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̂HKTDC̃ў╕ ľ ӊ Ŀұ 10

16 ╖ Ю ̆ ᴐѝжн Ь ᾱ

╖ӑ ֶ̆ѝֳ ғ ȁ Ԉ ⁸ ֝н ᵏУ

ӊ ╘Ȃ  

 

ӊ ӭ ╖ѡ╕ҩ 31 ̆ ₥ ὤ

̆ ұὲ ᴁ ̆ ҩ й 3000

̆  ӊ ꜛ ̔ ᴇ ӊ ȁ ȁ

╘ Ȃ  

 

ľ2012 ӊ Ŀ    ӊ ╘

ж ̆ ╒ѝ ֝н ᵏ CEȁ
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2012 10 18 21 ̆ 68 ѐ תּ ֶ

й ֶ ѐ Ȃ Ὠ У

╗ҩ ╟̆ ╖ѡ╕ҩ ү  ľ IEC60601-1 Ь

ѐ Ŀ ֶȂ 

 

CMEF תּ ֶ 30 ̆ ѝּת нᾃ έ ╒

ľҴĿ Ȃ ֶҴ ҩ ὤ 20 э 2500 ᴍ

֝н ̆ ҩ 40 ЭЪ תּ ӊ  Ȃ 

 

ᴐѝжн Ь תּ ֶ б‍

ӎ̆ תּ╠ ֝н ӊ ὤ̆ѝ ὤ ̆

ᴿ ̆ ᵏὤ ῆ жн ╘Ȃ ̆

б Ӈ ̆ У ᵷ

ᴐȂ 

 

ֶ ̆ ж ֶ ֶ ѐ ̆ ҩ

ὤ תּ ֝н бֶȂֶ ѐ̆ תּ ж

ҩ IEC/EN 60601-1 Ь ѐ ה Ԉ̆

תּ╠ ֝н ‾ IEC60601-1 Ь ̆ ᶑѐ תּ ӊ ὤ

̆ Ȃ   

 

 

 

 

 
 
 

 
 
 

华为 EMC专家团
队来访华通威  

 

 

 

 

 

 

 

 

 

2012 10 22 ̆ ҩ

ӝĺĺ ѝ Ὠ EMC ж Ȃᴐѝ

EMC ᴐֵ̆ט ѝ EMC ж

╒У ̆ ֶ ў

Ὠ Ԉ ѝб

Ѯ У Ȃ  

 

Ἴ ӝὤ Ӯ

֒ ̆ ӝ

Э Ἴ ȁш ѝ Ȃ

ѐ̆EMC ҂ ӝ Ӯ Ὧұ

Ὠ Ȃ ̆

Ԉ ṁ Ӈ ᴐ̆ѝ ѝ ִ

╘ ̆ ҂ ѝ

Ȃ ֶ ̆ ᴐ₥ Ἱ

ᶕ Ȃ  
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助力医疗企业升级 

 华通威新闻动态 
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 标准更新 

2012π8π30 תּ̆ ԇ̂MDD̃93/42/EEC ҩ ῆ̆ ᾃᴳ ӝ ȁ

תּ ᴇᴳ ᴂ ֒ȁᶑṌӊ ȁע ₉ ȁּת ᴇ ȁּת

ȁ ὡ ȁ ᵩὡ ԍȁּת Ԉ Ȃ ῆ

Ю̔ 
 

93/42/EEC ╗ ῆ ̔ 

http://ec.europa.eu/enterprise/policies/europeanπstandards/harmonisedπstandards/medicalπdevices/index_en.htm 

 
ῆ

 
ῆ ұ  Ԇ  

ῆ 
Ԇ ῆ

 

Cenelec 

 

EN 1865-3:2012 (new) 
Patient handling equipment used in road 
ambulances - Part 3: Heavy duty 
stretcher 

2012-8-30 EN 1865:1999 31/12/2012 

Cenelec 

 

EN 1865-4:2012  (new) 
Patient handling equipment used in road 
ambulances - Part 4: Foldable patient 
transfer chair 

2012-8-30 EN 1865:1999 31/12/2012 

标准更新 
为您带来全球最新的标准信息 

欧盟三大医疗器械指令采用 2012 新版质量管理体系及风险管理标准 

欧盟医疗器械指令（MDD）93/42/EEC 更新协调标准 

2012 ̆ Ь תּ ԇ-ᴇ תּ ԇ̂ IVDD 9̃8/79/ECȁּת ԇ̂ MDD 9̃3/42/EEC

ὡ תּ ԇ̂AIMDD̃90/385/EEC ṁ  Ȃ 

IEC 60601 ‟ ῆ MDD AIMDD Ю תּ ὤ ῆȂ2005 12 Ь IEC 60601-1

ῆ ̆ ῆ ὤ ӱ ὤ У ⁮ҩ ὤб У ӱּ̆

⁮ ‍ Ȃӱ 2012 6 1 ̆IEC 60601-1 ү ῆ ̆ Ь ῆȂ 

2012-8-30 ̆Ь תּ ԇ ҩ ᴇ ῆȂ ᴇ

ῆ EN ISO 13485:2012 ῆ ᶢ ҩ 2003 ῆ̆ ῆұ 2012-8-31 аᾋ Ȃ ̆

ῆ EN ISO 14971:2009 ҂ұ ῆ Ѯ аᾋ ̆ ῆѝ EN ISO 14971:2012Ȃ 
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έ ᴿ 

 

 

 

 

 

     

 

ֶ ҩ Ὧ έ ᴿ ̂EŨNo 874/2012̆ ᴿ Ԇ Ὧ Ἵ

98/11/EC ԇ̆ ұ 2013 9 1 Ȃ 

   

ᴿ ҩԈЮ ӊ ̔ р ȁ Ἵ ȁ ᴇ ȁLED ̆ ҩᵏ ȁ

֗Ȃ ᴿа ԈЮӊ ̔ 
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ὲѐ̔Iѝᵏ  

II ѝᵏ ⁞ ̆҂ ̆ ѝ ̆Ԉ ұּש⁞ У ᵏ У  

III ѝ 2  

IV ѝ 1000 ╗ E
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1 ⁸ ╖ ᶢ  

 

 

 

Prefĺĺӱ Ἵ ̂Üusẽѐ ╖ ̆ ԈЮὨ ̔ 

ұÜuse̖1300lm ̆Pref =0.88ŚÜuse +0.049Üuse 

ұÜuseů1300lm ̆Pref=0.07341Üuse 

╗ ̂EC̃ ԈЮὨ ̔ 

EC= Pcor¦1000h/1000 

2 Ȃ   

2  

 

  

 

 

 

 

 

 

 行业资讯 
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 ASTM F963-11 ῆ ч  

/ ע   

 

̆ έ н ֶ̂TIÃ έ ῆ ASTM F 963π11 ṁ ҩч Ȃ 

    У̔ ὡ ֒ ֒ а 75 ppm̆‡ ֒ 24

ὲ 200 µg ̕ 

    ү̔ а ̆ ὲӹЦ Ȃ 

ӊ έ֝н ҫԈὯ ̆⁸ ᶑ ӊ έ ASTM F 963π11 Ȃ 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 
12 

 

REACH ֒ XVⅡ

/ ע   

 

   2012 9 19-20 ̆ ֶ Ὠ ̂No 835/2012ȁNo 836/2012ȁNo 847/2012ȁNo 848/2012̃̆ᶢ

REACH ֒ XVII ѐ ȁ ȁ ȁ ע ⁸ Ȃ ̆REACH ⁸ Ὥ 63 ὡ Ȃ 

Уȁᶢ ⁸  

2012 9 19 ̆ ֶ ὲ Ὠ ̂OJ̃Э ֶ ̂EŨNo 835/2012̆ REACH ֒ XVII 23

⁸ ᶢ Ȃ ѡ ̆ REACH ֶ 4 ֙ ⁸ ᶢ ῆȂᶢ

Ὠ ̆ ⁮ 2011 12 10 Ȃ 

Ю‟ ѐ ұ 0.01˿ ̆ ⁸ᴐ а Ȃ 

Ѽ ̂PVC̃ 

ҽ ̂PUR̃ 

ᴂ Ѽ ̂LDPẼ̆ ὲ ұ⁸  

̂CÃ 

Ѽ Ф ̂CAB̃ 

 

Ь - ̂MF̃  

- ̂UF̃  

а ̂UP̃ 

Ѽ ү ̂PET̃ 

Ф ү ̂PBT̃ 

/ Ѽ  

м м ̂AMMÃ 

Ӈ Ѽ ̂VPẼ 

ᾰ Ѽ  

м ̂PP̃ 

έᴇᾃ ̔http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:252:0001:0003:EN:PDF 

华通威解决方案 
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үȁ ӊ ⁸  

2012 9 19 ̆ ֶ Ὠ ̂OJ̃Э ҩ ֶ (EU)No 836/2012̆ REACH ֒ XVII ѐ

ӊ ⁸ Ȃ Ὠ Ѯ 20 Ȃ 

REACH ֒ XVII 63 ⁸ Ю̔ 

̂ CAS  7439-92-1̕EC ̔ 231-100-4̃ ὲע  

ӊ ֗ᴉ э ֒ ұ ұ 0.05%̂ ‍ ̃̆‡а ᴳ Ȃת УҾ ὁ

̆έᴇᾃ ̔http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:252:0004:0006:EN:PDF 

 

Ьȁᶢ ⁸  

2012 9 19 ̆ ֶ Ὠ ̂OJ̃Э ҩ ֶ (EU)No 847/2012̆ ╗ҩ έ ⁸Ȃ 

ԈЮᵏ н жнӝ ᴳ έ̆ ̆ 2014 4 10 а ̔ 

(a) ̕ 

(b) ̕ 

(c) ╒ ̕ 

(d) ̕ 

(e) ᴇ ɳ

(e)&ᴇ ̕ 
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