S . i -
478 [¥Y 0635.2-2009 Z‘()\:‘tﬁlﬁiﬁ@%ﬁ 24y RIS L RS Inhalatlc?nal anaesthesia systems Pa.rt.Z.Anaesthetlc gas IDT ISO 8835 2010/12/1
FEIEFINEE R 5 scavenging systems transfer and receiving systems 3:1997
479 |YY 0635.3-2009  |WE A SURRRE Gk B38040 SR PRI 1L 8 Inh"alatlonal ?naesthes1a systems—Part 3: Anaesthetic vapour MOD ISO 8835- 2010/12/1
delivery devices 4:2004
480 |YY 0635.4-2009 | Vg At R A% 4T05: RRERIFULHL Inhalatlor.lal anafasthesm systems—Part 4:Requirements for MOD ISO 8835- 2010/12/1
anaesthetic ventilators 5:2004
7= PRS2 VE AL S5 1 302N . thshillg 2] VR4 72 : : : _ . . —_ . -
481 |vy 0636.1-2008 [Z):ﬁ T 5l B2 185 WMEhR 5| ks a5 Mefilcal su'ctlon equipment Pa.rt 1: Electrically powered YY 0099~0100 ISO 10079-1:1999 2009/12/1
R suction equipment-Safety requirements 1993 MOD
432 |YY 0636.2-2008 BEFALE % 030 A TIRERE| & Med.lcal su(?tlon equipment—Part 2: Manually powered YY 0101-1993 ISO 10079-2:1999 2009/12/1
suction equipment IDT
s W 5| e B34y LA Rk )RR S i i i - : i i -3:
483 |vy 0636.3-2008 %= % 5] L)(% W3Er: LR SV N | Medical suction equipment-Part 3: Suction equipment ISO 10079-3:1999 2009/12/1
JIRIVR 5] 2% powered from a vacuum or pressure source IDT
484 VY 06372008 | A& HOHaTT R R G2 gy | Mcdical electrical equipment-Requirement for the safety of | vy 0637 5013 |1EC 62083:2000 IDT| 200971271
Radiotherapy treatment planning system
485 |YY 06372013 |G i g s i R i ek | Micdical electrical equipment—Requirements for the safety | v 6637 5008 |1EC 62083:2009 IDT| 201471071
of radiotherapy treatment planning systems
486 |YY 0645-2008 LA I W A A Continuous Blood Purification Equipment 2009/12/1
b o Bty = . . NEQ EN
487 |YY 0646-2008 INRUZEVR R T % E shis i Small steam sterilizers—Automatic type 13060-2004 2009/12/1
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Non-active surgical implants—Mammary implants—

488 |YY 0647-2008 TIRSEHFEANY)  FLUBREAYE R Particular requirements IDT ISO 14607:2007| 2009/12/1
M. FEHIFNRIE = M iR B & 10222 20R 2 |Safety requirements for electrical equipment for IEC 61010-2-
489 | Y'Y 0648-2008 2-101%B4: &AMz VD) ERE&IEH measurerpent contrgl and laboratory use -Part 2- 101:2002 IDT 2009/12/1
490 [YY 0649-2008 & HALIR YT R & High electrical potential therapy equipment 2009/12/1
491 |YY 0650-2008 RIS SRVE T AL Gynecological Radio Frequency Therapy Instrument 2009/12/1
492 |YY 0666-2008 SN BE FIBE B R 06 T vk Method for the test of sharpness and strength of needles tips GB 4506-1984 2010/6/1
293 vy 06672008 B B £ 52804 B IR LA W4 |Medical electrical equipment—Part 2-30:Particular IEC60601-2-30: 2010/6/1
B e (92 4 T A Pk B Bk requlrements for the safety 1nclud1ng essential performance 1999 IDT
294 |vY 06682008 BEF B & 552804y 25k mE iprg  [Medical electrlcal equlpment—Par‘c 2 49 Particular IEC60601-2-49 ; 2010/
B et SR requ¥ren‘1ents fo.r the safety of multifunction patient 2001 IDT 6/1
495 Y'Y 0669-2008 e H AR 4% 52800 BR)LORIBIT 4% 4 |Medical electrical equipment-Part 2-50:Particular IDT IEC 60601-2- 2010/6/1
EHER requirements for the safety of infant phototherapy equipment 50:2005
496 |YY 0670-2008 A A B s Non-invasive automated sphygmomanometer ANS;/&[;BI:[I;?DP_IO_ 2010/6/1
497 Y'Y 0671.1-2009 AR IR BASVE T S5 1309 BEERITAR Bi{5596  |Sleep apnoea breathing therapy—Part 1:Sleep apnoea MOD ISO 17510- 2010/12/1
’ Tk breathing therapy devices 1:2002
498 |YY 0671.2-2011  |WERRITIR 2543607 503050 : T 2 RS L B Sleep apnoea breathl'ng therapy—Part 2:Masks and ISO 17510-2:2007 2013/6/1
application accessories IDT
Uee =3 o E i I t J— : - -
499 [YY 0672.1:2008 | i seht 25 15m0rs Fe s i 5 2 ndoscopic Instruments—Partl: Trocars for Laparoscope DIN 58298-19 2010/6/1
Use 2002,NEQ
500 [YY 0672.2-2011 |NEEastl 62805 MRS S B Endoscopy instruments—Part 2:Laparoscopy scissors 2013/6/1
501 |YY 0673-2008 IREMY S 30a1% Opthalmic instruments—Eye refractometers ISOII(\)ES%IIQW 2010/6/1
502 [YY 0674-2008 MR 28 56k Ophthalmic instruments—Refractor heads ISOII(\)ESBIQW 2010/6/1
503 [YY 0675-2008 MRBMY 28 FIFLAL Opthalmic instruments—Synoptophores ISOII(\)/?S?;Q% 2010/6/1
504 [YY 0676-2008 ARBMY S AL EF 1 Opthalmic instruments—Perimeters 150 113[8316) 1999 2010/6/1
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505 1YY 0677-2008 WRAFEINEHEIT W& Liquidnitrogen cryosurgical equipment 2010/6/1
506 Y'Y 0678-2008 I FH VA i A 7 1 26 b B 2 4 Standard.perform.ance' and safety specification for ISO10341:1997 2010/6/1
cryosurgical medical instruments MOD
NN . Sterilizers for medical purposes-Low temperature steam and NEQ EN
- : JE S o ; Q@
S07 Y'Y 0679-2008 DR PR AT R K R 2 formaldhyde sterilizers 14180:2003 20105671
508 |YY 0697-2008 Ll 25| IR Dynamoelectric traction-table 2010/6/1
ER B %R B1—88 4y ZeBHER J¢  [Medical electrical equipment—Part 1-8:General YY 0574.1-2005, IDT IEC 60601-1
509 |YY 0709-2009 BlkrvE: B ESR B A A B4 R ZE ] R & [requirements for safety—Collateral standard:General YY 0574.2-2005 £:2003 T 2010/12/1
Zi R R G IR S e requirements,tests and guidance for alarm systems in medical| Y'Y 0574.3-2005 :
510 |YY 0710-2009 KRR BEMETEHM Dentistry—Polymer-based crown and bridge materials 11;/148]7);(8)004 2010/12/1
511 [YY 0711-2009 LN Dental absorbent points IDT ISO 7551:1996 2010/12/1
512 |YY 0712-2009 FRUERR W 4s 685 1 A R Dental ethyl silicate bonded casting investments IDT ISO 11246:1996| 2010/12/1
513 |YY 0713-2009 KRB A7 EGE A R Dental gypsum-bonded casting investments IDT ISO 7490:2000 2010/12/1
FREE EE SOABAT AR B 1354 JHA# ] [Dentistry—Soft lining material for removable dentures—Part IDT ISO 10139-
514 |YY 0714.1-2009 - s |-Materals for short-t 1:2005;ISO 10139- 2010/12/1
:Materials for short-term use 1:2005/Cor.1:2006
TR 2L S ) W b kA A s, K H) == . o .. . . _
515 vy 0714.2-2009 ARL2E RS SOR AT R 252 364y K HAME ] | Dentistry SOft lining material for removable dentures IDT ISO 10139 2010/12/1
B Part 2:Materials for long-term use 2:1999
516 |YY 0715-2009 TR RS 4K Dentistry—Amalgam capsules IDT ISO 13897:2003| 2010/12/1
PN . MOD ISO
517 |YY 0716-2009 TR % Dental—Ceramic 68721995 2010/12/1
518 |YY 0717-2009 FRURE B AR Dental root canal sealing materials IDT ISO 6876:2001 2010/12/1
519 |YY 0718-2009 IRBHMY & 55 Opthalmic instruments—Retinoscopes IDT ISO 12865:2006| 2010/12/1
520 [YY 0719.1-2000  |BRRISE2E B bsn oy 4512040 AGE Ophthalmic optics—Contact lens care products—Part NEQ ISO 18369- 2010/12/1

1:Vocabulary

1:2006
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Al s - P . |Ophthalmic optics—Contact lens care products—Part MOD ISO
521 [YY 0719.2-200 2 =K ab: T > > .
7 0 |MRADES BALGLY L M B2 HEAEK 2:Fundamental requirements 14534:2002 201071271
22 [vy 0719.3-2000 MR 2E S P 2, 553864y 144k |Ophthalmic optics—Contact lens care products—Part MOD ISO 2010/12/1
T SRAR IS 7 152 R S A 47 10 & 5 3:Micr0bi010gica?l requirement§ arild test methods for 14729:2001
ARG 2E S R 22, 554884y . Hifszkdy | Ophthalmic optics—Contact lens care products—Part
523 [YY 0719.4-2009 B 5 kP B % M e S F e T 4:Antimicrobial preservative efficacy testing and determining IDTISO 14730:2000(  2010/12/1
524 [y 0719.5.2000 AR 2E S P 2, 55 58R 4. s fn |Ophthalmic optics—Contact lens care products—Part MOD ISO 2010/12)/
0T S fud A O P R R P T 5:Determination of physical compatibility of contact lens . . 0/12/1
AR S 5 SR P IR ! » : 11981:1999:2005
MR 2 BB dr F1 7= 5 556884y : A RAM | Ophthalmic optics—Contact lens care products—Part
525 [YY 0719.6-2010
7 EYETE 6:Guidelines for determination of shelf-life 2012/6/1
526 |y 071972011 AR 2 Befub RN e A B 4P FE 72 ) 287#%F 43 |Ophthalmic optics—Contact lens care products—Part 2013/6/1
’ AW RS JT 1 7:Biological evaluation test methods
527 |YY 0721-2009 B FH A & TG i0 3 5 0 A 22 4 Medlca? electrical equipment—Safety of radiotherapy record IDT IEC 62274:2005 2010/12/1
and verify systems
528 |YY 0731-2009 KEZEVR K H o8 Fohis | i Large steam sterilizers—Manual control type Yy ziggg_iggg’YY 2010/12/1
529 [YY 0732-2009 DA AR 2E TR Oxygen concentrators for medical use—Safety requirements IDT ISO 8359:1996 | 2010/12/1
530 |YY 0755-2009 R ZE K 2 RIS 5 FETE R 48 Anaesthetic vaporizers—Agent-specific filling systems IDT ISO 5360:2006 | 2010/12/1
531 |yy 0761.1 2009 KRR 2 N SR 4T 551884 R~F. Z [Dentistry. Diamond rotary instrument. Part 2011/6/1
' b e fab I F e 1:Dimensions,requirements,marking and packaging
532 |YY 0762-2009 R, 22485k JEp Ophthalmic optics. Capsular tension ring 2011/6/1
533 |YY 0763-2009 P BB IR ARS8 :Medical endoscopes. Fibre optical cables for lighting 2011/6/1
534 |YY 0764-2009 AR R 28 #8H R AN Ophthalmic instruments Chart projectors 2011/6/1
535 [vy 0765.1.2000 — VR A ) ML R TSR AR A B R UE 2844 451 [Sets for inactivation of viruses in blood and blood
T A PR W R S b components for single use.Part 1:Sets for virus photodynamic 2011/6/1
536 | vy 0766-2009 AR bR P T R B T I 1 & Lens ultra%somc removal and vitrectomy devices for 2011/6/1
ophthalmic surgery
537 [YY 0767-2009 A LI RE RS Ultrasonic colour flow imaging systems 2011/6/1
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538 |YY 0768-2009 TR UNRIEREY) e RE Dentistry-Denture base polymers-Impact strength test YY 0270.1-2011 2011/6/1
539 |YY 0769-2009 B PR T ek 5 Dental phosphoric acid etching agent 2011/6/1
i e . . . . . ‘ Flui

540 |Y'Y 0770.1-2009 [‘Zﬂﬁnu AR BT ML BB 1304y 25308 |Filter mater.lal for medical infusion equipments.Part 1:Fluid 2011/6/1

JER B filter material
= n e . . . . . .

sa1 vy 0770 2-2009 DS % e B yEM R 2235y R0d |Filter mater.lal for medical infusion equipments.Part 2: Air 2011/6/1
JER B filter material

s |vy 077322010 R B IR 75 W S P A 4 Slzrclizr:i :Islchmcal requirements for ophthalmic ultrasound B- 2012/6/1

543 |YY 0774-2010 R AN Ultrasound bone sonometers 2012/6/1
TEEE B SHE YT R R G e Joix|s  |Teleradiotherapy treatment planning system accuracy of

sa4 |vy 67752010 J‘EEﬁI‘?{{bﬁZEJA/uTTTlI%ZJ%%EJ THEX(y) SIAGHE D e o < 2012/6/1
T B TSR R e T osimetric calculation and test methods for high energy X(y)

545 1YY 0776-2010 J R S50 A0 a9 158 %% Radio frequency ablation instrument for liver 2012/6/1

546 |YY 0777-2010 SR 15 5% Radio frequency hyperthermia equipment 2012/6/1

547 |YY 0778-2010 SN e Radio frequency ablation catheter 2012/6/1

548 |YY 0780-2010 AR YT Electroacupuncture therapy device 2012/6/1

- ANSI/AAMI

549 |YY 0781-2010 I EAE R 2 Blood pressure transducers BP22:1994 MOD 2012/6/1
BEF AR 5 552-51 8820 DRI A iy |Medical electrical equipment—Part 2-51:Particular IEC 60601-2-

550 |YY 0782-2010 F %380 L E N 22 4 FEE AP B 5 F R requlrements for safety,lncludlng essential performance 0f 51:2003 IDT 2012/6/1
BEF S % 552-34 8R4y A5 G I s I 4k 4% Medlcal electrlcal equlpment—Par‘c 2- 34 Pamcular IEC 60601-2-

551 YY 0783-2010 [ 22 4 FEL A bk B P Bk requlrements for the safety,lncludlng essentlal 34:2000 IDT 2012/6/1
B oS % 2 P ke I SR s 4 e A 22 Medlcal electrlcal equlpment—Partlcular requlrements for .

552 [YY 0784-2010 A RN TN R TR the basic safety and essential performance of pulse oximeter ISO 9919:2005 2012/6/1

553 vy 07852010 e AR IR T ——— 3 2 () f AR IR 11 BEZE | Clinical thermometers—Performance of electrical BS EN 12470- 2012/6/1
R thermometers for continuous measurement 4:2001 MOD

554 Y'Y 0786-2010 I Fi P AL, 5 PR AL, 56 45 0 R sk Medical suction equipment-Part 3: Suction equipment 1SO 8185:2007.IDT 2012/6/1

powered from a vacuum or pressure source

2015 Copyright @ Hangzhou CIRS Co., Ltd

Prepared by CIRS: www.cirs-md.com
Email: Edwin.wen@cirs-group.com




ISO 19980:2005

555 |YY 0787-2010 IREHMES A T B4 Opthalmic instruments—Corneal topographers MOD 2012/6/1
556 |[YY 0788-2010 ARBMY 28 B A5 T Ophthalmic instruments—Microkeratome 2012/6/1
557 [YY 0789-2010 QFFKNd: YAGEIEIREHEITHL Q-Switched Nd:YAG laser ophthalmic system 2012/6/1
558 [YY 0790-2010 IR FETR 2% Hemoperfusion equipment 2012/6/1
559 |YY 0791-2010 O R R 4 Steam generators for medical use 2012/6/1
SLAY B 12 HA B 8593 N . S br f) 22 4 | Ophthalmic instruments—Endoilluminators—Part
560 [vy 079222010 |TRF Mg BRI ES 262800 Sta 2 | OP ISO 2012/6/1
FARTE SRR TTVE 2:Fundamental requirements and test methods for optical 15752:2000,MOD
TLREHT AR 2 V897 K AL PR £ F AR B sk 45 Techmcal requirements of water treatment equipments for ISO 26722:2009
561 [YY 0793.1-2010 N e h 1 li d related th Part 1:F 2012/6/1
1384y T2 RS0 aemodia ys1s app 1cat10ns and related therapies—Part or NEQ
BT S vy ; F A A AR B SR 4 Techmcal re ulrernents of water treatment equipments for
s62 vy 07930011 | HAIRIG S THACL AL A HRZR 5 b R drelatod o 2013/6/1
23R4y T B R ENT aemodia ys1s app ications and related therapies—Part or
B S AR R Gk 154y TSR Termlnal umts for medlcal gas pipeline systems—Part ISO 9170-
563 [YY 0801.1-2010 AR B2 [ et 1:Terminal units for use with compressed medical gases and 1:2008,MOD 2012/6/1
S T R G A o i i i ipeli - -2
s64 |vy 0801.2-2010 2= AR LH/%T}E” vy BE2ER 4. T RRIRS Termlnal unlta for medical gas pipeline systams Part ISO 9170-2:2008 2012/6/1
R34k R G 1 2 2:Terminal units for anaesthetic gas scavenging systems IDT
TR R K AL B A1 2 N SR AR IS T istry— - i - : -
565 [vy 0803 12010 ARl ARE AR BB 104y @ A B SR AR Ty Den.tlstry Root-canal instruments—Part 1:General MOD ISO 3630 2012/6/1
B requirements and test methods 2:2000
566 1YY 08042010 SRS 52 TR AR LS T7 i Transfer sets for pharmaceutical preparations—Requirements 2012/6/1
and test methods
4 35 3 A : . . _ o .
s67 |vy 0827-2011 KRR 285 HiEERML 2T M |Medical electrical equlpmpnt Part 2:Particular requirements 2013/6/1
HER for the safety of transport incubators
568 |YY 0828-2011 O F IS 3PN F 45 A0 SR 2 ECG cables and leadwires 2013/6/1
569 |YY 0830-2011 TRRALEE BT RS Ultrasonic therapy equipment for superficial tissue 2013/6/1
ER ST AR R TE T A RS 134, S 42 | Stereotactic radiotherapy system with gamma beam—Part
570 [YY 0831.1-2011 Y%J?’iiﬁimﬁﬁig]/uﬁ?fﬁﬁlﬁﬂﬁ. e 1:Multi by S dioth s ¢ ith 2013/6/1
By Sl TR A S LB E T R :Multi-source stareotactlc radiotherapy system with gamma
B T B YA R BT Ak B A SIEY AL Stereotactic and planning system for radiotherapy with X-
s71 vy 0832.1.2011 XS IBR YT SEAAE 1) K TR R G S 1 p g8y 2013/6/1

gre SKEXSEBUNIR YT SR E 8] Borl R R 5t

Radlatlon—Part 1:Stereotactic and planmng system for

13z
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572 [YY 0833-2011 TR F T Compression physiotherapy equipment for limbs 2013/6/1
GEF R % 5 RSy E W AR, i diik [Medical electrical equipment—Part 2-35:Particular IEC 60601-2-
573 1YY 0834-2011 N § ; ts for the safety of blankets.pads and 2013/6/1
FORL SRR 2245 R requirements for the safety of blankets,pads an 35:1996 IDT
\ . ISO 11143:2008
574 1YY 0835-2011 TR ORGS0 B Dentistry-Amalgam separators MOD 2013/6/1
. . . ISO 11498:1997
575 [YY 0836-2011 TR FRMEE s Bk Dental handpieces—Dental low-voltage electrical motor MOD 2013/6/1
576 [YY 0837-2011 TR RS s S0k Dental handpieces—Dental air-motors 2013/6/1
577 |YY 0838-2011 PO P % 5% Microwave ablation/coagulation equipment 2013/6/1
. GB 9706.6-2007
578 |YY 0839-2011 PO Py 1% 5% Microwave hyperthermia equipment MOD 2013/6/1
579 |YY 0843-2011 AN EL S NI IIRE LA 25 E S IENL Medical endoscopes—Endoscope supply units—Insufflators 2013/6/1
AL S N . . L th ti i t—Pulsed carbon dioxide 1
520 [y 08442011 BOLTA T ko — SRRSO T aser therapeutic equipment—Pulsed carbon dioxide laser 2013/6/1
treating instrument
AL S ‘. s L th ti i t—Diode 1 i t i
ss1 vy 0845-2011 BOLTA T U F S RO I Eh 1T HL aser therapeutic equipmen iode laser equipment for 2013/6/1
photodynamic therapy
582 [YY 0846-2011 WORTRYT W& B AR A FOEIRIT AL Laser therapeutic equipment—Ho:YAG laser equipment 2013/6/1
523 |vy 08472011 B R B T B S U 0 1;:)[::2;:1 endoscopes—Endotherapy device—Stone retrieval 2013/6/1
584 [YY 0849-2011 AR B} 4k A 2 WX Ophthalmic high frequency ultrasound scanner 2013/6/1
585 |YY 0852-2011 — RS LT AR Sterile surgical films for single use 2013/6/1
SRR AESEART ANRI ORI e B Sk 5134, 3% |Performance requirements for pure cotton nonwoven surgical
586 |YY 0854.1-2011 Bl P2 i AR SUs AR compresses—Part 1:Nonwovens used in the manufacture of 2013/6/1
587 |vy 0854.2-2011 R AELUEAR AN EECRHE BEEE SR B2 04y A |Performance requirem.er.lts for pure cotton nonwoven surgical 2013/6/1
AT g 3k compresses—Part 2:Finished compress
588 |YY 0860-2011 OIS A mhyvE T % % Radio frequency ablation instrument for cardiac application 2013/6/1
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589 [YY 0861-2011 ARG 27 B FH kY 5] Ophthalmic optics—Ophthalmic viscosurgical devices 150 11;5/[7(;); 2010 2013/6/1
590 |YY 0862-2011 IR RN IE A Ophthalmic optics—Ocular endotamponades IS0 11\6/[6(;12) 2003 2013/6/1
591 [YY 0868-2011 25 R0 L PR T35 4 D P e Electrodes for nerve and muscle stimulators 2013/6/1
592 |YY 0875-2013 B LR R4 28 T A Linear stapler and cartridge 2014/10/1
593 |YY 0876-2013 B LR R H WA 28 T HAE Linear cutter stapler and cartridge 2014/10/1
594 1YY 0877-2013 T EAEEE Purse string needle(with suture) 2014/10/1
595 |vy 08812013 VPR A R 2 2 Slngle—'use Hu?oer needles used for implantable drug- 2014/10/1
supplying devices
: B YB3 FhASD Z G527 Medical electrical equipment-Part 2: Particular requirements
506 [y 0sss2013 | SAMIUEER2ESY . AEOMMARL 4 i : 2014/10/1
FE A RS L Bk for the safety,including essential performance of ambulatory
597 |YY 0893-2013 ZE SRR S 2 ST SARIR A 28 Gas mixers for medical use. Stand-alone gas mixers 2014/10/1
: RS YE A i e Medical electrical equipment. Part 2: Particular requiremetns
508 vy 08962013 |SIILUBES2Ry: ML RAI ST L 2014/10/1
AL FESR for the safety of electromyograohs and evoked response
599 |YY 0897-2013 H- 505 ] A Ay 2% Radio-frequency ablation equipment for ear, nose and throat 2014/10/1
600 |YY 0898-2013 ZRWIEIT R Millimeter wave therapy equipment 2014/10/1
601 |y 0899-2013 I PR 40 25 B 38 Gen'eral req.ulreme'nts for accessories of microwave 2014/10/1
equipment in medical parctices
602 1YY 0900-2013 WWESITINGE Walk training platform with suspension 2014/10/1
603 |YY 0901-2013 AMNGIT W% Ultraviolet therapy equipment 2014/10/1
- O 2L AN R Ve ontacting far infrare siotherapy equipment
604 |YY 0902-2013  |dmf et or sh ey v % C ing far infrared physiotherapy equip 2014/10/1
605 |YY 0903-2013 i FE AW I R AX Electroencephalographic biofeedback equipment 2014/10/1
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606 |YY 0904-2013 b g HAR TR & Battery power supply surgical equipment for osseous tissue 2014/10/1
A FIERA R VA Ad F ST SR K Sterilization of single- use medical devices incorporating
607 1YY 0970-2013 {%Irﬁﬁu K RN 5 5 h) materials of animal origin. Validation and routine control of 2014/10/1
ISO 595-1-1986
608 [YY 1001.1-2004 | Fhasid 5l 28 Glass syringes—Part 1:Syringes with all-glass YY 91001-1999 NEQ ISO 595-2- 2005/9/1
1SO 595-1-1986
609 [YY 1001.2-2004 | #3854 Bl ag i i) 245 Glass syringes—Part 2:Blue syringes with all-glass YY 91061-1999 | NEQ ISO 595-2- 2005/9/1
610 |YY 1007-2010 SRR K B A Vertical mode steam sterilizers YY 1007-2005 2012/6/1
611 [YY 1012-2004 FRMFEHL— BeEh T R ~F Dental hand pieces -- Coupling dimensions YY 91012-1999 | ISO 3964-1982 IDT 2005/9/1
612 [YY 1023-2013 T E I Cervical forceps 2014/10/1
613 |[YY 1024-2013 R AL Oviduct ligating hook 2014/10/1
614 |YY 1026-2009 TRVE R BARE & H Dental materials-Alloys for dental amalgam YY 1026-1999 2011/6/1
YY 91027-1999 ISO 1563-1990
- e AL e Eh - : 3 ; : 5
615 |YY 1027-2001 VR R BV R Dental alginate impression material YY $595-2001 MOD 2001/8/1
616 |YY 1028 —2008 |£f4 FiikiE N B Upper gastro intestinal fiberscope YY 91028 —1999 2010/6/1
617 [YY 1036-2004 JERERIR R T Impression tonometers iz 2004/10/10
ISO/TR 8612-19
618 |YY 1036-2004 FE B FCHR v Impression tonometers YY 91036-1999 SO/ NEQ o7 2005/1/1
2% ] TSR G 1 Al N ’“J B4 N = 1 1 1 — 1 -1999. I 5356-
619 Y'Y 1040.1-2003 J?Tiﬂéfiiﬂ PR AR S 1. HESLYS | Anaesthetic and respiratory equipment—Conical connectors | YY 91013-1999 SO 2004/1/1
& —Part 1:Cones and sockets YY 91014-1999 1:1996,IDT
R, 1 2% [ Sk 2y MRAUKE i i i -Coni -
620 [y 104022008 Jﬁﬂ#ﬁ%ﬂ PG B 2% IR Sk S04y MRSUKE | Anaesthetic and resplrator.y equlpn'lent Conical connectors 1SO5356-2:2006 IDT| ~ 2010/6/1
23k Part 2:Screw-threaded weight-bearing connectors
ISO
) LR EA A A b R Sty . i i _
621 [YY 1042-2011 TRl BEMRBEME Dentistry—Polymer-based restorative materials YY 91042-2003 4049:2000,MOD 2013/6/1
622 |YY 1045.1-2000 |4 RFFHL 51884 Bk R 4 FHL E:ﬁ;liiaezdp ieces—Part 1:High-speed air turbine vy oto4s-1999 | DT 11'81(3977785 “ | 2010121
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Dental handpieces—Part 2:Straight and geared angle

ISO 7785-2:1995

623 |YY 1045.2-2010  [ZFRFFHL 28645 HFHMNE FHL handpieces MOD 2012/6/1
624 |YY 1048-2007 AT NS MEIR & 1 Artificial heart-lung machine-extracorporeal blood circuit YY91048-1999 2008/2/1
625 [YY 1070-2008 TR/ R Dental baseplate/modelling wax YY 91070-1999 |IDT ISO 12163:1999| 2009/12/1
626 |YY 1075-2007 LR B N E k) Rigid hysteroscope YY91075-1999 2008/8/1
627 |YY 1079—2008  |.oH1 Ma4m4% Electrocardiographic monitors YY 91079—1999 ANS;/(;?)‘;I\I\/I%SCB' 2009/12/1
628 |YY 1080-2009 MRBHM S A IR 6% Ophthalmic instruments . Direct ophthalmoscopes YY 91080-1999 2011/6/1
629 |vy 10812011 B B0 T BT T R L B B A U ls\gz(riiza;l endoscopes—Endoscope supply units—Cold light YY 91081-1999 2013/6/1
630 [YY 1082-2007 TEPESSTT A B 5L Rigid Arthroscope YY91082-1999 2008/8/1
631 |YY 1090-2009 A P T R Ultrasonic physiotherapy equipment YY/T 1090-2004 2010/12/1
632 |YY 1105—2008 |rnzhpt B Electric apparatus for gastric lavage YY 91105—1999 2009/12/1
633 |YY 1107-2003 Fhr A SRS Buoy type oxygen inhalator YY 91107-1999 2004/1/1
634 |YY 1116-2010 ATk A R 4 Absorbable surgical suture YY 1116-2002 2012/6/1
635 |YY 1120—1999 |47 Dental operating light égﬁi’?gg;gg; ISO 9680-1993 NEQ| 1999/10/1
636 [YY 1122-2005  [meE 4t (81 A A% S:nme;?sl:scs?rl)lque requirements for orthopacdics Ygs;ﬁg?ggg 2006/12/1
637 |YY 1137-2005 BRI A &A% General technique requirements for orthopaedics saw YY91137-1999 2006/12/1
638 |YY 1139—2000 | fnZiE o ML Single and multichannel electrocardiograph YY 91139——1999 2000/7/1
639 |YY 1139-2013 Oy A2 Wik 5% Diagnostic electrocardiographic devices YY 1139—2000 2014/10/1
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YY 91145-1999;

- N SO [P : .
640 |YY 1145-2003 N T O lHLARE Terms of artificial heart-Lung machine YY/T 1145-2014 2004/1/1
641 |YY 91003-1999 iz =, 1l 4 Mosquito haemostatic forceps GB 2768-1988 ISO 7151-83 NEQ 2002/5/1
. . . 20024F05 5301
642 |YY 91004-1999  |fia s 1k i 4t Thoracic haemostatic forceps GB 2769-1988 ISO 7151-83 NEQ .
643 |YY 91005-1999 | @Bkt 1k i Tonsil haemostatic forceps GB 2770-1988 ISO 7151-83 NEQ 2002/5/1
644 1YY 91010-1999 FRIERE 20 e & R~ Dental rotary instruments -- Fitting dimensions GB 5046.1-1985 1985/12/1
645 1YY 91011-1999 FRIERE 280 F A R~ bR 5 Dental rotary instruments -- Nominal sizes and designation GB 5046.2-1985 1985/12/1
646 [YY 91015-1999 25 IR F et 4t Forceps for holding eye needles GB 7952-1987 ISO 7151-83 NEQ 1988/1/1
647 |YY 91016-1999 |4 B asy 5 25 4 7 AR 15 Vocabulary of glass syringes for medical use GB 7954-1987 1988/1/1
o - e as Test method of leakage between barrel and plunger of

_ T S Y By u AL R IA . ) - 1988/1/1
648 1YY 91017-1999 AT TR I 28 28 By s A R 56 T medical glass syringes GB 7955-1987 988/1/
649 |YY 91023-1999 |7 =34l Uterine vulsellum forceps GB 8670-1988 1988/10/1
650 [YY 91024-1999  |# g/ #5 H #4g Oviduct ligating hook GB 8671-1988 1988/10/1
651 |YY 91035-1999  |m7is % Stethoscope GB 11237-1989 1990/1/1
652 |YY 91037-1999 i RE TR KR Electrically-heated thermostatic water bath GB 11240-1989 1990/1/1
653 |YY 91038-1999 TE & K Thermostatic water bath GB 11241-1989 1990/1/1
654 1YY 91044-1999 BRI T EENL High-speed dental air turbine unit GB 12132-1989 1991/7/1

N gy o 1B - i t i t
655 |YY 91053-1999 | I 2 AN 4 4 il AT 234k Dental vocabulary - Dental instruments and equipmen ZB C30002.1-1985 |  1SO 1942-1983 1985/10/1
Dental instruments
e B I e AL " Dental vocabulary - Dental instruments and equipment

656 |YY 91054-1999 | i 8 M AN % 2 AT B K 25 A ZB C30002.2-1985 [ ISO 1942-1983 1985/10/1

Equipment and apparatus

2015 Copyright @ Hangzhou CIRS Co., Ltd

Prepared by CIRS: www.cirs-md.com
Email: Edwin.wen@cirs-group.com




657 |YY 91057-1999 (25 ) T B % 8 T oA 444 General specifications for medical foot switch ZB C30014-1987 1988/3/1
. . - . i t ification for steel i
658 | vy 91064-1999 TR S AR 4 B A }IJDuerntalrotarymstrumensspec1 ication for steel and carbide 7B C33001-1984 1985/5/1
659 [YY 91069-1999 | 'FRI A& 4 Dental white alloy plate ZB C33024-1989 1990/1/1
660 [YY 91071-1999 e Osteotomes ZB C35001-1984 1985/5/1
661 [YY 91072-1999 alkEgea) Gouges ZB C35002-1984 1985/5/1
S St e ke S Sl e fi tti fi f chisels --
662 |YY 91073-1999  |[ il i 11k B MR 77 P . 151 %) Methods of test for cutting performance of chisels ZB C35003-1984 1985/5/1
Osteotomes Gouges
663 [YY 91083-1999  |2f4k 3 )Rt Fiber optic cystoscope ZB C40005-1989 1990/1/1
664 [YY 91086-1999 FREI M VBT W R TR KA Specifications of ultra-short-wave therapy equipment ZB C41006-1985 1986/10/1
665 [YY 91092-1999  |RAYpE T 2% Phaenotype magnetic medical apparatus ZB C42001-1989 1990/1/1
666 |YY 91123-1999 TER B PR e s Anesthesia laryngoscope WS 2-67-1973 1988/11/1
667 [YY 91133-1999 | FHeRT-92E 4L Hand-operated bone drill of pistol-type WS 2-181-1974 1988/11/1
668 [YY 91136-1999 HrAE ) Lk Laryngoscope for neonate WS 2-185-1974 1988/11/1
i ination intensity f ical optical
669 Y'Y 91146-1999 I 2 S8 M R 45 Test method of illumination intensity for medical optica WS 2-311-1984 1985/1/1
mstrument
670 [Y'Y/T 0010-2008 | I JEsX 5t £ FIHIA A4 Particular specifications for X-ray unit for oral cavity YY/T 0010-2002 2010/1/1
671 |YY/T 00112007 | X4 L2 ERms & X-ray radiographic cassette YY0011-1990 2008/1/1
672 |YY/T 0014-2005 |3¢ B shAE4L i Semiautomatic biochemistry analyzer YY0014-1990 2006/12/1
s ) B AL B4, Kk = [Implants for surgery—Intramedullary nailing systems—Part -1
673 |vy/T 0019 12011 41 ME‘)\#/J»%W_%T? g8 1Ay BRI N = ' — i ' ISO 5837-1:1985 2013/6/1
Tl VI BE 4] l:Intramedullary nails with cloverleaf or V-shaped cross IDT
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Implants for surgery-Intramedullary nailing systems-Part

ISO 5837-2:1980

674 |YY/T 0019.2-2011 |FFRHENDY) BEAE] RSt H2805r: AT . 2013/6/1
2:Medullary pins IDT
675 [YY/T 00312008 | 4y PR b o Js i Slllcone.tubes and elastomeric parts for infusion and YY 0031-1990 2010/1/1
transfusion
676 [YY/T 0032-2004 | ifn 218 A+t Haemglobin instrument YY 0032-1990 2005/11/1
677 [YY/T 0058-2004 | &b A& Dental patient chair YY/T 0058-1999 | ISO 6875:1995,IDT 2005/9/1
678 |YY/T 0061-2007 |45 RGN G IT 2% Specified electromagnetic wave therapy equipment YY0061-1991 2008/1/1
679 [YY/T 00622004 | X440 1 I st 0 2 Determinaon of the permancnt fltration of Xoray wbe YY 0062-1991  [IEC 60522-1999 IDT|  2005/11/1
) g A s s \ +.. |Medical electrical equipment—X-ray tube assemblies for
680 |YY/T 0063-2007 |[Z% I LS B0 % 25 T2 W X 2R 8 2R AR 5 RURR N . L YY/T0063-2000 | 1SO60336:2005IDT |  2008/1/1
medical diagnosis—Characteristics of focal spots
681 |YY/T 0064-2004 |2 FI 4 I ekt X A st . i gy | Eectrical thermal and loading characteristics of rotating YY/T 0064-1991 |IEC 60613-1989 IDT| 2005/11/1
anode X-ray tubes for medical diagnosis
682 [YY/T 0072-2010 |AE FH JJi@ A &4 General specification for ophthalmic knives YY 0072-1992 2012/6/1
683 |YY/T 0073-2013 |JHEEA=TFF 2% Lacrimal sac retractor WS 2-203-75 2014/10/1
684 [YY/T 0073-2013 |JHEEA=TFF 2% Lacrimal sac retractor YY 0073-1992 2014/10/1
685 [YY/T 0077-2013 |4t FHF A 444 General specifications for laryngeal forceps YY 0077-1992 2014/10/1
686 [YY/T 0077-2013 |4t FHF A 444 General specifications for laryngeal forceps YY 0077-1992 2014/10/1
687 [YY/T 0079-2006 |4MERHEANY) %)@ Implants for surgery -- Metallic clip YY/T 0079-1992 2007/5/1
BT 7 2595 7 15 BR - BE A 4 o7 . . -
688 [YY/T 0084.1-2009 Mﬂ/J?:}Jﬁi(NX[%Izaﬂi%xh:}bﬁ:ﬁfgll % 7% |Strength calculation and rel.evar'lt regulations ofprlmar'y’ YY/T 0084.1-92 2010/12/1
HAELME pressure components of cylindrical pressure steam sterilizer
SETF 5 VR K T 8% A BT R SO B R ] R Strength calculation and relevant regulations of primary
689 [YY/T 0084.2-2009 AT = E pressure containing parts for rectangular pressure steam- YY/T 0084.2-92 2010/12/1
690 [YY/T 0086-2007 |24 ¥4 ik 44 Pharmaceutical Refrigerator YY0086-1992 2008/3/1
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YY 0087-1992.
- Vi 2 . .
691 |YY/T 0087 -2004 |diykEE Electrophoresis device YY 0155-1994 2005/11/1
692 [YY/T 0090-2014 (FEEl Uterine curette YY 0090-1992 2015/7/1
693 [YY/T 0090-2014 |+ =&l ik Uterine curette YY 0090-1992 2015/7/1
694 |YY/T 0093-2004 |2 FHi2 WXt 28 52145 1 2 28 Medical diagnostic X-ray image intensifier YY 0093-1992 2005/11/1
695 |YY/T 00932013  |[Z2 FHi2 WXt 28 52 15 Jg o 28 Medical diagnostic X-ray image intensifier YY/T 0093-2004 2014/10/1
696 |YY/T 0094-2004 |[Z FHiZ Wi X 48 A oe e it X-ray fluorescent screens for medical diagnosis YY 0094-1992 2005/11/1
697 |YY/T 0094-2013  |[E FHiZ Wi XS 48 A oe e it X-ray fluorescent screens for medical diagnosis YY/T 0094-2004 2014/10/1
698 [YY/T 00952004 |3 it b s . F Calc.lum tungstate middle speed intensifying screens for YY 0095-1992 2005/11/1
medical use
4 g Calcium tungstate middle speed intensifying screens for
699 |YY/T 0095-2013 |45 E&4s o 3ok [22 F 484 J 3¢ . YY/T 0095-2004 2014/10/1
medical use
\ TN N 1 ifications fi ical di tic X-
700 [YY/T 0106-2008 | Fl 15 X S £ L3 FH A 2 1 S;S;i;‘t’em ications for medical diagnostic X-ray YY/T 0106-2004 2010/1/1
e A ey Testi - ic di i
701 [YY/T 0108-2008 |75 i 7 it 4 ML R ik 30 17 1% e:zggﬁeffth(’ds for M-mode of ultrasonic diagnostic YY 0108-1993 2009/6/1
702 [YY/T 0110-2009 |25 F#8 75 s e A1 kL Piezoelectric materials for medical ultrasound YY/T 0110-1993 2010/12/1
4 A e T b T P TA Technical requirements and test methods for ultrasonic
703 |YY/T 0111-2005 |37 % 2% 846 B 25 H AR R AR LG 7712 YY/T0111-1993 2006/12/1
Doppler transducer
704 |YY/T 0112-1993 | #40, 1 s IR B ¥4 #0057 iR 56 7 v Cold- heat fatigue test method in analogous oral environment 1993/5/1
705 [YY/T 0113-1993 |5 F143 & WGl BEEE M BLIIA 7352 Resistance-to-abrasion capability test method for dental 1993/5/1
compound colophony
s N - Hx Polyethylene material for manufacture of infusion,
706 |YY/T 0114-2008  |B< % il 35185 BT 206 % ok . o : : YY 0114-1993 2010/1/1
transfusion and injection equipments for medical use
AL o AL E:—‘—»;:é‘)— /v/: > \: . . . . .
707 |YY/T 0119.1-2014 | ((é‘*f)rﬁ)\% BRI E RGEEHAF 25175647 |Spinal implant Splne'll internal fixation system components YY 0119-2002 2015/7/1
SEGIES ) Partl: General requirements
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CEHEANY) BN E KRG 5523 45r: |Spinal implant Spinal internal fixation system components
- YY 0119-2002 2015/7/1
708 | VYT O119.2-2014 SIREFEIRETD Part 2: Metal spinal screw ?
CEHEANY) BN E KRG 58537 4r: |Spinal implant Spinal internal fixation system components
- YY 0119-2002 2015/7/1
709 [YY/T 0119.3-2014 L EERER) Part 3: Metal Spine Board ?
CEHEANY) BN E KRG 5543 5r: |Spinal implant Spinal internal fixation system components
- YY 0119-2002 2015/7/1
710 [YY/T 0119.4-2014 & EERE) Part 4: Metal Spinal rod ?
CEREAY) BN EE RS # 455%4y: |Spinal implant Spinal internal fixation system components
7ILYY/T0119.5-2014 & R A AN A U 55 25 it g ) 5g 158 77 |Part 5: Test method of static and fatigue bending strength 2015/7/1
YY/T 0127.10- e 297 S AE W2 P4 528090, Rk J7%: | Biological evaluation of medical devices used in dentistry— VYT 0127.10.2001 5010/12/1
712 2009 B ZEYS T A E 254535 (Amesitie) |Part 2.:Test method—Salmonel.la.typhimurium reverse T
YY/T 0127.11- FF O i 27 S M A AR 5 e R BT iE4r - |Dentistry--Preclinical evaluation of biocompatibility of .
13 15001 oM, UM IS I e B, [medical devices used in dentistry--Part 2:Biological YY/T 0127.11-2014 | neq ISO 7405:1997 2002/3/1
_ 9% 77 2 B oy ML AN A ATy . . . . . . . - 3
114 YY/T  0127.11-| (HFSEEST SMAEY VAT 211385 &6k | Biological evalua.tlon of medical devices used in dentistry YY/T 0127.11-2001 1SO 7405:2008 2015/7/1
2014 %y Part 11:Pulp capping test MOD
A e v . . . . ISO/TR 7405-84
715 [YY/T 0127.1-1993 | E1 =k R AR 8 J7 15 ¥ iR 56 Biotic experiment method for dental materials Hemolysis test NEQ 1993/10/1
716 YY/T 0127.12- FREE D FEDEIT 28R 24P 5529%.90: R |Dentistry—Biological evaluation of medical devices used in ISO 10993.3- 2009/6/1
2008 B T7VE Tz R dentistry Part 2:Test method—Micronucleus test 2003,NEQ
. 2% P2 P B b DL A P T RTA G ; ; ; ; ; ; T
717 YY/T 0127.13 Az [Zﬁza}fﬂéi%%ﬁfll 2B G, R J7VE  [Biological evaluation of medical devices usedlln.deriltlstry YY/T 0279-1995 2010/12/1
2009 I kG e o) SR 58 Part 2:Test method—Oral mucous membrane irritation test
118 YY/T 0127.14- T BT 2 AE W22 3R 552840, i8R J77%  |Biological evaluation of medical devices used in dentistry— 2010/12/1
2009 sS4 02 53 RE Part 2:Test method—A cute oral toxicity test
. YY/T 0127.15- D1 27 e AE M 22 A 8528050, Rk 7y |Biological evaluation of medical devices usejd in dent?stry. 01 1/6/1
719 2009 T 2 F e 4 g BRI, 48R Par't 2 Test method. Subacute and subchronic systemic
YY/T 0127.16- 1S 27 S8 AE W 22 -4 5289, IG5 [Biological evaluation of medical devices used in dentistry.
720 2009 e 2L EN 4 B A P e € A T A R Part 2: Test method. In Vitro Mammalian Cells YY/T 0127.4-1998 2011/6/1
71 YY/T 0127.17- (OB DEIT 28 24 0- 1 55173843 :  /NEUMk |Biological evaluation of medical devices used in dentistry— 2015/7/1
2014 B4R (TK) K 2848386 ) Part 17:Mouse lymphoma cells(TK)gene mutation test
1S 27 e A W 22 54 252890, RigJ7: | Biological evaluation of medical devices used in dentistry—
722 |YY/T 0127.2-2009 a4 GENRL. BeZ Part 2:Test method—Acute systemic toxicity:intravenous YY/T 0127.2-1993 2010/12/1
23 [y /T 012731998 E1 SR A 2 A 500 T bl A 4t ig [Biological evaluation of dental ma.terials—Unit 2:Biological WYY/T 0127.3- ISO/TR 7405-84 1998/10/1
7 e J7 AR R evaluation method of dental materials—Endodontic usage 2014 NEQ;BS 5828-89
23 7 o2 B b RL AN A5 2 N hts : ; ; ; ; ; ; _ .
724 [vY/T 0127 32014 O DT 2SR AE VD24V 2533643 . HR 4 P |Biological evaluation of medical devices used in dentistry YY/T 0127.3-1998 ISO 7405:2008 2015/7/1

ISR )

Part 3:Endodontic usage test

MOD
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P BRIT S E 2 vR AN 252 570 I8 ik

Biological evaluation of dental materials-Unit 2:Biological

725 |YY/T 0127.4-2009 B AR e evaluation method of dental materials-Bone implant test YY/T 0127.4-1998 20117671
YY/T 0127.5— O RHAE Y2 58 — oG OB EIAEY) |Biological evaluation of dental materials—Unit 2:Biological ISO/TR 7405-1984
726 e iy . o NEO:OECD No4ls| 1999101
1999 RIE T 1E—— N TR test methods of dental materials—Inhalation toxicity test Q; 0.
2% P2 3 BY b AT - VAN = |n: : : : : : b
727 [Yv/T 0127.5-2014 { D M RIT 2R AW VAN 553 4 W A E|Biological evgluatlor.l .of medical devices used in dentistry YY/T 0127.5—1999 2015/7/1
PR D Part 5:Inhalation toxicity test
YY/T 0127.6— O RHAEY 2T 58 — oG OB EIAEY) |Biological evaluation of dental materials—Unit 2:Biological ISO/TR 7405-1984
728 N e . ) NEO:OECD No478.|  1999/10/1
1999 RIE TV BRI test methods of dental materials—Dominant lethal test Q; 0.
O b R AE Y223R4 — 3 D sl AE it | Biological evaluation of dental materials—Part 2:Biological ISO 10993-6-1994
729 |YY/T 0127.8-2001 %71 TR evaluation test method of dental materials—Subcutancous Y'Y 8597-2001 NEQ 2001/8/1
1S 27 S8 A W 22 54 52890 1686779 [Biological evaluation of medical devices used in dentistry.
730 |YY/T 0127.9-2009 AHREEMERTS . TSy Bk K e Bk Part 2:Test method. Cytotoxicity tests:Agar diffusion test and YY/T 0127.9 -2001 2011/6/1
A e . Protective devices against diagnostic medical X-radiation—
731 |YY/T 0128-2004  |Z= FZ WX 2R 4R 40 B4 28 F. 258 R A . YY 0128-1993 2005/11/1
Device and tool
732 |YY/T 0129-2007 | P4 Ui X 55 44 T A5 R o 2508 Y R 4% General Specification for medical diagnostic X-ray YY/T0129-1993 2008/1/1
adjustable beam limiting
733 |YY/T 0148-2006 | [Z= A o ad 22k Medical adhesive bandages-General requirements YY0148-93 HL[E 24 #-1993 NEQ 2007/4/1
. Medical inst ts of stainl teel-Test meth f I
734 [YY/T 01492006 | ASR4ADE F 2 bk i 66 e o ik 0 77 05 cdical instruments of stainless steel-Test methods o YY/T 0149-93 SO 2007/5/1
corrosion resistance 13402:1995,MOD
735 [YY/T 0157-2005 | )£ 72875 K 1 45 FH i 3 05 IR Spring type release on pressure steam sterilizer YY/T 0157-1994 2006/1/1
736 [YY/T 0157-2013 | J 12875 Ve 45 FH i 3 U IR Spring type release on pressure steam sterilizer YY/T 0157-2005 2014/10/1
737 [YY/T 0158-2005 | J£ 2875 K 1 e £ FH 4 s 24 ] Gasket ring on pressure steam sterilizer YY 0158-1994 2006/1/1
738 |YY/T 0158-2013 | s Jy 2835 K 1# Be 45 5 da 24 Gasket ring on pressure steam sterilizer YY/T 0158-2005 2014/10/1
739 [YY/T 0159-2005 | )% /72875 K 1 V25 TS /K 1R Steam trap fitted on pressure steam sterilizer YY 0159-1994 2006/1/1
740 [YY/T 01601994 | P45 45 955 S1 A1 6 S Y5 EEAT ls:l;al;ght pipe ultraviolet ray Low pressure mercury sterilizing 1994/7/1
g3 == ML ol Ve Z ) ;.-Jgf_ . 1] p:':—\é/\ . . e :
741 |vY/T 0162.1-2009 @A R R RIR RS 55— BAYHERA L [Medical ultrasound equipment class series—Part 1:B mode YY/T 0162.1-1994 2010/12/1

W&

ultrasound disgnostic equipment
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742 [YY/T 01632005 |52 FHi 75 0 /K 17 S5 b T Charactc?rlstlcs and calibration of hydrophones for medical YY/T0163-1994 2006/12/1
ultrasonic fields
743 |YY/T 0165-2007  |#ARIGITIX Medical heating pad therapy equipment YY0165-1994 2008/1/1
744 |YY/T 0168-2007 | Ly v jk 44 Blood refrigerator YY0168-1994 2008/3/1
745 |YY/T 0170.1-1994 | 4 & Dental elevators WS 2-117-83 1994/11/1
746 [YY/T 0170.2-1994 | T = 4 ##E T-shaped dental elevator WS 2-205-83 1994/11/1
747 [YY/T 0170-2011 |4 Dental elevators 150 151\(/)[5?)71_)1:1999 2013/6/1
748 |YY/T 0171-2008 | /bRl ik 25 ArEAE A AR Surgical instruments-Packaging, Marking and Instructions YY/T 0171-1994 2010/1/1
. GB 8581-1988;
- =Rk >
749 [YY/T 0172-1994 | ¥ =484t Explorer for womb YY/T 0172-2014 1988/7/1
750 |YY/T 0172-2014 (T ERED Uterine probe YY/T 0172-1994 2015/7/1
YY/T 0173.12- e e BE R T e o Lo . .
51, 99/4 7 FARZGENE B L AR RET Surgical instruments Column gill axis screw ZB C31004-86 1995/5/1
YY/T 0173.4— e At N et S ke fl et Surgical instruments-teeth, serration, ratchet and elliptoid YY/T0173.4—
752 2005 FARIBIE Sk )5 S R B 1 2 BT 48 el ringg P 1994, YY/T 0173.5 2006/6/1
753 |YY/T 0173-2010 | FARZS ML AE5h. WRETFE4ET Surgical instruments—@Gill shaft,bolt and rivet YY/ITOOIII713 ; ;)2‘;3 ’ 2012/6/1
\ ) YY/T 0173.1-
754 [YY/T 0173-2010 |- FAR bk 684 WRETAIEIE] Surgical instruments—Gill shaft,bolt and rivet 1994-YY/T 2012/6/1
755 T92/7T 0176.10- A IE By Corneal scissors GB 3345-89 1998/1/1
756 [YY/T 0176.9-1997 |4 &85 Iris scissors GB 3346-89 1998/1/1
757 |YY/T 0176.9-2011 |RR 85 Ophthalmic scissors 2013/6/1
e ISO
i T S . . - . . !
758 [YY/T 0176-2006 |25 84 i@ F A 544 Surgical Scissors—General specifications YY/T 0176-94 7741:1986,MOD 2007/5/1
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759 |YY/T 0177—2005 |4H.Z3 4 Tissue forceps YY / T0O177—1994 2006/6/1
760 |YY/T 0178-2010 |Biff. Z KRG vEABUREEH Rectosigmoid biopsy forceps YY/T 0178-1994 2012/6/1
761 |YY/T 0179—2005 | T #=\HF 1 2% Mouth gags YY / T0179—1994 2006/6/1
. GB 8663-88; i
- SEOR A ’
762 |YY/T 0180-1994 ARG 3744y Eyelid retractors YY/T 0180-2013 1995/5/1
763 [YY/T 0180-2013 | HRHE 744 Eyelid retractors YY/T 0180-1994 2014/10/1
764 [YY/T 0181-1994  |#y P4 HE B Oviduct extracting plate WS2-236-77 1995/5/1
765 [YY/T 0181-2013  |#yUp4& HE B Oviduct extracting plate YY/T 0181-1994 2014/10/1
766 [YY/T 0182-1994 |= Y& 28 H 4 Intra-uterine device removing hook GB 8580-88 1995/5/1
767 [YY/T 0182-2013 |= Y& 28B4 Intra-uterine device removing hook YY/T 0182-1994 2014/10/1
768 |[YY/T 0183-1994 |=ZAHTE M E X Intra-uterine device lay-up fork GB 8579-88 1995/5/1
769 |YY/T 0183-2013 |EATHLIMLE X Intra-uterine device lay-up fork YY/T 0183-1994 2014/10/1
770 |YY/T 0184-1994  |#uAds & 40 2 4l Separating pliers for spermaduct WS 2-234-77 1995/5/1
771 |YY/T 0184-2014 | (ks ss4L 4D Pliers for vasectomy 2015/7/1
772 [YY/T 0185-1994  |#u& e iz A € 4t Skin external fixation clamp for spermaduct WS 2-255-78 1995/5/1
. . s b General technical requirements for Suction system in medical
773 |YY/T 0186-1994 |2 ] oo 51 22 G638 F AR 41 center 1995/5/1
774 [YY/T 0187-1994 |52 Fi chto b4t 22 55 FR 4k 2 Gens.aral technical requirements for oxygen supply system in 1995/5/1
medical center
775 [YY/T 0189-2008 | £45% Nasal specula YY/T 0189-1994 2010/1/1
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776 [YY/T 0190-2008 |AT| 145 Anoscope YY/T 0190-1994 2010/1/1
777 [YY/T 0191-2011 | B 5| & Abdominal suction tube YY/T 0191-1994 2013/6/1
778 [YY/T 0195-1994 |0 i B ML 0] 52 1 33086 7 2= Reliability test method for electrocardiogram machine 1995/5/1
779 [YY/T 0196-2005  |— kA Adi 00 o F il Disposable ECG electrodes YY/T0196-94 ANS;g?)gll\\/I/IIO];:)C 12- 2006/12/1
780 |YY/T 0197.1-2007 |2 Fi 12 W X B 44X D1-3/100 [ 2 K WX 26 25 X-ray tube for medical diagnosis—XD1-3/100 stationary YY0197.1-1995 2008/1/1
anode X-ray tube
781 |YY/T 0197.2-2007 |2 Fil 12 W X B 44 X D2~ 1/85 [ 5 FH X B 4 X-ray tube for medical diagnosis—XD2-1/85 stationary YY01972-1995 2008/1/1
anode X-ray tube
<4 o s _ o A _ ; ; ; _ :
782 |YY/T 0197.3-2007 E%):ﬁ L IIX 2R XD3-3.5/100 [ 52 FHF X $1 2% | X-ray tube for medical diagnosis XD3-3.5/100 stationary YY0197.3-1995 2008/1/1
=g anode X-ary tube
<4 o A . o N _ ; : ; 2. ;
783 |YY/T 0197.4-2007 [Z}El,LﬁXﬁ]J 2R XD4-2. 9/100[FH EBHAMXF} | X-ray tube for medical diagnosis XD4-2. 9/100 stationary YY0197 4-1995 2008/1/1
o= anode X-ray tube
WX SR E -20. - - i i i =20+
784 |y 0197 52007 I 1/Lﬁ§%J 24 EXDiljg 40/100F1XD51-20 | X-ray tube for medical @agnosm XD51-20+ 40/100 and YY0197.5-1995 2008/1/1
v A0/125 e ks PHIR X B 428 XD51-20. 40/125 rotating anode X-ray tube
785 [YY/T 0202-2009  |[22 FiI 14 07 X £ th 2 4305 2 B H R 4% tsolfl Zﬁ:;i‘;ns for medical diagnostic X-ray device for YY/T 0202-2004 2010/12/1
786 |YY/T 0210-1995 |25 F ) 7-%0E-3- 35 7. ik Sk S Flu e i Pharmaceu.tlcal .mterrnedlate - 7-Amino-3-methyl-3-cephem- 1995/8/1
4-carboxylic acid
787 |YY/T 0211-1995 |25 lajik H & K40 Pharmaceutical intermediate - benzylpenicillin potassium 1995/8/1
788 [YY/T 0212-1995 |24 A [al4A& F 8§ X5 B AR 7. e g Pharmaceutical intermediate - Pregnenolone acetate 1995/8/1
789 [YY/T 0213-1995 |25 F a4k 3-5-4-FF R % Pharmaceutical intermediate -3-Chloro-4-fluoroaniline 1995/8/1
790 [YY/T 0214-1995 | Z R (A4 Z. Bk 2R R £5 (R TR Z. 1K) Pharmaceutical intermediate - Acetamidine hydrochloride 1995/8/1
791 [YY/T 0216-1995 |25 MU= 50 5245 b 35 Editorial nqmlnatlng method for the model designation of 1996/1/1
pharmaceutical machinery
792 [YY/T 0241-1996 |24 )ik 2,4- — & WA Pharmaceutical intermediate—2,4-Dichlorofluo- robenzene 1996/7/1
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793 [YY/T 02422007 |G, Wi, FEATERETIELRE | Cpropylene material for manufacture of infusion YY0242-1996 2008/3/1
transfusion and injection equipments for medical use
794 [YY/T 0243-2003 | — R4S T w15 ) 28 FH 5 % Plunger of sterile syringes for single use YY/T 0243-1996 2004/1/1
b e RI6 7 S F PRI 42 Hooi cale .
795 VYT 0244-1996 DEIT/j RHEPRRIE 7% 4 g 8R4 Bllogl'cal tes.t methods of dental materials—Short term ISO/TR 7405-84 1996/10/1
&4z systemic toxicity test:Oral route NEQ
796 |YY/T 0245-2008 |¥) (5%) & 8% @M AL General specifications for stapler YY/T 0245.1-1997 2009/6/1
797 |YY/T 0246-2010 | £ JHyEABUREAL Naso-pharyngeal biopsy forceps YY/T 0246-1996 2012/6/1
) L 4 L Designed guides for rationality of energy usage in
798 [YY/T 0247-1996 |2 Tl Ab £ #E T RE BT L . . 1997/1/1
pharmaceutical industrical enterprise
799 [YY/T 0248-1996 |25 I pms acdprst i 47 A 30 The manage'ment standards of the economic operation in the 1997/1/1
pharmaceutical glass furnace
800 ;{(;(()/ST 0249.1= SAEHE RSB MRS ANEBE Surgical instruments-Metallic materials-Part 1:Stainless steel Yy/ 1;()929()74 = 2006/6/1
801 |YY/T 0251-1997 |ihEEHHE R T Test methods of penicillin 1997/10/1
FR2E D EIT 28V - S5 18.90: 1 | Dentistry - Biological evaluation of medical devices used in NEQ ISO/FDIS
2 [YY/T 0268-2 YY/T 0268-2001 2 1
80 /T 0268-2008 I 5R5 dentistry Partl: Evaluation and test /T 0268-200 7405:2008 00976/
803 |YY/T 0269-2009 |4 F}IF Wi EAE kL B4 Bl Dentistry—Dental enamel bonding resin YY 0269-1995 2011/6/1
804 |YY/T 027022011 | F Rl 2 BT AW 22040 EWHAL IR A Dentistry—Base polymers—Part 2:Orthodontic base ISO 20795-2:2010 2013/6/1
polymers IDT
I NN MOD ISO
805 |YY/T 0273-2009 |k RH R IH G 2 Dental amalgamators YY/T 0273-1995 7488:1991 2010/12/1
806 [YY/T 0274.1-1995 | 4 BH& &I #5 bk v 6 2% Dental scalers instruments—Excavators WS 2-120.1-1983 1996/5/1
807 [YY/T 0274.2-1995 | ‘A BH &Il #5 bk v 6 2% Dental scalers instruments—Scalers WS 2-120.2-1983 1996/5/1
808 |YY/T 0274-2011 |FH| 4 2% Dental scalers 2013/6/1
YY/T 0275-
809 |YY/T 0275-2011 T}:ﬁ ?E‘iﬁi\ 25 Dental pluggers 1995:YY/T 0276- 2013/6/1
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810 [YY/T 0277-1995 |7 4R2 x4 Apical elevators 7B (C33022-1989 1996/5/1
YY/T 0275-
811 |YY/T 0278-2011 | F7ciE a8 Root-canal filling condenser 1995 YY/T 0276— 2013/6/1
812 [YY/T 0280-1995 |1k sk 52 Electrical heat water still WS 2-226-1977 1996/5/1
X . ing of ting fast f dental surgical
813 |YY/T 0281-1995 | 1l T A Sk e 452 2 [ R iR 06 7 15 lﬁfiﬁif: testing of connecting fastness of dental surgical | 35507 19g5 1996/5/1
YY/T 0282-1995,
815 [YY/T 0283-2007 |£F %Kiz N Fids Large intestine fiber endoscope YY/T0283-1995 2008/3/1
e E ol N i i -- i t 1 --

816 |YY/T 0287-2003  |FEjT Bb J s Ak 2 F T R Medical devices -- Quality management systems YY/T 0287-1996 |ISO 13485-2003 IDT|  2004/4/1
Requirements for regulatory purposes

817 |YY/T 0289-1996 VR ASE ) e S IV Single use minim blood pipette 1997/2/1

e s i i test methods fi ical x-

818 [YY/T 0201-2007 |2 A0 26 13 & B30 ok 72 i 745 Env1rogmental requirements and test methods for medical x YY/T0291-1997 2008/1/1

ray equipment
X N . ical i ts—Metallic materials—Part 1:Stainl idt ISO 7153-

819 [YY/T 0294.1-2005 |ShEHEE G @b 5513055 ANHE4R Surgical instruments—Metallic materials—Part 1:Stainless |y 15794 1 1997 | 14tISO7 2006/6/1
steel 1:1991,MOD

820 ;((;(()/ST 0295.1— 25 AR 3@ B AR 4648 General specification for medical forceps YY/T 0295.1—1997 2006/6/1

- i ingle use—Col ing fi .

821 |Y'Y/T 0296-1997 A P S AR kR Hypodermic needles for single use—Colour coding for BEYY/T 0296-2013 | 1SO 6009-92 IDT 1998/1/1

identification
- ) ol —_

822 |YY/T 0296-2013 R A6 ) S S 3 ) € Hypodermic needles for single use—Colour coding for YY/T 0296-1997 | 1SO 6009:1992 IDT |  2014/10/1
identification

823 |YY/T 0297-1997 |27 2&blilm AR i 2 Clinical investigation of medical devices ISO 14155-96 IDT 1998/1/1

) o gt e . - General specification for medical oxygen generator with

824 [YY/T 0298-1998 |1 4 T S8 v & @ AR MSE . ISO 10083-92 NEQ | 1998/10/1

molecular sieve
e ; — NPT Package,lable,transport and storage for medical polymer
825 [YY/T 0313-1998 |ZEH w4 FHlm s, i, S products ZB C48006-89 1998/10/1
SN | (= ; - p
26 [vy/T 03132014 CEEF E o T2 0 AL AN s iy f ik S Medlcal polymer products Requirement for package and YY/T 0313-1998 2015/7/1
K information supplied by manufacturer
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Medical devices—Application of risk management to

827 |YY/T 0316-2008  |ZLyT #5 bl UGS BEXT 297 4 bl I o2 . . YY/T 0316-2003 |[ISO 14971:2007,IDT|  2009/6/1
medical devices

828 |YY/T 0317-2007 |2 FiI 367 X 5 M3 I B A 2 1 ieizrrilei[t)emﬁcatlons for medical therapeutic X-ray YY0317-2000 2008/1/1

829 [YY/T 0340-2009 | NEHEAY FEA N Implants for surgery--Fundamental principles YY/T 0340-2002 2011/6/1

. 1t L b s . Implants for surgery--Determination of bending strength and

830 [YY/T 0342-2002 | ANEHHL M 28 b7 i 5 722 R0 I P8 0 . SO 9585:1990,IDT |  2003/4/1

stiffness of bone plates
ISO 9583-1993 NEQ
831 |YY/T 0343-2002 |4l & @ NYRARIB 5 R 56 Liquid penetrant inspection of metallic surgical implants ASTM F601-1992 2003/4/1
AN JEL, [ YA sz Ty 22 ) o . . . -
832 |yv/T 0345.1-2011 hhE Hﬁ)\% EEEE B1E D BRI 2k Implants for surgery Skeletal pins and wires—Part ISO 5838-1:1995 2013/6/1
SR 1:Material and mechanical requirements MOD
P =R = Ry R | VA NI | S — i ires—
333 [vv/T 0345.2-2014 CHNBHENYY 4855 5280 BriCer R~ Implgnts for surgery Skeletal pins and wires—Part 2015/7/1
» 2:Steinmann's pin size

834 |YY/T 034532014 | (SMVEHEA) 4R EEF 33050, 77 CAF) Ir.nplants fo.r surgery—Skeletal pins and wires—Part 3: 2015/7/1
kirschner pin

835 |YY/T 0347-2002 |40 12 FH 14 I XS4 L R 5 R 4% 1 G'eneral spemﬁcatlons for medical diagnostic X-ray 2003/4/1
microequipment

836 [YY/T 0347-2000 |7 R4 WX 2L % I A S 1 eI;aurlt;l);l;rt specifications for mini medical diagnostic X-ray | gy 1 347 5002 2010/12/1

837 |YY/T 04522003 | if rfn4lf Haemostatic forceps GB 2767-1988 2004/1/1

838 |YY/T 0452-2003 |k if 4l Haemostatic forceps YY 91002-1999 200‘@501 01

839 |YY/T 0454-2008 | ¥BART-A ] Disposable scalpel YY/T 0454-2003 2010/1/1

N sl A AN S . BEYY/T 0456.1-

840 |YY/T 0456.1-2003 | L4 it 23 A A S AR 2B 1805 1S el Regents for hematology analyzer use—Part 1:Rinse 2014 2004/1/1
841 [YY/T 0456.1-2014 | UL s Hr A FRF 265 13504 e Reagents for hematology analyzer—Part 1:Rinse YY/T 0456.1-2003 2015/7/1
o N e s . BEYY/T 0456.2-

842 |YY/T 0456.2-2003 | L4143 A4S R FHARF7) 2523040 ¥ L 57) Regents for hematology analyzer use—Part 2:Hemolysin 2014 2004/1/1
843 [YY/T 0456.2-2014 | UL o A4 FRF 252804 5 M 7)) Reagents for hematology analyzer—Part 2:Hemolysin YY/T 0456.2-2003 2015/7/1
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BYY/T 0456.3-

844 |YY/T 0456.3-2003 | .40 s 53 A3 8 FARFT 23384 Wil Regents for hematology analyzer use—Part 3:Diluent 2014 2004/1/1
845 [YY/T 0456.3-2014 | Lo Hr A FRF 253805 FRkEF) Reagents for hematology analyzer—Part 3:Diluent YY/T 0456.3-2003 2015/7/1
AT HT AL 4305 AR —Part 4

846 |YY/T 0456.4-2014 | <{J‘ﬁl/f‘iﬁ*ﬁ1'>(fﬁ R 45 B AMAEI | Reagents for hemat'ology analyzer—Part 4:Nucleated red 2015/7/1

R blood cell enumeration reagents
/ | AR R Rl — :Reti

847 |vy/T 0456.5-2014 LR B AR TR 25538 5 IZLZL gl i kG |Reagents .for hematology analyzer—Part 5:Reticulocyte 2015/7/1
R enumeration reagents
B2 A 4 e Fax i e B s ap i a5 1 |Medical electrical equipment—Characteristics of electro- IEC 61262-

848 |YY/T 0457.1-2003 A% NI RSFRGI optical X- ray 1mage intensifiers—Part 1:Determination of the 1:1994,IDT 2004/1/1
B2 S 4 e Fax 2 B s a ik a5 | Medical electrlcal equipment—Characteristics of electro- IEC 61262-

849 |1YY/T 0457.2-2003 4. B BRI E optical X- ray image intensifiers—Part 2:Determination of the 2:1994,IDT 2004/1/1
B S 4 e I B a3 Medlcal electrlcal equipment—Characteristics of electro- IEC 61262-

850 |Y'Y/T 0457.3-2003 4%, ERREAATFIAEES SIPEI E ptlcal X- ray 1mage intensifiers—Part 3:Determination of the 3:1994,IDT 2004/1/1
BE oS 5 e xR AR R A543 Medlcal electrlcal equlpment—Characterlstlcs of electro- IEC 61262-

851 |YY/T 0457.4-2003 4y B e B optlcal X- ary image intensifiers—Part 4:Determination of the 4:1994,IDT 2004/1/1
BE S 5 e xR AR Rk S5 5 Medlcal electrlcal equipment—Characteristics of electro- IEC 61262-

852 |YY/T 0457.5-2003 4y R R  E optical X-ray image intensifiers—Part 5:Determination of the 5:1994,IDT 2004/1/1
D5 A B4 e xBTS I ER A% 263 | Medical electrical equipment—Characteristics of electro- IEC 61262-

853 |YY/T 0457.6-2003 A RTECEE B R BRI SE optical X- ray 1mage intensifiers—Part 6:Determination of the 6:1994,IDT 2004/1/1
B2 A 4 S Fx i e B s ap a5y |Medical electrlcal equlpment—Characterlstlcs of electro- IEC 61262-

854 |YY/T 0457.7-2003 A3+ P i R B I optical X-ray image intensifiers—Part 7:Determination of the 7:1995,1DT 2004/1/1

855 [YY/T 0458-2003 |32 75 4 9 0 07 L i M R [ A R Technical requirements for ultrasonically blood-mimicking BYY/T 0458-2014 IEC 61685-2001 2004/1/1

Doppler phantom MOD
s NN N Technical requirements for ultrasonically blood-mimicking
856 |YY/T 0458-2014 | (Gifirs £ 847 ML S AARAS I F AR ZER ) YY/T 0458-2003 IEC 61685:2001 2015/7/1
Doppler phantom

857 |YY/T 0463-2011 | F Fb2 551 AL RLATTRT K ALY A4 RE Dentistry—Casting investments and refractory die materials ISO 15912:2006 IDT|  2013/6/1
BEyy 2 b T ST S bibngs. kric At ftis B | Medical devices—Symbols to be used with medical device IDT ISO 15223-

858 [Y'Y/T 0466.1-2009 M2 a4y, @R labels, labelling and information to be supplied—Part YY 0466-2003 1:2007 2010/12/1
7 BR b 1[5 177 42 B b o P BE NS Mgdical (‘ievice's -- Guide to the selection of standards in -

850 [yv/T 0467-2003 Eﬁgﬁfﬂg{%lﬂalgﬁéﬂﬂméﬂ PERE A IR AR . the selec ISO/TR 16142-1999 |\
U P A v ) 45 support of recognized essential principles of safety and IDT
S Ay 25 n . i i

260 |Yv/T 04682003 | T H R B A T BEIT 25 W f 44 2 5530 | Nomenclature—Specification for a nomenclature system for 1SO 15225:2000,IDT 2004/1/1

3
R{EA

medical devices for the purpose of regulatory data exchange
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Hygienic standard for yuangong intrauterine device of

861 |YY/T 0470-2004  — ki F R = S 1 B 2 A 2% . . . 2005/1/1
specially designed inserter
Pz B[R TS Ty /v/: LY i : o . 1
862 |YY/T 0471.1-2004 PEfu kORI T BB 1ER S AR |Test methods for primary wound dressing—Part 1:Aspects of] EN 13726-1-2002 2005/1/1
Wtk absorbency IDT
A5 T S 3R IS 7 oA EAE : e -Moi I
263 [YY/T 0471 2-2004 HEfih H’@!Pﬁﬁi?‘ﬂlﬁhﬁﬂi F2ERSy: ESME | Test methods f.or'prlmary wound dressings Part. 2:Moisture EN 13726-2-2002 2005/1/1
Bkl K 28R E T % vapour transmission rate of permeable film dressings IDT
N A vt e Test methods ft i ings— -3
864 |YY/T 0471.32004 |Bfi b QU BLEIRIG T EE 8380550 BKHE est methods for primary wound dressings—Part EN 13726-3-2003 2005/1/1
3:Waterproofness IDT
N A vt e s e |Test methods f i ing— -4-
865 |YY/T 0471.42004 |Befi b QUTBLEIRIG T B4T05: &FEHE est me ods' 'or primary wound dressing—Part EN 13726-4-2003 2005/1/1
4:Conformability IDT
866 |YY/T 0471.52004 |Befil b GUTBLEIRIG T EE BS54 FAEHE Test. methods fpr primary wound dressing—Part 5:Bacterial EN 13726-5-2000 2005/1/1
barrier properties IDT
P B[R TS Ty By Ak 1 1 S . -6-
867 |VY/T 0471.6-2004 e ORI 7 B6Ekar: SMk#E  [Test methods for primary wound dressings—Part 6:0dour EN 13726-6-1993 2005/1/1
Gl control IDT
SR RIG T 1Ay, # ; . 1.
268 |YY/T 0472.1-2004 < E'E—/\}?‘iﬂ(#ﬁlﬁ?’ijj/{( 1. BiAiE | Test methods for nonwoven compresses for medical use EN 1644-1-1997 2005/1/1
7= AR US4 Part 1:Nonwovens used in the manufacture of compresses IDT
SR RIS TTVE Ay, R i _ 2-
269 |YY/T 0472 22004 e AR RGBT RIE TV B2EBsy: M EL  [Test mthf)ds for nonwovne compresses for medical use EN 1644-2-1997 2005/1/1
bifl Part 2:Finished compresses MOD
Sk X 2% ik - HR e JE o _—
270 |Yv/T 0473-2004 &Iv‘}? Hﬁ)\% BRI B MILIRY) RSN Irnplants. for surgery—Copolymers and blends based on 2005/1/1
R polylactide—
N TG AR e A e T 2| B o acti : : ;
871 |YY/T 0474-2004 5[‘7}5 AV L-TNZE Bt G R il A o1 Bee A ' Poly(L-lactide) resins and fabricated forms for surgical 2005/1/1
R implants—
872 |YY/T 0475-2004 | FRIGAL 2443 B A4S FH F A 444 General technical requirements for urine analyzer 2005/1/1
873 |YY/T 0475-2011 |4k 24 R4 A Dry chemistry urine analyzer 2013/6/1
JOSTE. S . o General technical requirements for chemical reagent strips
874 |YY/T 0478-2004 |4k 22 PRI Bk 4% 4638 AR 4414 . : 2005/1/1
for urinalysis
875 |YY/T 0478-2011 |JRW A Hrik4t 4% reagent strips for urinalysis 2013/6/1
T 34 I i e [ 208 XA 4 426 12 e ol e B BB ot : : ot
876 |vY/T 0479-2004 [\Z’)iﬂil,Lﬁﬁ/th FH 2 X G 2R 3 i RS ik s S5 7 114 Determlnat'lon of the maximum symrnetr'lcal I‘E.ldlatIOTl field IEC 60806:1984.IDT|  2005/1/1
e from a rotating anode X-ray tube for medical diagnosis
VX 2 A % — i o o n . [ . - — -
877 [YY/T 0480-2004 |2 WA B —IBH AR PIHAL | Diagnostic X-ray imaging equipment—Characteristic of YY 0012-1990  |IEC 60627:2001,IDT|  2005/1/1

TR R

general purpose and mammographic anti-scatter grids
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Diagnostic X-ray imaging equipment—Characteristic of

- EAR X EnEis
878 |YY/T 0480-2004 2L M A general purpose and mammographic anti-scatter grids RIS EE 200510715
879 |YY/T 0481-2004 | FiT 2 6 X 56 245 48 2% — U0 A ) i 2 Medlca.l diagnostic ).(-ra.y equlpment—l'{a.dlatlon conditions IEC 61267:1944 IDT 2005/1/1
for use in the determination of characteristics
880 |YY/T 0482:2010 |2y e (8 Bt g 1 & 3 75 B 5 fik 5 3l s Technical reql%lrements and tést me'thods for magnetic YVY/T 0482-2004 IEC 62464-1:2007 2012/6/1
resonance equipment for medical diagnosis MOD
881 |YY/T 04862004 |35t T A FH A5 5 i R AL 0 1 B Tracheal tubes des1gned‘f0r'laser sur.gery—Requlrernents for 1SO 14408:1998 IDT 2005/8/1
marking and accompanying information
- . N , L ISO 7197:2006
882 [YY/T 0487-2010 | — YR H:A% FHI G P i AR 7K 40k s B L 2R 44 Sterrile,single-use hydrocephalus shunts and components YY 0487-2004 MOD 2012/6/1
— e Tracheobronchical tubes—Recommendations for size ISO/TS
N SE LR ETEE RS FRIR S bR ) . .
883 |YY/T 0490-2004 | VB SCUBHRE HEAEHI MU bR by designation and labelling 16628:2003,IDT 2005/8/1
884 |vv/T 04912004 DR E2E 5B =3 AR OIFEE 281 [Cardiac pacemakers—Low-profile connectors(IS-1) for ISO 5841- 2005/9/1
JINER T A 2% implantable pacemakers 3:2000,IDT
885 |YY/T 0492-2004 |4 A\ 00U AT 1t 28 Al S 4 Implantable pacing lead 2005/9/1
886 |YY/T 0495-2009 | FHR%E& oL Dental root-canal obturating points YY 0495-2004 150 iﬁ(?l)l 995 2011/6/1
887 [YY/T 0501-2004 |JRIE S HT R =Y General technical requirements for urinalysis control #YY/T 0501-2014 2005/11/1
888 [YY/T 0501-2014 | (SRS HTHREZ) Urine dry chemistry analysis control material YY/T 0501-2004 2015/7/1
AL PN BRI TR, FAKHME |Surgical drapes gowns and clean air suits for patients clinical EN 13795-1-2002
889 | YY/T 0506.1-2005 IR Sy HET . ACFRSARIE S IE ] |staff and equipment -- Part 1: General requirements for MOD 2006/1/1
AL EP ARSI TAM, ARy |Surgical drapes,gowns and clean air suits for patients,clinical IDT EN 13795-
890 [YY/T 0506.2-2009 Vel 234y PR TSR AP e K stafpf and equi1pme‘nt—Part 2:Performance requirements and 3:2006 2010/12/1
RN EPAN DRSS FEARY.. FARKFVE | Surgical drapes, gowns and clean air suits for patients, prEN 13795-2-2002
891 |YY/T 0506.3-2005 |, e o . sy . . 2006/1/1
? ! IR F3EAr: R clinical staff and equipment-Part 3: test methods MOD v
AL EPA RS T AR, ALKy |Surgical drapes, gowns and clean air suits for patients, ISO 9073-10-2003
892 |YY/T 0506.4-2005 ValR B4y FATEE R I cilini‘cal staff and equipment-Part 4: Test method for linting in IDT 2006/1/1
AL EP ARSI T AR, ALKy |Surgical drapes,gowns and clean air suits for patients,clinical MOD ISO
893 |YY/T 0506.5-2009 Vel 584y BT ST 235 R I I 3 s‘taff a.nd c?q.u1ipment—.Part 5:Test method for resistance to 22612:2005 2010/12/1
j 23N BB TR M. TR v | Surgical drapes,gowns and clean air suits,used as medical
894 |YY/T 0506.6-2009 AN NGB F A, FARKAT IDT ISO 22610:2006| 2010/12/1

IR ZeEt . BLIESHAEN &R TT %

devices,for patients,clinical staff and equipment—Part 6:Test
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GRS B A RIS A 2, FA fn [Surgical drapes, gowns and clean air suits for patients,
895 |YY/T 0506.7-2014 VEVER BTy VEVEE AR T clinical staff and equipment—Part 7:Test methods for 2015/7/1
896 |YY/T 0507-2000 |2 i bE 25 3 Ak b B 5 $0 2T 7% 1R 7 15 Medlca'l elastic bandage . Characteristics and test methods 2011/6/1
for basic performance
897 |YY/T 0508-2009 |4}l g S 4E AR Specific requirements for external fixation devices 2011/6/1
o T . - -
298 Y'Y/ 0509-2009 i%ﬁj[ﬂ}(l{’l P [ S AR RR AT TP ks v L SR A3t | Standard spec1ﬁcat10n' and test mefhocl's for bioabsorbable 2011/6/1
iR plates and screws for internal fixation implants
Lk S R T EHR TS 2R Gkt S PTG : oo :
299 |YY/T 0510-2009 ﬂ‘ﬂ}rﬁ)\%ﬂ? Jo 5 TN A e A4 HE FN S 22 Big- 2. Amf)rphous Poly(lactlde) and Poly(lactide-co-glyclide) 2011/6/1
e L T e Resins for Surgical Implants
M A2 feTd S EL ML S S AN D A . . .
900 |vY/T 0511-2009 ?}Li%ﬁ’ﬁl AR PR SRR BB R VAN R B 77 | Test metho.d for evaluat@n of the. b'1ode.gradat10n and 2011/6/1
IES osteogenesis of porous bioceramic in vivo
L N L _ . s, . .
901 Ivy/T 0512-2009 Ay U{ﬁ)\% SIEMEL o+ BEL G M B S Irr'lplants for surgery. Metallic rna.terl?lls Classification of 2011/6/1
52 microstructures for alpha + beta titanium alloy bars
i FIEEME 130 & HERE i . : i i
902 1v'Y/T 0513.1-2000 IE:IﬂJE%ZIS FIBEEME 1350 B HRFEREAE |Allogeneic bone grafts Part 1:The basic requirements for 2011/6/1
3R bone bank
& ELAZAS KA By AN VERAR E YA YA B : . _ :
903 v/ 051322000 Elﬂl%ﬁi i{l,ﬁ?l‘/j Bl Z2E A KR % E  |Allogeneic bone gra}fts.Part 2.D?ep frozen allogeneic bone 2011/6/1
AN grafts and freeze-dried allogeneic bone grafts
. . . All i fts.Part 3:Demi li 11 i
904 |YY/T 0513.3-2000 | FIAI Sk 4 5 bR 530040 B2 gra;)tienelcbonegra s.Pa emineralized allogeneic bone 2011/6/1
905 [YY/T 0514-2009 | FRIFH #& 534 Dental handpieces. Hose connnectors 2011/6/1
906 |YY/T 0515-2009 |4 B2 4R KA 41 & ik o6 Dentistry. Corrosion tests for amalgam 2011/6/1
907 |YY/T 0516-2009 | *F FIEDTAM & AH5E7 Dental EDTA root canal lubricant/cleanser 2011/6/1
908 |YY/T 0517-2009 |4 %} T iliAR & bk Dental prefabricated root post 2011/6/1
909 [YY/T 0518-2009 | FRHM&E &M BE-SW Rk 257 Dental polymer based adhesives for restoratives 2011/6/1
910 [YY/T 0519-2009 |4 RIARl 5 15 45 F kb Bz sk Dental materials. Testing of adhesion to tooth structure 2011/6/1
911 [YY/T 0520-2009 |4k B4R &84 i 4 PR AR B AeE Titanium and titanium alloy dental implant attachments 2011/6/1

2015 Copyright @ Hangzhou CIRS Co., Ltd

Prepared by CIRS: www.cirs-md.com
Email: Edwin.wen@cirs-group.com



Dentistry. Implants. Dynamic fatigue test for endosseous

912 |YY/T 0521-2009  |ZF#}2% & A A FE A B 29 57 15 . 2011/6/1
dental implants
RS ok Z 2RI BRSNS 2 IS T istry. ini ; ; )
013 Ivy/T 0522-2009 A Bl AR RZEIGIRTTVEN shRE 7 Der‘ltlstry Preclinical evaluation of dental implant systems 2011/6/1
v Animal test methods
914 [YY/T 0523-2009 |F F}2 FREARTF R IerE Dentistry. Guidelines for developing dental implants 2011/6/1
915 [YY/T 0524-2009 | F &}2 FREAR RG T A AR Dentistry. Dental implant systems. Contents of technical file 2011/6/1
TERLRL [ B AT TR AN AL FH AR 1 2 T A i p}: |Dentistry. Implantable materials for bone filling and
916 [vy/T 05252000 |2 IRAESPRIE 7S RS A on i llofaci 2011/6/1
BB A A augmentation in oral and maxillofacial surgery. Contents of a
SRR TR MR 440 S b istry. i ided ti i
017 lyvy/T 0526-2009 4 ﬂ% m i l‘u\ﬁﬂ\* FFH2H 2 A 5] 5 et Rl Dentlstry Mem.brane @aterlals for guided tissue regeperatlon 2011/6/1
FAR AR in oral and maxillofacial surgery. Contents of a technical file
918 |YY/T 0527-2009 |4 Bl2¢ EHlH4 £} Dentistry. Duplicating material 2011/6/1
919 |YY/T 0528-2009 |A &l& @ik} 18 iiRes )7k Dental metallic materials. Corrosion test methods 2011/6/1
920 |YY/T 0567.1-2005 |57 7= p BN T 4518640 @A TR Asep'tlc pr'ocessmg of health care products-Part 1 :General ISO 1340801 : 2006/1/1
Specifications 1998,IDT
) . . . |Asepti i f health ts-Part 1 : 1
021 [YY/T 0567.1-2013 | eyt ree Bty e I T4 L 240+ ST Bk septic processing of health care products-Part 1 :General 2014/10/1
Specifications
922 |YY/T 056722005 |Bs7 7= S BN T 8528640+ 6 Aseptl.c processing of health care products -- Part 2: ISO 13408-2-2003 2006/1/1
Filtration IDT
923 |YY/T 056732011 |G (it 7= i (e B T 5338045 s VP Aseptic I'Jr'oce'ssmg of health care products—Part ISO 13408-3:2006 2013/6/1
3:Lyophilization IDT
O g A AN e oy ; ; - . i A-
924 [YY/T 0567.422011 [ZTTTT%@F ST I T 55434y (ELRTEYE | Aseptic processing of health care products—Part 4:Clean-in ISO 13408-4:2005 2013/6/1
A place technologies IDT
925 |YY/T 056752011 | By 5L 7= i (e B T 2558045 s LE 48 K 1 Aseptl.c.pro.ces'smg of health care products—Part ISO 13408-5:2006 2013/6/1
5:Sterilization in place IDT
=y [ [ e A H X BE 2 . . - . A
926 |vY/T 0567.6-2011 Gy AR P= BB I T 55635 2r: R 2s %  |Aseptic processing of health care products—Part 6:Isolator ISO 13408-6:2005 2013/6/1
4 systems IDT
927 [YY/T 0575-2005  |Tii Z. B R £h it A4 3% 57 4 Fluid Thioglycollate Medium 2006/12/1
928 |YY/T 0576-2005 | &Ff Lt 3P ifn B g F ity 455 7= A Columbia Blood Agar Base Medium 2006/12/1
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929 |YY/T 0577-2005 | & FErfigks 353t Nutrient Agar Medium 2006/12/1
930 [YY/T 0578-2005 |¥b1]. B H BEE gl 53k Salmonella-Shigella agar medium 2006/12/1
R ERE S 1 — IR FSEES anging devices for infusion bottles—Part 1: Disposable
931 [YY/T 0582.1-2005 RS AR R o s (H d for inf bottl Part1: D bl 150 2006/12/1
' B hanging devices 15010:1998,MOD
932 [YY/T 0582.2-2005 [l B B 244 LR HEE Ejiggig’gg;;l:;d for infusion bottles -- Part 2: Multiple ISO 15375-2004 IDT|  2006/12/1
933 [YY/T 0586-2005 |25 F e 43 il S X B 2R AN 1 4 38 7 9% Medical polymer products-Test methods of radiopacity ASTM F 640-1979 | 2006/12/1
934 |YY/T 0588-2005 |4t A Flow cytometer 2006/12/1
935 [YY/T 0589-2005 | Hufift Jii o3 A A% Electrolyte analyzer 2006/12/1
B2 ) R AU 4 B e X 4 A S A ks 1 |Medical electrical equipment -- Characteristics of digital X- IEC 62220-1-2003 Iy
936 [YY/T 0590.1-2005 4y BRI I E ray 1mag1ng devices -- Part 1: Determination of the detective IDT 2006/12/1
D5 A B4 BUr XS 2 G 25 B AR 2512 |Medical electrlcal equipment—Characteristics of digital X- IEC 62220-1-
937 |YY/T 0590.2-2010 A AR I E AEX S 2352 |ray imaging devices—Part 1-2:Determination of the detective 2:2007,IDT 2012/6/1
B F S 5 B X 2 A 2 B A 451-3  [Medical electrlcal equlpment—Characterlstlcs of dlgltal X- IEC 62220-1-3:2008
938 |YY/T 0590.3-2011 Ay BT IRIMBCR I ZhAS B FH M) 28 (ray imaging devices—Part 1-3:Determination of the detective IDT 2013/6/1
939 |YY/T 05912011 | 4 BA B 4T ymplants for 0rth9synthes1s—Metalllc lockable 2013/6/1
intramedullary nail
ZEyT 28 b R EE TR R YY/T 0287-2003 % /1] [Medical devices-Quality management systems-Guidance on ]
940 [YY/T 0595-2006 oo the application of Y'Y/T0287-2003 ISO 14969:2004,DIT| 2007/5/1
YY/T 0176.2~
941 |YY/T 0596-2006 |[= 84 Surgical scissors 0176.8- 1997’ 2007/5/1
942 |YY/T 0597-2006  |jiti Je4lf Clip Applicator YY 0079.3-92 2007/5/1
943 [VY/T 0605.5-2007 SR N & B R B SRSy HBaE A -H4-49- | Implants for surgery—Metallic materials-Part 5:Wrought IDT ISO 5832-5: 2008/1/1
’ A4 cobalt-chromium-tungsten-nickel alloy 2005
944 |VY/T 0605.6-2007 SR N & B R B 634y . Hit i -43-%%-  |Implants for surgery-Metallic materials-Part 6: Wrought IDT ISO 5832-6: 2008/1/1
’ HE4e cobalt-nickel-chromium-molybdenum alloy 2005
YINBHE N4 EM* ) ARSI T.  [Implants for surgery—Metallic materials—Part 7: Forgeable IDT ISO 5832-7:
945 |YY/T 0605.7-2007 [yt Ak A8 AR Ak o 4 and cold-formed cobalt-chromium-nickel-molybdenum-iron 2005 2008/1/1
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Implants for surgery-Metallic materials-Part 8: Wrought

IDT ISO 5832-8:

946 | YY/T 0605.8-2007 A8 a4 cobalt-nickel-chromium-molybdenum-tungsten-iron alloy 2005 20087171
047 YY/T 0606.10- SHAR THREEESF P2 10884y 488 ol Fid: 547y [ Tissue engineered medical product—Part 10:In vivo 2009/6/1
2008 BB RN T S R assessment of 1mplantable devices intended to repair or
048 YY/T 0606.12- HATRRDT PR 12305y . HZ. 2% | Tissue Engineered Medical Products-Part 12:  Guide for 2008/1/1
2007 B 1IN T A H 48 T Processing Cells, Tissues, and Organs
YY/T 0606.13- N —i +1 s | Tissue Engineered Medical Product—Part 13: Standard Test
AU TR 134 M B . .
949 2008 HEVTRISST ™ i F13560r: A A FIHEGA Method for Automated Enumeration of Cell Suspensions 2009/6/1
950 YY/T 0606.14- (R TRRESTRE 5 1434 PR e & % | Tissue engineered medical products—Part 14:Standard 2015/7/1
2014 AR 17 I [ S0 T V5 ELISAVE) practice for evaluation of immune responses of substrate and 7
YY/T 0606.15- CHE TREDEIT =5 S 1534 P 385 K S2 Tissue englneered medical products—Part 15:Standard
951 2014 PR AR 2 N (1 S 06 77 1E—— bR B 4 o 384 7 356 | practice for evaluation of immune responses of substrate and 20157771
05 YY/T 0606.20- CHATRRBEST PSR 208645 WM L5 2 57 [Tissue engmeered rnedlcal products Part 14:Standard 2015/7/1
2014 s 5 RIS T AR RIS Y practlce for evaluation of immune responses of substrate and
053 YY/T 0606.25-| (LHL T FEGEITFE 0 2534y shWiEvEEY) Tlssue englneered medical product—Part 25:Quantification 2015/7/1
2014 MEIDNAGR BB eV 58 Yetays) ef remnanf DNA ‘1n 'blolioglca‘lﬂmaterlals utlllzlpg 'fmlmal 7
954 |YY/T 0606.3-2007 | 420 T F2LEF 7= Sy 838040 : ST 402 Tlssue Engmeered Medical Products Part 3: General 2008/1/1
Classification
HATFEDIT P2 5484y R (W) 1) |Tissue Engineered Medical Product—Part 4: Terminology
955 |YY/T 0606.4-2007 7k1§ oy and Classification of Skin Substitute 20087171
HATFRLIT P2 85T 4r: 3 A S 21 | Tissue Engineered Medical Products—Part 5 :
956 [YY/T 0606.5-200 . b 2008/1/1
/ 7 R INIREY Characterization and Testing of Substrates and Scaffolds ad
957 [YY/T 0606.7-2008 |4HZA TREELIT = 287804 Fo kM Tissue engineered medical products—Part 7:Chitosan 2009/6/1
958 [YY/T 0606.8-2008 |ZHZR T FEEy7 7= ) 558%h 4. MEEBR4N Tissue engineered medical products—Part 8:Alginate 2009/6/1
I, Tissue Engineered Medical Products-Part 9: Sodium
959 [YY/T 0606.9-200 4 7 R4 2008/1/1
9 / 9-2007 TARLIT = B 9EE 4 35 WA SR R Hyaluronate 1/
960 |YY/T 0608-2007 |2 FHI X125 5 120 52 b0 28 S5 FHH A General.spec1'ﬁcat10'ns for X-ray image intensifier TV system 2008/1/1
for medical diagnosis
961 |YY/T 0608-2013 |2 FHI X1 25 55 20 52 b0 28 5538 FHHE A 4 General.spec1'ﬁcat10'ns for X-ray image intensifier TV system YY/T 0608-2007 2014/10/1
for medical diagnosis
062 |YY/T 0609-2007 |2 FFI 15 X B 45 4L 50 PR A 46 General specifications of medical diagnostic X-ray tube GB11756-1989 2008/1/1

assemblies

2015 Copyright @ Hangzhou CIRS Co., Ltd

Prepared by CIRS: www.cirs-md.com
Email: Edwin.wen@cirs-group.com




General Specifications for Illuminators of Medical Image

963 [YY/T 0610-2007 |25 225012 08 Fr Wi 2358 B @ HoR &4 Film 2008/1/1
PR BT B E SR #1304 sk |Requirements for medical devices to be designated STERILE
964 |YY/T 0615.1-2007 : —Part 1:Requirements for terminally sterilized medical IDT EN 556-1:2001 2008/3/1
(IR IS
B T B Ty SR R 084, BN Requlrements for medical devices to be designated* '
965 |YY/T 0615.2-2007 TEEFT Sehh B sk STERILE”—Part 2:Requirements for aseptically processed IDT EN 556-2:2003 2008/3/1
, ws g Medical gloves for single use—Requirements and testing for MOD EN 455-
- — kP HF )2 PR SR R 6 . . .
966 [YY/T 0616-2007 ORMEAE F B B AR 2 AN R 5 IR biological evaluation 32000 2008/3/1
967 [YY/T 06172007 | — Vit i P Ao B e 2 Single-use containers for human capillary blood specimen 2008/3/1
AT ' AT collection
. o g e Single-use containers for human capillary blood specimen 1 L e ke B
968 |YY/T 0617-2007 | — JAEAH I AR A [LFF R AR 225 collection HoB 2010/10/11
Bacterial endotoxins—Test methodologies routine MOD ANSI/AAMI
- 4 s 3% 5 MRS 56 .. . .
969 Y'Y/ 0618-2007 - \ZHFI P 7 5% I /7 V6 W k22 S A 4 monitoring and alternatives to batch testing ST72:2002 2008/3/1
970 |YY/T 0628-2008 |4 Bl k% KA Dental equipment—Graphical symbols ISO 9687:1993 IDT |  2009/6/1
971 |YY/T 0629-2008 |11 & e WA 2 R 2 2 48 Dental equipment—High-and medium-volume suction ISO 10637:1999 2009/6/1
systems MOD
. . I . . . I 494-2:2003
972 |YY/T 0630-2008 |4 R}2% FRHEITHL F2584r: /K54S Dentistry—Dental units—Part 2:Water and air supply 507 IDT 2009/6/1
973 [YY/T 0631-2008 | F R E} ffa5E P11l & Dental materials—Determination of colour stability ISO 7491:2000 IDT 2009/6/1
974 |YY/T 0632-2008 |4 hiE (A1} i A& & 100 %€ I Dental bleach materials-Test method of perioxide component 2009/6/1
PRAME T EIT 2540 AR RE R B &2 HE |In vitro diagnostic medical devices -Measurement of 1SO 18153:2003
975 |YY/T 0638-2008 i R A R A T A AR R AR 1 R R quantltles in blologlcal samples Metrologlcal traceablhty of IDT 2009/6/1
FRAME WG BETT 220 4134 75 AR W22 et T A 4 | In V1tr0 Dlagnostlc Medlcal Devices- Informatlon Supplled ‘
976 [YY/T 0639-2008 LR AR (= B by the Manufacturer with in Vitro Diagnostic Reagents for ISO 19001:2002 IDT 2009/6/1
977 [YY/T 0640-2008 |TCURAMEHEANY) B ER Non-active surgical implants—General requirements IDT ISO 14630:2005 2009/6/1
SN - ; ORI Standard test method for transformation temperature of IDT ASTM F 2004-
- g Ay A4 R AR R 1.
978 |YY/T 0641-2008 |y il RENIT £ oA SE N bt 722 nickel—Titanium alloys by thermal analysis 00 2009/6/1
72 Sz AL RS2 T FH A W 7S 17 4 # | Ultrasonics - Field characterization -Test methods for the
979 [Yy/T 0642-2008 |77 FHARHE BE DRI S AL IEC 62359:2005 IDT|  2009/6/1

TERIR 0 77 V5

determination of thermal and mechanical indices related to

o1
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Ultrasonics - Field characterization -Test methods for the

980 | YY/T 0642-2014 BRI T Y determination of thermal and mechanical indices related to YY/T 0642-2008 20157771
081 [YY/T 06432008 |tz 75l [ 94 15 17 48 25 b it Methqu of n?easur'lng the performance of ultrasonic pulse- IEC/TR 60854:1986 2009/6/1
echo diagnostic equipment IDT
082 [YY/T 06442008 |75 511 oA 22 G5k Aty A b fy - LA 7 Ultrasonl?s- surgical system's-l\./[easurement and declaration IEC 618471998 IDT 2009/6/1
of the basic output characteristics
SAEHENY) ORI B 5135855 i |Tmplant for surgery—Wear of total hip-joint prostheses— MOD ISO 14242-
983 |YY/T 0651.1-2008 F W ERIRIEHL I TR AL R S U A = 13k |Part 1:Loading and displacement parameters for wear-testing 1:2002 2009/6/1
AN S e (i HEEHE Ao3sN Yl - i o .
984 |vY/T 0651.2-2008 ﬁl\ﬂ)‘rﬁ)\% SRR BB Bt 52364 M| [Implant for surgery—Wear of total hip-joint prostheses ISO 14242-2:2000 2009/6/1
HITE Part 2:Methods of measurment IDT
k I (P R BX A A B AN AN i 1alg—
085 |YY/T 0652-2008 ﬁ)\’i%ﬂ N D’J%?jr:l R WG JE A AL i 4y i Wea?r of implant 'materlals Poly@er and meta'l wear IDT ISO 2009/6/1
v RACFE BT TTIE particles—Isolation characterization and quantification 17853:2003
986 [YY/T 0653-2008 | Iy 43 #r4iX Hematology analyzer 2009/6/1
987 [YY/T 0654-2008 |4 A shA 4% Automatic chemistry analyzer 2009/6/1
988 [YY/T 0655-2008 |+ fk2 X Dry chemistry analyzer 2009/6/1
989 |YY/T 0656-2008 |HE shikiliEs: R4 Automated blood culture system 2009/6/1
e . . YY 91046-1999 .
990 [YY/T 0657-2008 |25 FH &5 CofL Medical centrifuge YY 91100-1999 2009/6/1
991 [YY/T 0658-2008 | H Bh#%t i 2 Hr 4% Semi-automated coagulation analyzer 2009/6/1
992 [YY/T 0659-2008 |4 H Bh#¥%t i 2 Hri% Automated coagulation analyzer 2009/6/1
S R T XA A ; : .
993 |YY/T 0660-2008 5I‘7F—F}ﬁ)\%fﬁ HHFHEEH (PEEK) BAWINE Standard Spec1ﬁc§t10n for Polyether.ethferketone(PEEK) ASTM F 2026-07 2009/6/1
HERYE polymers for Surgical Implant Applications MOD
994 |YY/T 0661-2008  |AMEHEAAIFT B (L-SLER) A bi e s Star.ldarc'i specification for virgin poly(L-lactic acid) resin for MOD ASTM F 2009/6/1
surgical implants 1925-05
SABHE D SRR IR SORERTE T 2 10 1) 4 J&@ 3= [Implants for surgery-Metal bone screws with asymmetrical
995 |YY/T 0662-2008 EWRET HLR: 6 B SR ARG 7T thread and spherical under-surface-Mechanical requirements ISO 6475:1989 IDT 2009/6/1
o T A At o 3 AN A ; ; o
996 |Y'Y/T 0663.1-2014 COMEHEANY) E NS F13564: % AN |Cardiovasular implants endovascular device-Part 1 YY/T 0663-2008 2015/7/1

Bk

endovascular prosthesis
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Non active surgical implants—Particular requirements for

BYY/T 0663.1-

997 [YY/T 0663-2008 KBS PSR cardiac and vascular implants—Specific requirements for 2014 IDT EN 14299:2004 2009/6/1
998 [YY/T 0664-2008 |[Z597 28 MRAKAE 40 17 B WA 3 Medical device software - Software life cycle processes IEC 62034:2006 IDT 2009/6/1
999 |YY/T 0665-2008  |MHER I 1% 55 3 Agar Medium 2009/6/1
YY/T 0681.10- T DT S AL R RIS T 1 10864y %4y | Test methods for sterile medical device package—Part ASTM F 1608-00
1000 2013/6/1
S o Sl ke A A B [ AN AR A 10:Test for microbial barrier ranking of porous package
2011 BRI A P B 155 7 SR 56 o MOD
YY/T 0681.11-| (IHEET AR RIS 7 811864 B /g [Test methods for sterile medical device package—Part
1001 2014 R I 2 A0, 25 s o A k) 11:Determining integrity of seals for medical packaging by 2015/7/1
1002 |YY/T 0681.1-2009 TeH DEIT 2 2RI T B8R4y INi#Z | Test methods for sterile medical device package—Part 1:Test MOD ASTM F 2010/12/1
' R uide for accelerated agin :
WARIEHE T guide fi lerated aging 1980:02
1003 YY/T 0681.12- (T DEIT 23 2RI T7 v 212889 ¥4 | Test methods for sterile medical device package—Part 2015/7/1
2014 B R EE ) 12:Flex durability of flexible barrier films
St IR 1 ty
YY/T 0681.13-| (I HETT S a R I6 77 513864y #iik: [Test methods for sterile medical device package—Part
1004 2014 RIS RS A e B ) 13:Slow rate penetration resistance of flexible barrier films 2015/71
1005 [vy/T 0681.2-2010 TR BT SR RIE 7% 552885 ®MEBE | Test methods for sterile medical device package—Part ASTM F 88-2006 2012/6/1
’ AR 10 2 s o 2:Seal strength of flexible battier materials MOD
BR A} 1) 3 5 EE g
T DT S R RIS T 1 5334y, gk | Test methods for sterile medical device package—Part ASTM F 1140-2007
1006]YY/T 0681.3-2010 3 3:Internal pressurization failure resistance of unrestrained 2012/6/1
LR P SRR P MOD
1007|Y/T 0681.4-2010 T A BT 2 BRI 71 B4ER sy : Yt | Test methods for sterile medical device package—Part ASTM F 1929-1998 2012/6/1
’ T VR 8 35 S A0 R (1 2 vt IR 4:Detecting seal leaks in porous packages by dye penetration MOD
T DT S R R IG 7T 1 55384 . Py )EyE | Test methods for sterile medical device package—Part ASTM F 2096-2004
10081 Y'Y/T 0681.5-2010 KR () 5:Detecting gross leaks in medical packaging by internal MOD 2012/6/1
1009yY/T 068162011 TEBE DT 2L 2 RIS TV BeuRsy: #fudt | Test methods for sterile medical device package—Part 6: ASTM F 2250-03 2013/6/1
? - Sl AN B AL 22 A Evaluation of chemical resistance of printed inks and MOD
FORLF B SRR Z LA A PR ' ! ' .
T BT S RIS 7T 1 7384 ke | Test methods for sterile medical device package—Part ASTM F 2252-03
10101YY/T 0681.7-2011 | .0 gy BB G090 [ e 2 7:Evaluating inks or coating adhesion to flexible packaging 2013/6/1
A B PR b B S B 2 B 1 luating MOD
1011 1YY/ 0681.82011 TeH DT 2 2RI T SR8 ER . IRMKKJE | Test methods for sterile medical device package—Part ASTM F2250-03 2013/6/1
’ R E 8:Coating/adhesive weight determination MOD
T DT S R IG 7T 1 594y, Zysiky | Test methods for sterile medical device package—Part ASTM F 2054-00
10121 YY/T 0681.9-2011 PR 0 v T, 3 e T e SR 9:Burst testing of flexible package seals using internal air MOD 2013/6/1
1013|YY/T 0682-2008  |4MEHEAY  AMEME AR /AN el B Implants for surgery—Minimum data sets for surgical 1SO16054:2000 IDT | 2010/1/1

implants
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Standard specification for beta-tricalcium phosphate for

ASTMF 1088-04a

1014|YY/T 0683-2008  [4MEHELA I B- R — 45 - . 2010/1/1
surgical implantation IDT

A DL f _ 25 18 S [ . . . .

1015vy/T 0684-2008 i@j;jl\# MEANY P SHE B 2 bR IR An Neurosurglcal 1mplants Marking and packaging of 1SO10310:1995 IDT 2010/1/1
ot implantable neural stimulators

1016|YY/T 06852008 [z shEE AN 13 112017 o 2 ko 3 Ic\iieglsrosurglcal implants—Self-closing intracranial aneurysm IDT ISO 9713:2002 2010/1/1

' YY 0004-1990.
1017|YY/T 0686-2008 | [Z= Fl 45 Medical forceps YY/T 0295.2~ 2010/1/1
- - . Surgical instruments-Non-cutting, articulated instruments YY/T 0453-2003 [ 10 7151: 1988,
1018|YY/T 0687-2008 N2 AVIEAIK g Y 2010/1/1
/T 0687 SPRRERIL AEDIRIBER L EAEARRN | OO ifications YY/T 1030-2003 MOD 2

W R S8 S A M AE NS I RS Y45 J5 1A |Clinical laboratory testing and in vitro diagnostic test 1SO 20776-1:2006

1019{YY/T 0688.1-2008 ﬁﬁl J& H [t 'ﬁﬁ 23] ?'J@UE‘/: PEAR I B & 1K1k BE TF Systems—Susceptlblllty testing of 1nfect10us agents and MOD 20107171
IF 7KJ\ SEIG A {)”'J *ﬂﬁiﬁ N2 Lﬁ ;i -SRI R A Chnlcal laboratory testing and in V1tr0 dlagnostlc test 1SO 20776-2:2007

1020|YY/T 0688.2-2010 | R B o ¥ _S bili finf d 2012/6/1

R 65 B 5 R R 58 A 2 (1 RE YR systems usceptibility test1ng of in ectlous agents an IDT

Eﬂ?&ﬁ%iﬁ%ﬁj%% B4 IRAA LT I 3 A%+ Clothlng for protection agamst contact with blood and body

1021 YY/T 0689-2008 rﬁﬁi BEMEBEMR Phi—X174W5 B ARRLS  |fluids - Deternnnatlon of res1stance of protectlve clothlng ISO 16604:2004,IDT |~ 2010/1/1
R s = = R B kT Chmcal laboratory testlng and in V1tr0 medlcal deV1ces—

R meiuhiﬁMMHZﬁZ?’rﬂz b | oratory testing and edical devices IDT ISO L0
YA A A ) 2 45 1 B sk equlremen s for in vitro monitoring systems for self-testing 17593:2007
441: P BRI 4 6 T B s i 2 Clothlng for protectlon against infectious agents—Medical .

1023[YY/T 0691-2008 BRI (FEEAR. KERSH face masks—Test method for resistance against penetration IDT ISO 22609:2004 20107171

1024|YY/T 0692-2008 | A 4yith Jr AR ARAE Fundamental terms for biochips 2010/1/1

. Standard guide for characterization and presentation of the ASTM F 2081-06
- Al Lo in s (R SR A4
1025 YY/T 0693-2008 |1l 8 S AR RrPE A 2R AL dimensional attributes of vascular stents MOD 20107171
O Standard test method for measuring intrinsic elastic recoil of MOD ASTM F
- TR i P ] 20 (R s VEE S Y

1026]YY/T 0694-2008 PRI 5 S A5k Il A ) b il 17 7 balloon-expandable stents 2079-02 20107171
JNTRURE N S J o R (R ER 2 i A bz qb A | Standard test method for conducting cyclic potentiodynamic ASTM F 2129-06

1027|1YY/T 0695-2008 |\ ooy .y VPUES larizati d ine th : 2010/1/1
R R Wk e polarization measurements to determine the corrosion MOD

1028 | Y Y/T 0696-2008 | 26 A1 P S8 2 L Aty - Test method f'or measuring output characteristics of the nerve 2010/1/1

and muscle stimulators
YY/T 0698.10- IR F DT 2 bRl 551084 : A% |Packaging materials for terminally sterilized medical devices

1029 2009 FHAE %M%H jﬁﬁ(ﬁg?—’:fﬂ BIR B FRAEZL | —Part 10:Adhesive coated nonwoven materials of 2010/12/1
EL ok T T I S NI Packaging materials for terminal sterilized medical devices—

1030[YY/T 0698.1-2011 |°~ Xlﬂ@r Za)r&@,z%ﬁﬂ RIES: AR 2013/6/1

RILHIPRHE BRI TT V5

Part 1:Co-extrusion plastic films used for vacuum forming
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Packaging materials for terminal sterilized medical devices—

- 2010/12/1
10311 YY/T 0698.2-2009 BERR FSRANRL T Part 2:Sterilization wrap—Requirements and test methods
IR EH DT 2 ZEm bl 58334 4048  [Packaging materials for terminal sterilized medical devices— IDT prEN 868- ’
1032]YY/T 0698.3-2009 (YY/T 0698 4ff1 k0 5E)  fHEEEMEM Part 3: Paper for use in the manufacture of paper 3:2007 2010/12/1
ELOR TR BE PR B A kL AN . 4T AR ; _
10331 YY/T 0698.4-2009 ﬂi,t X[%[ [Z{??a}rﬂé@,z%‘ﬂ B4Ry 404y Packagmg materrals for terrmnal sterrhzed medical devices IDT prEN 868 2010/12/1
LR ANRLS TV —Part 4:Paper bags—Requirements and test methods 4:2007
TR R DT 28 E bRl 285#%: iER | Packaging materials for terminal sterilized medical devices IDT prEN 868-
1034 YY/T 0698.5-2009 |1 g 15 o 2 ol 1ty T 25 4 4L £ 48 F01 % b4 %5k [—Part 5:Heat and self-sealable ‘pouches and reels of paper 5:2007 20107121
AR FE DT 8 2E el 2Hedsr: T Packaglng materrals for termlnal sterrhzed rnedlcal devices 1)
1035]YY/T 0698.6-2009 1&&( 7{[—|Jjji udetHI}]J KE ML H & R4 4 7= |—Part 6:Paper for manufacture of sterile barrier systerns 201071271
= % K [Zﬁ’_ 2§ W @ EME BT A Packagrng materlals for terrnrnal sterilized medrcal dev1ces— IDT prEN 868- iy
1036]Y'Y/T 0698.7-2009 7 Lot B R B K R TC R R S A e ) a5 44 y4: | Part 7:Adhesive coated paper for the manufacture of sealable 7:2007 2010/12/1
TR R DLy SR R B8RSy 28R Packagrng materlals for terrnrnally sterlhzed medlcal deV1ces .
1037]1YY/T 0698.8-2009 TR T 2% ) A ) R T A % B SRR 7 1 —Part 8:Re-usable sterilization containers for steam EN 868-8:2007,IDT 2010/12/1
TR K FH DT 2 ZE Rl 259%84: A% | Packaging materials for terminally sterilized medical devices
10381 Y'Y/T 0698.9-2009 H4H ﬁ%\ %M%D iﬁif-’:fﬂ%é}ﬁx B s2dE [—Part 9:Uncoated nonwoven materials of polyoleﬁnes for 2010/12/1
TR 22 B A 5% B 3 AR R IN E A 5 Clothrng for protection agarnst 11qu1d chemrcals— .
1039[YY/T 0699-2008 P B IR T e Determination of the res1stance of protectlve clothing IDT ISO 13994:1998 20107171
BRI B 470 35 4% 55 30 AR A et s A A Clothrng for protectlon agarnst contact with blood and body .
1040[YY/T 0700-2008 ZEE PRSI & AR e 7T fluids—Determination of the resistance of protective clothing IS0 16603:2004 IDT 20107171
1041|YY/T 0701-2008 | (fi 4t it 23 A A AL HER) (D Calibrator for hematology analyzer 2010/1/1
1042|YY/T 0702-2008 |4 fd 2 A B d4 GRD Control material for hematology analyzer 2010/1/1
N ; L A TA s Ultrasonics - Real-time pulse-echo systems -Test procedures
- R SIS ik [l R GE vk RE IR IR T . . ; IEC61390:1996 IDT 2010/1/1
1043 Y'Y/ 0703-2008 (175 S ik i AR S 4 R i 40748 to determine performance specifications C61390:199
N , ; R Ultrasonics - Pulsed Doppler diagnostic system-Test
- 75 kb £ 3 812 M R G BE R IR T . ISO61895:1999 IDT 2010/1/1
1044(Y'Y/T 0704-2008 (G175 ikt 2 e Y2 T RS PERE IR 7 i procedures to determine performance SO61895:199 v
1045 [YY/T 07052008 |75 i 4k % 2 8 R B 0o J7 1 iﬁiﬁlg - Continuous-wave Doppler systems - Test IEC61206:1993 IDT | 2010/1/1
1046|YY/T 0706-2008 | FLIRXEHI £ %E FI B AR 645 Particular specifications for mammographic X-ray equipment 2010/1/1
1047|YY/T 0707-2008 |5 23t B XA 26 HLE A Particular specifications for mobile radiography X-ray 2010/1/1

equipment
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medical electrical equipment—Part 1-4:General requirements

IDT IEC 60601-1-

1048]YY/T 0708-2009 BURRAE: TGRS F S RS for safety—collateral standard:programmable electrical 4:2000 2010/12/1
1049|YY/T 0720-2009 | — R MHEAE =0 B4R i Single-use maternity kits,for spontaneous labor 2010/12/1
B2 A 5 A5 1S W 2 vk T X -5 43 4% e | Medical electrical equipment—Dosimetric instrument used
10501 Y'Y/T 0722-2009 JE A A 2RI [ R SR A for non-invasive measurement of X-ray tube voltage in IDTIEC 61676:2002| ~ 2010/12/1
5 FH SV 4 5 2 7 B A% RN T Medlcal electrlcal equipment—Digital imaging and
1051|YY/T 0723-2009 (DICOM) -HSHAT 3 % communications in medicine(DICOM)—Radiotherapy IDT IEC 61852:1998| 2010/12/1
T B F 2 L 3¢ R £ o Particular specifications for dual energy X-ray bone
1052|YY/T 0724-2009 | WLREX S 2k B 2 LA T FHELR 61 . 2010/12/1
densitometer
1053|YY/T 0725-2009 [ R & SAHEE M Dental equipment—Connections for supply and waste lines IDT ISO 11144:1995| 2010/12/1
1054 | Y Y/T 0726-2000 | 5556041 RHE A A FF 1 B0 38 355k Instr.urne'ntatlon for use in assoc1?1t10n with non-active IDT ISO 2010/12/1
surgical implants—General requirements 16061:2000
1055|YY/T 0727.1-2000 |SMEHEA 4R AGPI4T G 1505 BT Implants for surgery—Met?ll intramedullary nailing systems IDT ISO 15142- 2010/12/1
—Part 1:Intramedullary nails 1:2003
- S NE] R N N . . - _
1056 vY/T 0727.2-2009 SEHEANY) &RFENE RS 55234 BiEH |Implants for surgery Metal intramedullary nailing systems IDT ISO 15142 2010/12/1
14 —Part 2:Locking components 2:2003
10571y 0727 32000 MEHEAY & B85 NET 248 553804y, e [Implants for surgery—Metal intramedullary nailing systems IDT ISO 15142- 010/12/1
e W B R B AR —Part 3:Connection devices and reamer diameter 3:2003
3]k - e eI 195/ A T 3 ] 13 29 «
1058 [¥Y/T 0728-2000 %ﬂ)‘rﬁ)\% AT AN B Ay B 7E B AR A Irnplajlt's for surgery Usage of the terms “valgus” and IDT ISO/TR 2010/12/1
1)ERES varus” in orthopaedic surgery 9586:1988
1059 1vY/T 0729.1-2000 |2 H ARG S FRG TR B R IG TV 55 1784): $54%- [ Test methods for boning properties of tissue adhesives—Part 2010/12/1
’ BT o B R SR 0 1:Strength in lap-shear by tension loading
Jos0lyy/T 072922000 |# A ARG S kG R IG TV 552784 T-#| | Test methods for bonding properties of tissue adhesives— MOD ASTM F 2010/12/1
’ B AR A o Part 2:Strength in T-peel by tension loading 2256-05
P N . - - o
1061171 0729.3-2009 | AL A TR B ERERI T 7% 263305y Fufd | Test metho'ds for bonding properties of tissue adhesives ASTM F 225805 2010/12/1
o Part 3:Tension strength
ZHAUR G TR R B8R T8 JT 1 554359y 15 | Test methods for bonding properties of tissue adhesives—
1062|YY/T 0729.4-2009 [ " ] ) h 2010/12/1
&0 Part 4:Wound closure strengt
O MLESNEHENIA N T 88 5 O fifi 5% 4% 44 4 | Cardiovascular implants and artificial organs—Requirements MOD ISO
10631 YY/T 0730-2009 JERE S (ECMO) {8 — k{4 &5 %& |for single-use tublng packs for cardlopulmonary bypass and 15676:2005 201071271
A g A NG Sk S aF o ) _ - -
1064 |YY/T 0734.1-2009 {‘ﬁ‘b‘iﬁ/}% B BBy JBAESR. RiEE XM Wash'e'r disinfectors—Part 1:General requirements,terms and NEQ ISO 15883 2010/12/1
LG definitions and tests 1:2006
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washer-disinfectors—Part 2:Requirements and tests for

NEQ ISO 15883-

10651YY/T 0734.2-2009 TEHIE MV 2 ERNR washer-disinfectors employmg thermal disinfection for 2:2006 2010/12/1
1066 1vy/T 0734.3-2000 VEVCTY RS B34y W AR I S AT Washer-dlsmfector—Part 3: Requlrements and tests for ISO 15883-3:2006, 2010/1/1
o S B TE VRN B ER AR washer d1s1nfect0rs employing thermal disinfection for NEQ
TR RO PR 15 2% VA N AR IR, S AR (1 R A Anaesthetlc and resplratory equipment—Heat and moisture 1SO 9360-1:2000,
1067[Y'Y/T 0735.1-2009 Z(HME) 134 T &/ NS 7 8250mL  |exchangers(HMEs)for humldlfylng resplred gases in humans IDT 2010/12/1
TREEAD PRI 15 2% FH T i AN AR S AR 1 #4438 | Anaesthetic and resplratory equlpment—Heat and moisture 1SO 9360-2:2001
1068)YY/T 0735.2-2010 THEE (HMEs) 5524y : HTS&E AL [exchangers(HMEs) for humldlfymg resplred gases in humans IDT 2012/6/1
=% AT By A <Y g
1069 1¥Y/T 0736-2000 % FH TS B % DICOMAE UG T A 1 2 45 'Medlcal ele?trlcal equlpmer'lt G.uldehnes for IDT IEC/TR 20L0/12/1
7] implementation of DICOM in radiotherapy 62266:2002
1070 |YY/T 0737-2000 |7 FHI X 26 B2 5 FR 4 AR 46 1o tZs;:cular specifications for medical X-ray radiographic 2010/12/1
1071|YY/T 0738-2009 |ZE X2 58 K& FH AR 414 Particular specifications for cardiovascular table 2010/12/1
1072|YY/T 0739-2000 |7 FHI XU 26 <7 5t B PR A 4 Par"clcular specifications for wall stand of medical X-ray 2010/12/1
equipment
1073 | YY/T 0740-2000 |75 Fi i 15 B X ) 26 WL PR A 4 Part'lcular specifications for medical X-ray angiography 2010/12/1
equipment
1074|YY/T 0741-2000 | K07 402 FIIX G125 535 2R Be 5 F AR 46 S,esltl:sl specifications for digital medical X-ray radiography 2010/12/1
1075|YY/T 0742-2000 | B F Xt 26 WL Fr A 4 Part'lcular specifications for gastrointestinal diagnostic X-ray 2010/12/1
equipment
1076 | YY/T 0743-2000 | X048 5 1 15 5 k5 PR 4 R 46 Zi)rlt;cular specifications for X-ray gastrointestinal diagnostic 2010/12/1
1077|YY/T 0744-2009 |#sh RCILE XS E T AR KAt Particular specifications for mobile C-arm X-ray equipment 2010/12/1
2 35 Particular specifications for remote control radioscopy X-ray
1078[YY/T 0745-2009  [RE4=iZ WX G LML E FHA K AT : 2010/12/1
equipment
1079|YY/T 0746-2000 |2 53X 26 WL Fi A 4 Szlrltilcclilar specifications for X-ray equipment installed on the 2010/12/1
1080|YY/T 0747-2009  [XZ1-4/2503597 FIX S £ XZ1-4/250 Therapy X-ray tube 2010/12/1
1081 [yy/T 074812000 SER S o R e A A a0 4y Ko 2 ja) & |Ultrasonics—Pulse-echo scanner—Part 1:Techniques for IEC 61391- 2010/1/1
T RGN RS S R 3 B0 R AR 7 v calibrating spatial rr‘leasurs.:ment systems and measurement of 1:2006,IDT
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Ultrasonics—Hand-held probe Doppler foetal heartbeat

IEC 61266:1994,

1082|Y'Y/T 0749-2009 5k % W FNIR 5 7k detectors—Performance requrrements and methods of IDT 2010/12/1
AT %4 0.5MHZ — SMHZ$i2% 36 Bl 4 75 Ultrasomcs—Physrotherapy systems—Field specifications IEC 61689:2007,
1083[YY/T 0750-2009 35 SRR T and methods of measurement in the frequency range 0.5 IDT 2010/12/1
Ultrasonics—Dental descaler systems—Measurement and IEC 61205:1993,
1084|YY/T 0751-200 i) M N
/To7 9 | B A PRI A declaration of the output characteristics IDT 201071271
1085|YY/T 0752-2009 |Mizh & HLR T ARES Electric surgical equipment for osseous tissue 2010/12/1
10861yt 075312000 JREE IR F PSR o3 e 88 513550 : TR |Breathing system filters for anaesthetic and respiratory use— ISO 23328-1:2003, 20L0/12/1
) S BY 1 £ R e T v Part 1:Salt test method to assess filtration performance IDT
10871 Y/T 0753.2-2000 ORI PPN R i e 2 5528640 Ak |Breathing system filters for anaesthetic and respiratory use— ISO 23328-2:2002, 20L0/12/1
’ VEJTH Part 2:Non-filtration aspects IDT
1 O IR W 30 Ve 2% P L AL 7 B 22 4 R B Particular requirements of the safety and essential
1088[YY/T 0754-2009 e performance for blood pressure transmission tubes for use 2010/12/1
1089y y/T 07562000 S B2 B2 2% 5 RIS R 25 Ve 4% T 5 Optrcs and optrcal 1nstruments Lasers and laser-related
- 2 (BLER) 8k ERANAS RIS 7Y equipment laser beam power (energy density distribution of 2011/6/1
WK (BER) % JE AR MR 77 . o
1090|YY/T 0757-2009 | ARz Ad RO C R 48 ™ Guidelines for the safe use of laser beams on humans IE; ;’gl; 661013?,5_ 2010/12/1
1091|YY/T 0758-2009  |¥697 I B0E 6408 2ok General requirements for therapeutic laser fiber 2010/12/1
1092 |YY/T 0771.1-2009 | S 0L 7 52k 2518045 X\ 5 5 R Fi Animal Origin Medical Device Part 1 Application of risk 2011/6/1
management
1093y Y/ 077122000 YR LETT 250K 252307y K. Wi 5 4bE  |Animal Origin Medical Device Part 2 Control of Source, 2011/6/1
' 4 il Collection and Disposition
1004y y/T 077132000 FHWIBR ST S bk 34y B AE IR dg4e  [Medical devices utilizing animal tissues and their derivatives
o WREIR (TSE) HTE 5 KIEMHA Part 3:Validation of the elrmrnatlon and/or 1nact1vat10n of 2011/6/1
1095 YY/T 07723 - SAEHENY) B s TR LM 5384 I (Implants for surgery— Ultra high- molecular-welght 2011/6/1
2009 AT polyethylene—Part 3:Accelerated ageing methods
1096 YY/T 0772.4 - SARHENY) BB E D TEERE L 55435 B4% |Implants for surgery— Ultra-high-molecular-weight 2011/6/1
2009 Fe B T7 1% polyethylene— Part 4:0Oxidation index measurement method
1097 YY/T 0772.5 - SNEBHENY) B TR O 5884y B4 |Implants for surgery. Ultra-high-molecular-weight 2011/6/1
2009 PR 7V polyethylene. Part 5:Morphology assessment method
1098|YY/T 0794-2010 X2 MG G2 B L MR %4F  |Particular specifications for computed radiography device 2012/6/1
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Particular specification for oral cavity X-ray equipment for

1099|YY/T 0795-2010 | X G RE AL R BB W& B MR KA | . 2012/6/1
digital tomography
1100lyy/T 0796.1.2010 B F S 5 B X 28 iR R Go IR Sk 35 %t [Medical electrical equipment—Exposure index of digital X- IEC 62494-1:2008 2012/6/1
796.1- A AN S SWATE AT S ray imaging systems—Part 1:Definitions and requirements
STy BIEX G LA 1 58 U ER X 18 Systems IDT
. R N Ultrasonics—Output test—Guide for the maintenance of IEC 62494-1:2008
) AR DRI A Y © - 2012/6/1
HONYY/T0797-2010 (75 ik 75 LT L 44 45 7 ultrasound physiotherapy systems IDT 6/
1102|YY/T 0798-2010  |ietitsesz il 4l 24 it feiF e Radiotherapy treatment planning system—QGuidelines for 2012/6/1
TR R quality assurance
ISO 5359:2008
1103|YY/T 0799-2010 | 2% Fl S AR & #4440 44 Low-pressure hose assemblies for use with medical gases SO M09D 2012/6/1
BT BRI TR B )36 P ik (1 b 30 /] 45 K 1 | Sterilization of medical devices—Information to be provided
1104]YY/T 0802-2010 =R B b e 2 1 by the manufacturer for the processing of resterilizable ISO 17664:2004 IDT 2012/6/1
T S bR he manu
v b et B A A N . . MOD ISO 3630-
1105|YY/T 0803.2-2010 |4 2% MR 24k 252804y ¥ K 8% Dentistry—Canal instruments—Part 2:Enlargers 0 2.2S (S)O 2012/6/1
1106|YY/T 0805.2-2014 | CF Rl &RIATEH A 285 Y1) Dentistry—Diamond rotary instrument—Part 2: dental disk 2015/7/1
11071 y/T 0805.3-2010 FR2E SRR 24 553884y BRLR ) [Dentistry—Diamond rotary instrument—Part 3:Grit size IDT ISO 7711- 2012/6/1
‘ T A EAR TS designation and color code 3:2004
I FAHE . Wi 5 % oAb ZE YT bk F B |Polycarbonate material for manufacture of NEQ ASTM F 997-
11081YY/T 0806-2010 A i i infusion,transfusion and injection equipments for medical 2012/6/1
R L TR : : 1998a(2003)
1109 1YY/ 0807-2010 AL R G FIOBREEY TR % 4 fa [H ) |Standard guide for measuring securement of balloon 2012/6/1
REAr R 7772 expandable vascular stent mounted on delivery system
. - RN Standard test methods for in vitro pulsatile durability testing
- At L i A7 o A A S5k T 2012/6/1
1110{YY/T 0808-2010 | 1fiL & 3¢ 444 S ik Bl A A A v 28 75 2% of vascular stent 16/
1111 [YY/T 0809.10- OPPHEAY) EHM g BUA 108 | 2015/7/1
2014 5 A RISk R E) P Torsteey
L2l yrr 0809.1-2010 ANEHEND) 385 T R B4R 25138 %: 4 |Implants for surgery— Partial and total hip joint prostheses — 2012/6/1
' KRR HbRE Part 1:Classification and designation of dimensions
SR 2850 A48 = Ak 528F 4y 4 | Implants for surgery—Partial and total hip joint prostheses
HT131YY/T 0809.2-2010 B Waiss R WL 63 T —Part 2:Articulating surfaces made of metallic,ceramic and 2012/6/1
SRS 2850 A48 =i Ak 548R 4y, 4% | Implants for surgery—Partial and total hip joint prostheses 1SO 7206-
1114(YY/T 0809.4-2010 G i S A 55 1 B 1 ) —Part 4:Determination of endurance properties of stemmed 4:2002,MOD 2012/6/1
SR 2450 A48 = Ak S56ip 4. 45 |Implants for surgery—Partial and total hip joint prostheses— MOD ISO 7206-
I115|YY/T 0809.6-2010 G i 3 A S S0 503 8 25 e 1 M Part 6:Determination of endurance properties of head and 6:1992 2012/6/1
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Implants for surgery—Partial and total hip joint prostheses—

ISO 7206-8:1995

1116]YY/T 0809.8-2010 HILSEAE P 145 A7 v 30 A 90 5 42 R Part 8:Endurance performance of stemmed femoral MOD 2012/6/1
117lvyrr 0810122010 ANBHEANY) R AR 251384y : BB +L)% [Implants for surgery—Total knee-joint prostheses—Part ISO 14879-1:2000 2012/6/1
’ Sk BE I E 1:Determination of endurance properties of knee tibial trays IDT
SAEHE A K B R e S A T Standard guide for extensively irradiation—Crosslinked ultra
I181YY/T 0811-2010 ) bR SR high molecular weight polyethylene fabricated forms for 2012/6/1
L119|YY/T 08122010 |SMEHE MM 4R A5 A 14 22 ir;ltﬁlgasnts for surgery—Metallic implantable strands and 2012/6/1
1120lyy/r 08132010 SRR E S TR 2% (UHMWPE) 4% [Standard test method for in situ determination of network 2012/6/1
B SR GE RSB0 SRR 5E b v 77 1 parameters of crosslinked ultra high molecular weight
LLAMEEE A SNEHE N 45 5 JE Standard test method for evaluating trans-vinylene yield in
H2T[YY/T 0814-2010 g 7 g 03, o g R0 206 5 S B IO AR AR |irradiated ultra—h1gh molecular-welght polyethylene 2012/6/1
122y 08152010 ZRHEH RPN E RS TR 2R e Standard test method for measurernent of enthalpy of fus10n 2012/6/1
B . GEERERI A percent crystallinity and melting point of ultra-high-
1123|YY/T 08162010 | SRR 55 &5 T Ho SR 2 4 JR 4 Implants for surgery—Malleable wires for use as sutures and MOD ISO 2012/6/1
AR R other surgical applications 10334:1994
1124|¥Y/T 0817-2010 THEMBREN S RS E IR fE B R K286 |Physical performance requirements and test methods for MOD ASTM F 2012/6/1
I enteral feeding catheters with a retention balloon 2528-2006
11250y /T 0818.1-2010 GE A NUESAPEAR . BEIR . Wb HEFS RS 551 |Guide for silicone elastomers,gels and forms used in medical ASTM F 2038-2000 2012/6/1
’ 4 H R R AL A ) applications—Part 1:Formulation and uncured materials MOD
11261vy/T 081822010 BE A NUESAPEAR . B AR HESS RS 552 |Guide for silicone elastomers, gels and forms used in medical 2012/6/1
’ Ay BRI applications. Part 2:Crosslinking and fabrication
YY 0074-1992.
1127|YY/T 0819-2010 | AR A4 Ophthalmic forceps YY/T 2012/6/1
1128(YY/T 0820-2010 |4 %} 2k 5 2% Dental cargridge syringe ISO 9997:1999,IDT 2012/6/1
1129|YY/T 0821-2010 VRS A FH T 24 PV G 2% Dispensing syringe for single use 2012/6/1
1130|YY/T 0822-2011 | KB A 2 i liAe Sk Ethylene oxide liquefied gas for sterilization 2013/6/1
_ The fluoride compounds for dental carious prevention
_ Rl A 1 [ 1k
1131|YY/T 0823-2011 | BlEALYB tiE# materials 2013/6/1
1132|YY/T 0824-2011 |FRlIEEALELEE. M B Dental calcium hydroxide pulp capping and lining materials 2013/6/1
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1133|YY/T 0825-2011 |4 Fl2E A U5 AME H 7= 5 Dentistry—Products for external tooth bleaching 2013/6/1
1134|YY/T 0826-2011 | F Rl B -S40 5k @A 44 Bl Dental temporary polymer-based crown and bridge materials 2013/6/1
1135 1vy/T 08292011 TEHT RS R XS T EHLWE i1 2 Git:BE  |Characteristics and test methods for imaging system of 2013/6/1
AR I8 T71E positron emission and X-ray computed tomography
1136 |YY/T 08402011 s FH S R RO EAZ RAS A iR PERENY  |Medical electrical equipment—Radionuclide calibrators— IEC 61303:1994 2013/6/1
EHT Particular methods for describing performance MOD
113715/ 08412011 [ FH S e 2% 105 R AR 80 4 B B ) N8 B |Medical electrical equipment—Recurrent test and test after 2013/6/1
J& AR, repair of medical electrical equipment
ISO 8600-
1138|YY/T 0842-2011 |BEFH M EisE A B i AF e il Medical endoscopes—Endoscope accessories—Sheaths i 2013/6/1
1: 2005 ;ISO 8600
1139|YY/T 0848-2011 | Ifuyf4gE fa4% Blood irradiator 2013/6/1
AR ISR W 3R & A D S RO AR R Guide for evaluation of uncertainty in measurement of
11401 Y'Y/T 0850-2011 ultrasonic diagnostic and monitoring equipment acoustic 2013/6/1
PHETRR ] o
ENV 12719:2001
1141|YY/T 0851-2011 | [ FH By A A Medical thrombosis prophylaxis hosiery M(7)D 2013/6/1
ENV 12718:2001
11421YY/T 0853-2011 | [ FH & ik ih 7k & 4 Medical compression hosiery for varices M(7)D 2013/6/1
a3y 05512011 FAR BN/ N8 2Pt % 77330 | Test method and classification for the laser resistance of 2013/6/1
T NI W AR S surglcal drapes and/or patlent protectlve covers. Part
1aalyyrT 0855.2.2011 FAR B FN/ B A BT 2 ORI T R R Test method and class1ﬁcat10n for the laser resistance of ISO 11810-2:2007 2013/6/1
T IV IS TRI AR surgical drapes and/or patient protective covers. Part IDT
1145|YY/T 0856-2011 |EiESHEAY 48 /A5 E 2 Implants for orthosynthesis-Metallic angled fixation device 2013/6/1
p
<1 NN Standard test methods for spinal implant constructs in a
_ AT o 25 RIS T 2013/6/1
1146|YY/T 0857-2011  [MEPRU)BRIEEL B A AR IR 7% vertebrectomy model
RHE A 3 N Z g3 s i _poi i
1147|YY/T 0858-2011 %:k%?ﬁé‘&[ﬂl S AN S M A 48 = S iR 77 |Standard guide for three-point bending of balloon 2013/6/1
2 expandable vascular stents and stent systems
A1514% 1) 5k N At L o SCAS KT TTY i i i A)of metalli
1148|vy/T 08592011 WEIR AR T &8 M X 4 A BR 6 #r J7i: |Standard guide for.ﬁmte elemetnt analys'ls(FE ?0 metallic 2013/6/1
b= vascular stents subjected to uniform radial loading
(4 5 7y 3 : :
1149|¥Y/T 0863-2011 ZE NS AFEThRE A B WAk [Medical endoscopes. Endoscope functional supply units. 2013/6/1

W51 2%

Roller irrigation and suction equipment
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Medical endoscopes. Endoscope functional supply units.

1150|YY/T 0864-2011 [ H N Ei%H MBI G hRefiban B i AR =5 . 2013/6/1
Irrigation pump
1151 [vy/T 0865.3-2013 HE KT 25253364y 4OMHzPA Fi#iE A 7K | Ultrasonics—Hydrophones—Part3:Properties of 2014/10/1
’ I 25 (1 4 4k hydrophones for ultrasonic fields up to 40 MHz
Ls2lyy/r oss-2011 I KT 28 2 —#B4r: 40MHz DL RS IR [Ultrasonic. Hydrophone. Part 1:Measurement and 2013/6/1
3 (00 AT it 2 characterization of medical ultrasonic fields up to 40 MHz
1153 | Y Y/T 08662011 |2 FH B 11 58 20 st 2 k735 Total inward l.eakage determination method of protective face 2013/6/1
mask for medical use
1154 Y Y/T 08672011 |AE4155 A5 rh 2 st I it 7 Standard test @ethod for electrostatic decay time of 2013/6/1
nonwoven fabrics
. N Medical ices— i truct fq tt :
1155 |YY/T 0869-2013 |5 52 b AR B b ok 2580 0 R (0 4 Y 25 4 edical devices—Coding structure for adverse event type ISO/TS 19218:2005 2014/10/1
and cause IDT
YT 2R BB AR TR RIS SE 1R AT BN ici i ices. : i
1156 1YY/T 0870.1-2013 [Z{fa?ﬁ’fﬂéiaﬁ?ﬂ PEAREG 2 134 A a5 [Test for genot'0x1c1ty of medical devices. Part 1:Bacterial 2014/10/1
ARG reverse mutation test
11571 Y/T 0870.2-2013 ST SRt BE IR IR 282584 ARAMR LB | Test for genotoxicity of medical devices—Part 2:In vitro 2014/10/1
' W) G o AR A 4 B mammalian chromosome aberration test
1sslyy/T 0870.3.2013 BEy7 SR MR 3 2. F/NE ke |Test for genotoxicity of me(.iical deVic'es—Part 3:In vitro 2014/10/1
: 928 2 34T (19 A 41 2L S A7 2 i 5 TR 2 A iR mimmahan cell gene mutation test using mouse lymphoma
1159l y T 087042014 By 2B AE BRI EG 25479 WAL | Test for genotoxicity of medical devices—Part 4:mammalian 2015/7/1
’ B R 20 M R R B ) marrow erythrocyte micronucleus test
1160 1vy/T 0870.5-2014 CEEI7 28R B RS 2R 585 LB E | Test for genotoxicity of medical devices—Part 5: 2015/7/1
’ B UL AR IR AR R 6 ) Chromosome aberration test of mammalian marrow cell
1161 [YY/T 08712013 BRI 220 itk & H 1k i i 1ty T4 b3 Ophtha?mlc. optlcs—pontact lenses—Hygienic management ISO/TS 19979:2004 2014/10/1
of multipatient use trial contact lenses IDT
1162|YY/T 0872-2013  |%ifR & S 488 7715 Test methods for ureteral stents ASTM F 1828-1997 | 2014/10/1
R L B B [ B ST B G 1A, Sy i i _
1163 vY/T 0873.1-2013 Ajj FiE G BRI B - TS R G 130 fx  |Dentistry—Number cod¥ng' system for rotary instruments 2014/10/1
HRE Part 1:General characteristics
L6alyy/T 087322014 ({Z:ﬂ e BRI B AL R S8 55284y & |Dentistry—Nnmber coding system for rotary instruments— ISO 6360-2: 2004 2015/7/1
AR Part 2:Shapes IDT
11651vy/T 0873.3-2014 CARL s 2B E IS R 48 553373 7 |Dentistry—Number coding system for rotary instruments— ISO 6360-3:2005 2015/7/1
’ LW IDANEN L =1 Part 3:Specific characteristics of burs and cutters IDT
1166|vy/T 0873.4-2014 CERL s 2B F IS R S8 55437y 4 | Dentistry—Number coding system for rotary instruments— ISO 6360-4:2004 2015/7/1
’ WA 28 BRI R Y Part 4:Specific characteristics of diamond instruments IDT
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Dentistry—Number coding system for rotary instruments—

ISO 6360-5:2007

1167 |YY/T 0873.5-2014 R 2RI AR Y Part 5:Specific characteristics of roof-canal instruments IDT 20157711
£ 4 N Dentistry—Number coding system for rotary instruments—
1168(YY/T 0873.7-2014 (AR B 25 BRI BT 2RI AR BT . : ot : 2015/7/1
AN FIZE BRI RRAT ) Part7.Spec1ﬁc characterristics of mandrels and special
1169|YY/T 0874-2013 | F Rl he ks 28 bR 5 7712 Dentistry—Test methods for rotary instruments 1SO 8325:2004 IDT 2014/10/1
7 0 BE kb NS R, VT \ i S A M vt ; ;
11701y T 0878.122013 [Zﬁa?ﬁ’fﬂé%l‘ﬁﬁ%’(ﬁﬁ%%l*ﬂﬁ M4 4MAEEL  |Test for complement activation of .mec?lcal devices. 2014/10/1
i Part:Serum whole complement activation
171 1YY/T 0879.1-2013 D97 2R AU N AR IR 28 1358 43 /N BRUR 3R ESL | Test for sensitization of medical devices. Part 1:Murine local 2014/10/1
' RIS (LLNA YR 1 R B N ik lymph node assay(LINA):Radioisotope incorporation method
1172|YY/T 0880-2013 | — kAt AL IR E 1 22} Ho 5 51 4t Breast localization wire and introducer needle for single use 110.40.30 2014/10/1
g
73| Y Y/T 08822013 | RmAnngIR 1t & 55 ity 3 A b OA;;gees;hetlc and respiratory equipment-Compatibility with 2014/10/1
1174 Y Y/T 08832013 |3695 353 sk PR Ak 25 58 0 4 o) 2 Specification of process ch'allenge. devices and indicator 2014/10/1
systems for steam penetration testing
1175 |YY/T 08842013 |3 i1 4555 ¢ 18 (1 D7 (7= o MR P EVfa.ll.latlon o.f.mat'erlals of health care product subject to 2014/10/1
radiation sterilization
1176| Y Y/T 08862013 |Vt i P 25 4 25 2 55 o di}iril:;:l requirements of disposable inserter for intrauterine 2014/10/1
M BRI K O\ S 11| 2 225 X T . - - . —
1770y T 08872013 }leﬂi t‘{{m*?)rﬁ)\/g SR R G FIELEE R Radl'oactlve seeds 1mplantat101.1 treatment planning system: 2014/10/1
R ITE Requirements for dose calculations and test methods
Bbr B S s L AN 3 4 Rb A5 34 ; ravi —oui i ;
1178 |5Y/T 0888-2013 TG T B TR X 2R 5 51 285 B 10 A 571 Ima}glng dose of?( ray image-guided devices used in 2014/10/1
HH radiotherapy equipment
1179 YY/T 0889-2013 | AT -4 2 Ge bk BE AR TS 73 Intens.lty-modulated radiation trea.tm.ent planning system— 2014/10/1
Functional performance characteristics and test methods
1180[ Y Y/T 08902013 | Jesista s cb rhL 5 07 il (25 5 ok B 0 7 0 Electr.omc portal imaging device 1.1s1.ng in radiotherapy— 2014/10/1
Functional performance characteristics and test methods
1181|YY/T 0891-2013 | ifn 4 itk 5 oy B 13 5 355 B £ T AR 444 Particular specifications for angiographic injector 2014/10/1
1182{YY/T 08922013 [BE ML IRX G phaAmAT I i | Mommods for the measurement of leakage radiation of 20147101
medical diagnostic X-ray tube assemblies
Medical electrical equipment—Dosimetric instruments as -1:
1183|vY/T 08942013 |8 VBLEIEER B O T AL AR (R A T IEC 62467-1:2009 1 1471011

TR AL S AR

used in brachtherapy—Instruments based on well-type

MOD
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Commissioning of radiotherapy treatment planning systems

- 2014/10/1
1184 YY/T 0895-2013 [ —testing for typical externai Beam treatment techniques
A e : istry—. i — : ISO/TS 22595-
1185|YY/T 090522013 | 4 F12237Hh i & 80805 [EGiHL A% Dentistry—Plant area equipment—Part 2:Compressor SQ/ S 2014/10/1
systems 2:2008 MOD
1186[YY/T 09062013 B 12167 80 4 1k i ik Tt e py 4, | o formance testing methods for B-mode ultrasonie 11.040.50;11.040.55|  2014/10/1
diagnostic equipment with intra-cavity probe
1187 YY/T 0907-2013 | D Fi I vk 58 — Bt 15 b s 735 Esz(li(l)zsfree injectors for medical use. Requirements and test 2014/10/1
1188|YY/T 0908-2013 | — kA FH 3 55 1 5 g 2% Single-use filter for syringe 2014/10/1
1189|YY/T 0909-2013 | — kAt AR Ju 3 5] 2% Low resistance syringe for single use 2014/10/1
S TE S R BG4 ; : : o saal :
11901 YY/T 0910.1-2013 [Z):ﬁ % SR EMEAG S RAGE 1S : ¥ |Medical electrical equlpr'nent Medical image display 2014/10/1
WITiE systems—Part 1:Evaluation methods
1191|YY/T 0911-2014 | CARFE REVHAREMEL) Dentistry—Polymer-based die materials ISO 14233:2003 IDT|  2015/7/1
= N J= 12 ‘744 A AN L . . . . . .
1192|YY/T 0916.1-2014 | (= ﬁ{lﬁ-‘*ﬂ SRHNLRIESEE 155 Small bore ac.laptlng piece for medical liquid and gas Part 1: 2015/7/1
R General requirements
N . y Implants for neurosurgery—Preformed cranioplasty plates ASTM F622-
- Zhh R ) 0] B R T e 2015/7/1
1193|YY/T 0917-2014 | CHZeSRHE Y 7T 28 78 Tl - A ) that can be altered 1979(2002) MOD 017!
(2T IR . 25t JE BE A TR AL B R 88 77V | Test Method for Bacterial Retention of Pharmaceuticals filter
- = 2015/7/1
HO4IYY/T 0918-2014 ) membrane, Pharmaceuticals filter
CRIEANEHEAY T Bt AT B #: [Non-active surgical implants—Joint replacement implants—
- . 2015/7/1
HOS|YY/T 0919-2014 FEANPIE I ER) Specific requirements for knee-joint replacement implants
11961YY/T 0920-2014 CIEIESNRIHFENYD 9’5%‘“ BIEAY B hE Non-;active sgrgical implan?s—'J.oint replacemen't implants— 2015/7/1
WAENYIE FER Y Specific requirements for hip-joint replacement implants
1197 Y/T 09222014 CBERTRBTEE: B S5bR) glr?g;al endoscopes.Endoscope accessories. Endoscopes 2015/7/1
o ) A s Needlel ts for fluid li d blood lines—Test
11981y T 09232014 s MBS TEAF BT BUE B )R I8 T ) eedleless ac'cess 1.)0r's or fluid lines and blood lines—Tes 2015/7/1
method for microbial ingress
CHNBHE N 384504 s 25 AR B Fn fi2 & |Implants for surgery—Partial and total knee-joint prostheses
1199|YY/T 0924.1-2014 ERAE 1A, 2. B SRR AR thighbone and tibia component—Part 1:Classification, 20157771
DAAY I S = 11 e 3 225y 3 o : e
1200|5%Y/T 092422014 CHMEHENDD) T4 R4 1 R RAR R 25238 [Implants for surgery—Partial and total knee-joint prostheses 2015/7/1

g &R BRI

—Part 2: metal, ceramic, and plastic joint surface.
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1201|YY/T 0925-2014 (CE) Perineum scissors 2015/7/1
CFER AT 7 R o B A L AR — FHTS — (9. L - >
1202 YY/T 0926-2014 (EERRA MBS ga)ﬁ'ﬂi E*;?BA\A— M= (2 Quantltatlve.analym? for Di-2-ethylhexyl phthalate (DEHP) 2015/7/1
2.3 HE(DEHP)TIE &= 4HT) in PVC medical devices
HR S 7 5% PR B b o AT — TS — (9. P o
1203 [¥Y/T 0927-2014 RE Zkﬁ@ﬁ%bﬂ%? 7554\‘—? fR— (2-Z.3% [Determination for Di-2 s.ethylhe)%yl phthalate (DEHP) 2015/7/1
%) fis (DEHP) &M EHErE) released from PVC medical devices
1204|YY/T 0928-2014 (RN RHENYY T g 1) Implants for neurosurgery—Preformed cranioplasty plates 2015/7/1
D U T o St BR A S22 s vk B : : . .
1205 YY/T 0929.1-2014 fiﬁi/ﬁ)‘ﬂw BRI eSS BB 1E Sy AT IR Degermmg filter for transfusion Part 1: integrity test for 2015/7/1
SEREIRDE ) fluid filter
1206[YY/T 0930-2014 | (Z=FIN 85 P BB 280 AU AR ) Medical endoscopes—Endotherapy device—cytobrush 2015/7/1
1207(YY/T 0931-2014 | (EEF N EIH A BHESW EEEHLEE) Medical endoscopes-Endotherapy device-Loop ligature 2015/7/1
1208|YY/T 0932-2014 (2 FI R I SRR s AR IR g T ) Medical illuminating source Medical forehead luminaries 2015/7/1
1209|YY/T 09332014 I Fi 2 S B M A X B PR 2 ) Dlgltal medical X-ray image detector used in general 2015/7/1
radiography
1210|YY/T 0934-2014 | (ZEFIshSE A XS L3 RN 25 ) Dynamic digital medical X-ray image detectors 2015/7/1
1211|YY/T 0935-2014 | (CTiER 52 B L AEAR M) Particular specifications for CT injector 2015/7/1
1212|YY/T 0936-2014 CIAPRX S WL E T F AR &Y Particular specifications for urology X-ray equipment 2015/7/1
N NN Technical requirments for ultrasonically tissue-mimicking
1213|YY/T 0937-2014 | Gl 2SRRI H R 2R ) phantom 2015/7/1
1214|¥Y/T 0938-2014 (BRI B 1 & 245 T ) Gul'de for the check of B mode ultrasonic diagnostic 2015/7/1
equipment
71 25 EL 3 VO = AR ES S
12151y v/T 0939-2014 f(&fﬂ B A e A RER (BUA) 13R85 | Ultrasound bone so.nometers test method of broadband 2015/7/1
TIED ultrasound attenuation (BUA)
1216|5Y/T 0940-2014 CBEFF P B A B b S ll:(/)lf(i;:l endoscopes—Endotherapy device—Grasping 2015/7/1
1217|YY/T 0941-2014 | (=N B P BBl B UI4) Medical endoscopes-Endotherapy device-biting forcep 2015/7/1
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1218|YY/T 0942-2014 | (ARF}H2E N TacRIAEN R 5D Ophthalmic optics—Injection system of intraocular lenses 2015/7/1
- /5 5 A 7% edical endoscopes-Endotherapy device-Needle holder
1219|YY/T 0943-2014 | (ZEMIAEE WEUE SR RREHED Medical end Endoth device-Needle hold 2015/7/1
1220[YY/T 0944-2014 | CZEFIPASi%E P BT BEE bR 4 B5411) lf\gfigzl endoscopes—Endotherapy device—Separating 2015/7/1
COREBRENZE N O IERREIZE FIDF - 11E3; |Defibrillator DF-1 connector component for implantable
12211 YY/T 0946-2014 A RFAREGE R ) defibrillator—size and test requirements 2015777
1222|YY/T 0947-2014 | (OFFEER RGEARIE)D Terms for cardiopulmonary bypass 2015/7/1
122315 Y/T 0955-2014 CBEF Bk BT AR % 0 52) lecteilrcal endoscopes-Endotherapy surgery device-precision 2015/7/1
1224|¥Y/T 0956-2014 VR 56T FURAT i 55k ) Impl?nts for surgery Orthopedic U-shape nail General 2015/7/1
requirements
FR TR 3k BUB5. A iReT .
1225|YY/T 0957.1-2014 *éz{jﬁj:’ LTRSS YR Orthopedic tools Part 2: Wrench for soket head cap screw 2015/7/1
CHrTE TR Frahdek 8284 —F 4. -|-7|Orthopedic tools Part 2: Screwdriver for slotted, cross
1226|YY/T 0957.2-2014 2015/7/1
/10957 FEFA-|- R SR ET % 22 ) slotted and cross slotted head screw 1/
T 42K B0 4 1304y Sk 4 N s dellin § _ -Drill bi 1:
12271 v/T 0958.1-2014 f(%{%fﬁ%&;ﬁzﬂﬂz B ik HEFNYCK Orthopa.edlc drilling instruments—Part 1:Drill bits,taps and ISO 9714-1:1991 2015/7/1
BEJ1) countersink cutters IDT
NN ’ S AL B A . LR TA Spinal implant Test method of mechanical property test for
1228|YY/T 0959-2014 | CHAAEAY) MEME R 2% ) A se i 775D |, . 2015/7/1
interbody fusion cage
et t L T R . . .
1229 YY/T 0960-2014 <<é‘1“£)rﬁ)\% HEE ] it 28 0 2 Jl 1) s 4 B iR Spln.al implant Test method (')f static axial compression 2015/7/1
BT subsidence for interbody fusion cage
COEMAYY SN E E 249 44k &% |Spinal implant Spinal internal fixation system components
1230[YY/T 0961-2014 B R S RS VRN T ) and static and fatigue bending strength evaluation 2015/71
1231|YY/T 0962-2014 IR FH A B35 B o P A s ) Cross-linked sodium hyaluronate gel for plastic surgery 2015/7/1
1232|YY/T 0963-2014 (R ERIEAY) JE R EUA) Joint replacement implants shoulder joint prosthesis 2015/7/1
1233|YY/T 0964-2014 CHNEHENY) AW T5 TS AN I TS M A4 ) Implants for surgery Glass and Glass Ceramic Biomaterials 2015/7/1
1234|¥Y/T 0965-2014 CRVESNEROM A T 40454 3 k) Non-active surgical implants Artificial ligament special 2015/7/1

requirements
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Implants for surgery—Metallic materials—Unalloyed

ISO 13782:1996

1235YY/T 0966-2014 | (HMRHMENYY 4 J@ARL 4lig0) 2015/7/1
tantalum IDT
= FH S 47 ) ge s g v a2z Sk |Medical optical radiation protective eyewear evaluation
12367 Y/T 0968.1-2014 g[ZFHJHwEJ iRk AR S IR AN : ve ! . 2015/7/1
R 5] 1 EPRARARE )Y methodology Part 1: Optical radiation damage reducing
12371y /T 096822014 ﬁ 2= H ii@%‘ B53P%5% YEAN 712 5528084 FIAH |Medical optical radiation protecFive eyewear eva.h?ation 2015/7/1
o AN ) methodology Part 2: apperception and colour vision
1238|YY/T 0969-2013 | — VA A 128 F 1 25 Single-use medical face mask 2014/10/1
1239 YY/T 1000.1— T 2EMAT AR HE I E 2B 1362 BBkl |Development of medical devices industrial standards— 2006/6/1
2005 . ARES RN rt1:Stage division, code and procedure
1240 YY/T 1000.2— BEIF S AT AR 2804y T ST Deve?oprpent of medical devices industrial standards -- 2006/6/1
2005 Part2:Guidance for work
T Ty Dental rotary instruments—Nominal diameters and
1241(YY/T 1011-2014 | CFR} ek 2l- AR EARF R 5 o YY 91011-1999 | ISO 2157:1992 IDT | 2015/7/1
designation code number
1242|YY/T 1014-2013 |4 454+ Dental explorers 150 ﬁ?)zl;ww 2014/10/1
- YY91021—1999,
1243|YY/T 1021 —2005 |k 44t Tooth forceps YY91022— 1999 2006/6/1
. . YY 91025-1999; #
_ N7y I" s _ ?
1244|YY/T 1025-2004  |ir=ik 5] & Intra-uterine suction curettes YY/T 1025-2014 2005/1/1
1245|YY/T 1025-2014 | A=W 514) Intra-uterine suction curettes YY/T 1025-2004 2015/7/1
YY 91031-1999.
1246|YY/T 1031-2004 | #%H4i Needle holders YY 0080-1992. 2005/11/1
1247|YY/T 1043-2004 | FRHEITHL Dental units YY 91043-1999 | ISO 7494:1996,IDT 2005/9/1
1248|YY/T 1052-2004 | F- AR Z4hbnE Marking requirements for surgical instruments YY/T 91052-1999 2005/11/1
1249 |YY/T 1058-2004 | T A bk SRMG KR e . TR 1 2 I.nstruments for 'su'rgery-length width thickness and rivet YY 91058-1999. 2005/11/1
diameter of box joint YY 91059-1999
1250[YY/T 10742002 |4hBikE 0 Fossami= o b Implants for surgery--Measuring method for pitting corrosion YY 91074-1999 AFAE RSO 1504 2003/4/1
_ N Ao 7) N 2 - S o 1
4 7 S PR AL potential on stainless products ARZRET 19974
P v e . Hose biopsy sampling forceps used with endoscope-General ISO 7376-
. e 4 A0 0 S 41 4] & -
1251|YY/T 1076-2004 | 79 %5 FH & U 40 2L B4 B TR 444 specifications YY 91076-1999 2:1997.MOD 2005/11/1

2015 Copyright @ Hangzhou CIRS Co., Ltd

Prepared by CIRS: www.cirs-md.com
Email: Edwin.wen@cirs-group.com




1252|YY/T 1078 —2008 | 22 =X FHH I 37 A Direct impedance blood flow recorder YY 91078-1999 2009/6/1
1253 Y Y/T 1084-2007 | FiI 0 7514 W 4 2 P 110 Ty 26 [ i Measurement methods of output power for medical YY/T91084-1999 2008/1/1
LRI RCE R LI diagnostic ultrasonic equipments
1254|YY/T 1085-2007 |Z LA R Ultrasonic sources at milliwatt levels YY/T91085-1999 2008/1/1
1£0.5MHz 4 1 5MH 2z 2% T8 [ P9 5% FH 7K 7 28 34 | Guidance for the measurement and characterization of IDT IEC
1255|YY/T 1088-2007 5 S P R U R A e (1 S ) ultrasonic fields generated by medical ultrasonic equipment YY/T91088-1999 61220:1993 2008/1/1
g — SN, W 471 ==y Sl BRL == et ] : fott
1256|%Y/T 1089-2007 tP/EL,fﬁH;]({EP [ ]y 7 i % 1140 32 A vl 5 4 R Electroacoustlc characteristics and 'measurement methods of YY/T91089-1999 2008/1/1
VI R=WiRoN single element pulse-echo ultrasonic transducers
_ . . YY 91090-1999; %% | 1EC 61689-1996
_ 7 = T R UL ’
1257|YY/T 1090-2004 | 75 17 ¥ 4% Ultrasonic physiotherapy system YY/T 1090-2009 MOD 2005/9/1
1258|YY/T 1095-2007 | LA A4 [ imAX Myoelectric biofeedback equipment YY91095-1999 2008/1/1
1259|YY/T 1096-2007 |5 & A=) [ A Temperature biofeedback equipment YY91096-1999 2008/1/1
1260|YY/T 1099-2007 [ XS} £k ¥ % f25 . @RI 77 Zgﬁi?i:lri > transportation and storage for medical X—ray | yv9099.1999 2008/1/1
1261|YY/T 1106—2008 |z FARE Electrically powered operating table YY 91106-1999 2009/6/1
2 S A A . YY/T 91117-
1262|YY/T 1117-2001 [ E Wi #pR A Plaster of pairs bandage -- Powder form 1999 BP:1993 2002/3/1
R ATEN . . YY/T 91118-
1263|YY/T 1118-2001 [HEMAF Kl Hd Plaster of pairs bandage -- Viscose form 1999 BP:1993 2002/3/1
1264|YY/T 1119-2008 | 2% FH &4 6l i oARAE: Terminology relating to medical polymer products YY/T 1119-1999 2010/1/1
N . N MOD ISO
1265(YY/T 1120-2009 |A Bl DEsAT Dentistry—Operating lights YY 1120-1999 9680-2007 2010/12/1
YY 91127~91131-
1266|YY/T 1127-2006 |1 -Eh4}f Rongeur ? . 97 9 2007/5/1
1267|YY/T 1135-2008 |& By Bone scissor YY 91135-1999 2010/1/1
f ing fi f ical di ti
1268 |YY/T 1142:2003 |2 i1 7 12 I R0 0 09 40 46 A 0 Methods of measuring frequency of medical diagnostic and YY 91142-1999 2004/1/1

monitoring ultrasonic equipment
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1269|YY/T 11422013 |2 i 7 v 26 5 S B M F 00 735 Met'hods of measuring the frequency of medical ultrasonic YY/T 1142-2003 2014/10/1
equipment and probe
1270|YY/T 1143—2008 | 475 = BH AT 7 KA Bridge type impedance blood flow recorder YY 91143-1999 2009/6/1
YY 91145-1999;
- N A e : . ;
1271|YY/T 1145-2003 | A T OV iliHLARIE Terms of artificial heart-Lung machine YY/T 1145-2014 2004/1/1
1272|YY/T 1147-2004 | izh 44538 oA &4 General techonlogy condition for electric dental eengine YY 91147-1999 2005/9/1
1273|YY/T 1148-2009 | gk & sul%t Spinal needle YY/T 91148-1999 2010/12/1
1274 Y Y/T 11502009 | 27 28 (5 Ffh, 22 K ) 22 558 FR 4 3 Gegeral technical requirements for hemoglobin dry chemistry 2011/6/1
testing systems

1275|YY/T 1151-2009  |4A&4M2 W 8% A 5 SRE #1005 Protein microarray for in vitro diagnostics 2011/6/1
1276|YY/T 1152-2009 | A4 1 FBS S 3 1y Aldehyde slide for biochips 2011/6/1
1277|YY/T 1153-2009  |1&4M2 W FIDNAGK 4185 H DNA microarray for in vitro diagnostics 2011/6/1
1278|YY/T 1154-2009 |ttt AEdaHE {0 Laser confocal scanner 2011/6/1
1279|YY/T 1155-2009 |4 Hsh &R e HiE ot Automatic Luminescence Immunoassay Analyzer 2011/6/1
1280(YY/T 1156-2009 |5k i FfgHef ) A ik 7). (480D Thrombin time reagent (Kit) 2011/6/1
1281|YY/T 1157-2009 |34 7k L 3 g i T s k7). () Actived partial thromboplastin time reagent (kit) 2011/6/1
1282|YY/T 1158-2009 |k i ffg i o} TE) AS 77 (2D Prothrombin time reagent (Kit) 2011/6/1
1283 |YY/T 1159-2009  |&F 4% (A AR (£ Fibrinogen reagent (Kit) 2011/6/1

ye \.L/\ o B e I ﬁ 22, . . . . . .
12841 Y/T 1160-2009 J.Jj SN (CEA) FEMERF (&) (b2 Ca.rcmoernbfyom'c Antigen Quantitative Detection Reagent 2011/6/1

RACGHIEHTE) (Kit) (Chemiluminescent Immunoassay)

R EBURCA 2S5 R WA ated Anti tat i

1285 Y/T 1161-2000 }??fﬂ?%’??l‘ﬁa’i}nﬁCélZSxEE() IERF (&) 4k |Tumor Ass?01ated Ar.ltlge.n CA125 Quantitative Detection 2011/6/1

R FIE S TTE) Reagent (Kit) (Chemiluminescent Immunoassay)
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FRGEE (AFP) EF&EMERF (&) ({bZ |Alpha-fetoprotein quantitative detection reagent (kit)
1286|YY/T 1162-2009 _ . . .
RICHRIE T (Chemiluminescent immunoassay) 20117671
1287|157 Y/T 1163-2000 RAETA I PR (-PSA) EEMIERF]  |Total Prostate Specific Antigen (t-PSA) Quantitative 2011/6/1
) (R CHRIESE) Detection Reagent (Kit) (Chemiluminescent Immunoassay)
12881 Y/T 1164-2000 ANBBFERMEREE (HCG) MMER4E (4K [Human chorionic gonadotropin (HCG) test strip (Colloidal 2011/6/1
ERIEENTE) gold immunochromatographic assay)
1289|YY/T 1165-2009 | ¥b45% 55 55 fig da 75 3 Sabouraud"s agar medium 2011/6/1
1290|YY/T 1166-2009 | JkER B 2 A Fe et 5% 7 ik Neisseria gonorrhoeae agar medium base 2011/6/1
1291|YY/T 1167-2009 | R 48, i 3 g Fe il 13 55 3k Anaerobic blood agar medium base 2011/6/1
1292|YY/T 1168-2009 |15 7 3 B0 g Fepudt f37 32 3 Chocolate agar base medium 2011/6/1
1293|YY/T 1169 -2009 |22 FELER s 3% 37 5t MacConkey agar medium 2011/6/1
1294|YY/T 1170-2009  [Bihth 25 14 fig sk 48 35 3 Alkaline peptone water 2011/6/1
1295|YY/T 1171-2009 |2 K % [GFEfilihs 7 Lowenstein-Jensen medium base 2011/6/1
1296 |YY/T 1172-2010 | [ 255056 = i B FEARAE Medical laboratory quality management term 2012/6/1
1297|YY/T 1173-2010 |58 lgkt [ B A3 B A Polymerase chain reaction analyzer 2012/6/1
1298|YY/T 1174-2010 |2} A3k 2 K I HriX Semi-automatic chemiluminescence immunoassay analyzer 2012/6/1
MRk EMEREMERT (&) (k24 |Quantitative detection reagent(kit) for tumor markers—
12991YY/T 1175-2010 FEHTIED Chemiluminescent immunoassay 2012/6/1
JEPURCALS-3ERME R (7))  (fb2:K& % | Cancer antigen CA15-3 quantitative detection reagent (kit)
13001YY/T 1176-2010 e 2N . . . . 2012/6/1
F TR Chemiluminescent immunoassay
JEPURCAT2-4E &M E IR (7))  (JbZK % |Cancer antigen CA72-4 quantitative detection reagent(kit)—
1301|YY/T 1177-2010 e 2N . . . 2012/6/1
F S TR Chemiluminescent immunoassay
1302 1vy/T 11782010 FERPURCA19-9 &I RF (&) (Jb2E K |Carbohydrate antigen CA19-9 quantitative detection 2012/6/1
Fe RIS T reagent(kit)}—Chemiluminescent immunoassay
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Y SHe ] JE = I P FNTINN JiT . . . .
1303 [vy/T 11792010 ﬁ)ﬁjﬁ%ﬂﬂﬁCASO/—\EilﬁﬁJ (&) (bR RE Carbohyd.rate antlge'n CA'SO quanFltatlve detection 2012/6/1
ST reagent(kit)—Chemiluminescent immunoassay
KA b5 K45 BRI A i i i .
13041¥v/T 1180-2010 S H\fﬁiﬂﬁﬁﬁlﬁ (HLA) FF A5 & Typlpg klt'for human leucocyte antigen(HLA)—Sequence 2012/6/1
(SSP%) specific primer—SSP
1305|YY/T 1181-2010 |4 Jy&H 44k 2R 7 & Immunohistochemistry kit 2012/6/1
1306|YY/T 1182-2010 |#%fgd s 57 (&) Nucleic acids amplification test reagents(kits) 2012/6/1
1307 Y Y/T 11832010 |t o e hs kot (20 Detection reagent(kit) for enzyme-linked immunoabsorbent 2012/6/1
assay(ELISA)
1308|YY/T 1184-2010 |y =04t oA F ¥ va B A i 71 Monoclonal antibody reagent for flow cytometer 2012/6/1
1309|YY/T 1185-2010  |fiwi Cova i 155 55 3 Brain heart infusion broth medium 2012/6/1
1310[YY/T 1186-2010 |MHPAIZ 1% 77 % Mueller hinton broth medium 2012/6/1
1311|YY/T 1187-2010 | Fpiziskk Nutrient broth 2012/6/1
1312|YY/T 1188-2010 [BELL I H #5358 R3S Fr 5k EMB agar medium 2012/6/1
1313|YY/T 1189-2010 | [ B W5 B g 3 35 5 China blue agar medium 2012/6/1
1314(YY/T 1190-2010 | #EfH £h S 1 35 o7 3k Lactose bile salt fermentation medium 2012/6/1
1315|YY/T 1191-2011 | HLEE 725848 Antimicrobial susceptibility test disks 2013/6/1
i < A - T 9 e LT e p | .. . . -
1316]YY/T 119222011 Nk Pﬂ%ﬁ P iR ,4: gHCG)EE{}J ERA & Human C}.IOI“IOI’IIC .gona.dotropm.(HCG) quantitative detection 2013/6/1
S N T RrD) reagent(kit)(chemiluminescent immunoassay)
HRY R FEEMERAE i i i itati
3171 Y/T 119322011 {‘,‘EJ[\]{@EE}Z{&% ‘ (FSH) EElERAE (b Folhcle stlmulaFlng horr.none.(FSH) ql..lantltatlve 2013/6/1
R RIE ST immunoassay kit (chemiluminescent immunoassay)
§ N NN . NN - 1 Test R t Kit ti - itori
1318|YY/T 1194-2011  |o-GEMAEEIISE KA (45 CELEiaiz a-Amylase Test Reagent Kit(Continuous-monitoring 2013/6/1
Procedure )
1319|YY/T 1195-2011 |ifniE & ASH N EEF Reference measurement procedure of total protein in serum 2013/6/1

2015 Copyright @ Hangzhou CIRS Co., Ltd

Prepared by CIRS: www.cirs-md.com
Email: Edwin.wen@cirs-group.com



1320|YY/T 1196-2013 S0 sE b6 (B Chloride assay kit(Enzymic method) 2014/10/1
1321|YY/T 1197-2013 z’)ﬁﬁﬁ?’é—k%%%@@ (AL RGE (TFCC Alanine aminotransferase diagnostic kit (IFCC method) 2014/10/1
1322|YY/T 11982013 [RIT&EMEILEREHN 2R & (IFCC%L)  |Aspartate aminotransferase diagnostic kit(TFCC method) 2014/10/1
1323|YY/T 1199-2013 [+ =Egill g il5m & (B Triglycerides assay kit(Oxidase method) 2014/10/1
1324|YY/T 1200-2013 [ 2 #3300 52 57 & (D Glucose assay kit(Enzymic method) 2014/10/1
1325|YY/T 1201-2013 | FR 2 5 357 o (B A B W v ) Urea assay kit(Enzyme coupling kinetic method) 2014/10/1
1326|YY/T 1202-2013 430 5 75 & (2D Kalium assay kit(Enzymic method) 2014/10/1
1327|YY/T 1203-2013 | 4hill 5 51 & (22D Sodium assay kit(Enzymic method) 2014/10/1
1328|YY/T 1204-2013 | S fH A B 5 i 77 en (B 0D Total bile acids assay kit(Enzyme cycle method) 2014/10/1
1329|YY/T 1205-2013 @ HLL =M A A R Eh &AL TE) Total bilirubin test kit (Vanadate oxidation method) 2014/10/1
1330[YY/T 1206-2013 | fH[F il 2 il & CRALERZD Total cholesterol kit(COD-PAP method) 2014/10/1
1331|YY/T 1207-2013 | R 5 3R o (PR L B S8 AL B R Uric acid assay kit (Uricase-PAP method) 2014/10/1
1332|1YY/T 1208-2013 g;;%{éﬂ - - (TCBS) 35t Thiosulfate-citrate-bile salts-sucrose agar medium 2014/10/1
1333|YY/T 12092013  |BCYEZsflig 373 BCYE agar medium 2014/10/1
1334|YY/T 1210-2013  |Z=FEYL L AL B3 IE 1 5 Jk MacConkey sorbitol agar medium 2014/10/1
1335|YY/T 1211-2013 |1} Ea s o dh 3 AR g 7 ik Mannitol salt agar medium 2014/10/1
1336|YY/T 1212-2013 | KRB = Ei 5L nlks 53 Gentamycin agar base medium 2014/10/1
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1337y Y/T 12132013 |t s a B bR G A A Folhcle stlmulaFlng hormone quantitative labelling 2014/10/1
immunoassay kit

1338|YY/T 12142013 | A Shob I b it 22 s b 60 b 1 Human chorlon}c gonadotrophin quantitative labelling 2014/10/1
immunoassay kit

U 28 i 55 RN RRr el = . . . L .
1339|YY/T 1215-2013 E‘ji}?kﬁﬁ (HCV)Fufb K aiRF e etk Hepatitis C antibody diagnostic kit(Colloid gold method) 2014/10/1
A

1340|YY/T 1216-2013  |HGER A E mbnid Z ot & Alpha-fetoprotein quantitative labelling immunoassay kit 2014/10/1

1341|YY/T 1217-2013 R # A4 A E mbnid S itk il & Luteinizing hormone quantitative labelling immunoassay kit 2014/10/1

1342|YY/T 12182013 {2 PR G2 b s 4 i Tl"hyrmd-stlmula.tlng hormone quantitative labelling 2014/10/1
immunoassay kit

1343|YY/T 1219-2013 | BEE& iR K 5 RV B 70 3 Trypticase soy broth medium 2014/10/1

= } SWRRFIED () e ki : _ : :
1344 [vY/T 1220-2013 Miﬁalﬁ)’(%HI%(CK MB)iZ Wik Fl(&) (kik (Creatme. kinase isoenzyme MB)(CK-MB) diagnostic 2014/10/1
LVE) kit(Colloid gold method)
1345 |YY/T 1221-2013 [ ColJULAS 28 (1S WFRFICED (Beik4nie) glirtflljg)tropomm T (cTnl ) diagnostic kit(Colloid gold 2014/10/1
v P - o o .
1346|YY/T 1222-2014 /ﬁ);.:‘_ﬁ, TARBR SR R Bbric S e 23 A ) Totle T3 quantitative labelling immunoassay kit 2015/7/1
1347|YY/T 1223-2014 R FUR IR £ Sdnid o iR &) Totle T4 quantitative labelling immunoassay kit 2015/7/1
Q95 24 PR 5 e Ak % 5 TR 5 b A s 3] Detection kit for analysis of related chromosome and gene
13481 YY/T 1224-2014 & (BB RI AR ) abnormalities in bladder cancer(Fluorescent in situ 20157771
1349|YY/T 1225-2014 il 98 7 JEARBTARAS IR T 65 ) Diagnostic kit for detection of anti-mycoplasma pneumoniae 2015/7/1
AR R (08D KRR (& . . Lo . . .

1350|1YY/T 1226-2014 >><<A?L%gﬁ£¢&& PR R (50 Human papillomavirus nucleic acid(genotyping)detection kit 2015/7/1

1351 |yy/T 12272014 RSB IR (£ fr) In Vltl"O diagnostic reagent(kit)nomenclature for clinical 2015/7/1
chemistry

1352|YY/T 1228-2014 | (& AMERF (&) ) Albumin test reagent kit 2015/7/1

1353|YY/T 1229-2014 | 8505 55 (&) ) Calcium test reagent kit 2015/7/1
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1354|YY/T 1230-2014 | {BefmEcileERs (&) ) Cystatin C test reagent kit 2015/7/1
1355|YY/T 1231-2014 | CUUEFIE R (8D (IR RREALEEE) ) | Creatinine test reagent kit(Method of sarcosine oxidase) 2015/7/1
1356|YY/T 1232-2014 Fé;@iff&%’tgﬁ%%mﬁﬁﬁu (&) (GPNA y-Glutamyl transpeptadase test reagent kit(Method of GPNA) 2015/7/1
13T 332014 it nonsy
1358|YY/T 1234-2014 géiggfi%iﬁ{)ﬂﬂﬁﬁﬁu (&) (NPP#I-AMP Alkaline phosphatase test reagent kit(Method of NPP-AMP) 2015/7/1
1359|YY/T 1235-2014 | (X2 HEELgG/IgMPLARKEINRAF (&) ) Rubella IgG/IgM antibody detection kit 2015/7/1
1360[YY/T 1236-2014 | ( E 40 & 1gGAgMBUAKMIRT (&) )  |Cytomegalovirus(CMV)IgG/IgM antibody detection kit 2015/7/1
1361|YY/T 1237-2014 >><< T RIgGHLR R ATIER) (ARG Diagnostic kit for IgG antibody to toxophasma(ELISA) 2015/7/1
1362|YY/T 1238-2014 | (RhD (IgM)Ifi %5 RRF CRTEERIA) ) | RhD(IgM) blood grouping reagent(monoclonal antibody) 2015/7/1
1363|YY/T 1239-2014 | (Igfig~F-huks %) Pre-poured agar plate 2015/7/1
1364|YY/T 12402014 | (D-=HAkE BHIMRT (&) ) D-Dimer reagent (kit) 2015/7/1
1365|YY/T 1241-2014 | (FLERBCEBEN &R (&) ) L-Lactate dehydrogenase test reagent(kit) 2015/7/1
1366|YY/T 1242-2014 | (o-¥& T ERBAEGI 2 R7 (&) ) o-Hydroxybutyrate Dehydrogenase (Kit) 2015/7/1
1367|YY/T 1243-2014 | (LEREEFNERF (&) ) Creatine kinase test reagent(kit) 2015/7/1
1368|YY/T 1244-2014 | {tRAMSWHRTH A4tk K) Purified water for in vitro diagnostic reagents 2015/7/1
1369|YY/T 1245-2014 CEBh I B A Hr A Automatic blood grouping analyzer 2015/7/1
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1370{YY/T 1246-2014 | CHEAL I LT 2R (A 20 HrA) Glycohemoglobin analyzer 2015/7/1
(B R ERE RN ERF (&) ({k | Hepatitis B virus surface antigen(HBsAg)detection

- . . . . . 2015/7/1

1371 (YY/T 1247-2014 SERNFIEIHED D reagent(kit)(Chemiluminescent immunoassay) 17

CZRITF R B R I PR 2 iR7 (&) 4k |Hepatitis B virus surface antibody(HBsAb) detection

- . . . . . 2015/7/1

1372 YY/T 1248-2014 SERNFIEIHE) D reagent(kit)(Chemiluminescent immunoassay) 1

R I T + Bl P L - A= . . . . .
1373V Y/T 1249-2014 ((,ij,‘iﬁ A A1) Bl S P B S R bR S A MR Free prostate sp.emﬁc antigen quantitative labelling 2015/7/1
FIEEY immunoassay kit
1374|YY/T 1250-2014 S EEmbnd R iR &Y Insulin quantitative labelling immunoassay kit 2015/7/1
1375|YY/T 1251-2014 LT 4 T 20 5E A Erythrocyte sedimentation rate analyzer 2015/7/1
1376 [YY/T 91049-1999 |2y B bbb ik = 202K H 4 7o 40 2K 15 Class IH. expans1on class1ﬁcat10r.1 of standards documentation 7B C01001-1985 1993/5/1
for medical instruments and equipment
1377 Y Y/T 91051-1999 |25 57l bttt 225 SSt};tg:rldeor development of medical devices industrial 7B C01002-1986 1993/5/1
1378 [YY/T 91056-1999 |7 5 bk 4 2 JEE SIS B 20 74 Evaluating requirements for corrosion test of electroplated 7B C30022-1989 1987/7/1
i T R AT SR T metallic coatings of medical instruments
1379|YY/T 91066-1999 /N J\ fAH R~} FE AR 2644 Small octagonal shank-Sizes and specifications ZB C33006-1985 1986/5/1
NN Measuring method of acoustic transmission characteristics

- W2 284% 75 4 P b ZB C38002-198 1986/1/1

1380|YY/T 91077-1999 |12 #84% = 44 i 07 2= for stethoscopes C 987 986/1/
1381|YY/T 91141-1999 |-& #1258 HA &4 General technique requirements for osteotomes WS 2-302-1983 1986/1/1
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