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ᴧּו ῟ 
 
Ὰ֕ ừ￼ԅר ảιᴿᶂḾᴭ וֹװ ἴⱶ ￼ ∂ј

Ᾰі״ Ὧᵬח ιἈ₿2020ẉ3ῴ1ῄ 4ῴ4ῄιԅᶂԊ֧ᴭ
ᾣѮ ừ ίⱶ ҮӪ102қӺιѮ ὐᴭץ 38.6қᴱιҮ
Ӫ77.2қӺψ ἴῸ3752єҭιҮӪ9.1қӺψ ᶹ╜□ҩ241єҭι
ҮӪ3.3қӺψᵗ  1.6єᴶιҮӪ3.1қӺψᾺᶚ֕ꜛֿ₅⅜פ╜ ֿ
284є ιἴ 841єא ᶈַ ￼ Ӕїι │ ֧ᴭוֹװ ἴ
ⱶ ￼҆ҭ ᴧּו  

 
 
 
 
 



’Ӕ 

ѯӕ ῎ 
ᴦⱳᾩ  ᴦⱳԊַ ԎӋ’Ӕ ҅  

                                           
2020ẉ4ῴ5ῄ 

                              
▄ ╤ԋ 

4ῴ5ῄι ᴭ╤ԋḾ ἵѭךּ ᾝ ṵ ￼֧ᴭ ⱶ ḫᾼ‬ Ὴιᴧ֧אᴭ ⱶḫ
ѭᴭ 136.6єᴱ ₭ớזּװᴭ 0.8єᴱ □„0.1єᾟ װẸ҆Ҳўῂ│ώӗ҈יּ
ᵸ₄ғᵝ├ԛוֹ ѿι ׁ ⁮Ṱ ╤ԋᶴ ᶴת  

ᴭ ἵѭᾝךּ
ṵ ιּךἵљḫⱶј

 

2020ẉ4ῴ12ῄ ◑╖ ╤ԋ 

4ῴ12ῄι◑╖ • ῏ԇᴻּךἵ֧ᴭ150єᴱ ₭ớӔּז ἴᴭ ε ζזּװ ι Ӫ30
є ӺιẊώҐ҃ᵀ⁪ ᶶᴍҭ ֧ᴭ ⱶוֹװ ᶲ῎ ₅╜ἵᵓ  ᾳ ‬ ᴧאιῶ
29 Ԋ 11.6єᴱᴭ ḫѭ ₭ớזּװᴭ ιẸ҆Қ╧ ֧ᴭᵬᵝ₅ 4ῴ15ῄι◑
╖ ╤ԋṰḾԎ ⁮ ‬ι ⁮⃰ᶈ ℓ ‬ ѧ  

ἵᾭךּ זּ љḫ
ᾭ זּ ј  

2020ẉ4ῴ9ῄ ἄ ╤ԋ 

4ῴ9ῄιἄ •ԇᴻҨ ΆẪ֧ᴭ ἥ ⱶι╤ԋ ‬ ᴧאԎѧץὐ῾ᵇ╤ԋּךἵ֧
ᴭ￼ ₭ớ ἴᴭ 30єѦι Ӫ32єӎӺιẸ҆Қ╧ ῾ᵇ╤ԋḅḫּךἵẽᵠ╤ԋ
ẑ ἄ ╤ԋ ⁮ ‬ιṰ⁞Ὧ ╤ԋ ᾤᶴ ḫᾼ‍ӕ ԋ ḧιḾẸ҆ҚӘ│Ӑ
֧ ₲￼ ᾤᶴ  

ᴭ ἵ᷆ךּ῾ ֧ᴭ 

2020ẉ4ῴ14ῄ ᴇ ╤ԋ 

4ῴ11ῄ 13ῄιᴇ ╤ԋἍṞ ᶋ╤ԋ ר ‬ 8 ֧ᴭ ₰╖￼ ⱶ Ԏ
ѧῶ6 ᴭזּװ ‬ ᴧץא ᴍῶזּװ‰ ι1 ѭN95ᴭ ἵѭKN95ᴭךּ ι1 ѭ
ѕῂ ᴭ 8 ᴭ ᾭ Ԋ168єᴱιԎѧ4ῴ13ῄ‬ 1 55єᴱ ᴭ ιѭᴅ
ῄ‬ ῳ ׁιἍῶ ᴭ Ṱ Ґᵅ ᶴ Ὧ ι3ῴ28ῄ 4ῴ13ῄιᴇ
╤ԋԊ‬ ᴭ 25ἥ₭ι628єᴱι ἴῸ5000ҭιἐ᷿2005єᴥ  

זּװ1 ἵךּ װ
זּ 1N95ּךἵḫѭ
KN95ᶚᴺј 3.ѕῂ
ᴭ  



’Ӕ 

 1 

 6 

3 5 

 2 

ᵅ‛ 

╤ԋ᷂ӡҲў 

ᵄᴅể ιᶺ
ᵀỰ  
 

ῥӯḾᶹ ῏
  

ῥӯἵԋўח 

ԇẦῪӿ 

ῥӯἆᴨ╦Ԏҡ҆Ṵᶋ
῏ ⁪ 

 

4 

ᵅ‛ 



ᾅ Ᵽ 



ᾅ Ᵽ 

ᴦᾑᾤῙ ← /Ԇᵒ ԒḲ ḪᾜᾤῙ 

2020.3.31  

ᵬח  ╤ԋỞ  ᶂḲ
ᵝ ṕԇᵓת

2020ẉ 5ᴺεԋ҈ῶ
ẑẦṝוֹװⱶ ֧ᴭ￼
ԇᵓζ 

Ҋ ⱴ֦ᴬᵫᵜ-ᴤת ᴿ ֧ᴭᾺᶚ֕ꜛֿ₅⅜פ╜ ֿ ᴭזּװ
זּװ ἴῸ ᵗ   ᶹӌ□ ￼Ҳўᵇ╤ԋἵԋῊι

ώӗѿ ἆּכḒᶲ῎ιἨ ֧ᴭғᵝṰᴨệἅᶂוֹװᵸ₄ғᵝ├
ԛ ѿεhttp://www.nmpa.gov.cn/ ζι ᵀ ᴭᶂεᶊתζ￼

‰֝ ∂ ╤ԋ֣ ᵝ ת ἥ֝￼וֹװᵸ₄ғᵝ├
ԛ ѿ ᾣ  

2020/4/1  

2020.4.10  
╤ԋỞ ԇᵓ2020ẉ
53ᴺ 

Ѣѥᴩצσ ᵿỴᶼεᶬו҂ђ ⱴת ἑ◓ τ҆ר Ỵᶼε
ᶬ11ו ⱴת ἑ◓ ᵫ‭ ₱ ѭזẶוֹװⱶ ֧ᴭ ι
ὟⱢ ѧᴂҚ↓Ԋᵙᶂ ֧ᴭᵬᵝ₅ │ ᴣԎḫᾼ‍ӕι╤ԋ
Ở ֘ḧ  ԇᵓᴧṵѳῄ ιḾ 6307900010 ╤ԋᵬᵝ ᴺ
ї￼וֹװⱶ ε ҭζḫᾼ֧ᴭᵬᵝ₅ --- Ὧ℅ι 4
ῴ10ῄ ιḾ 6307900010 ╤ԋᵬᵝ ᴺ ї￼11 ⱶוֹװ
ḫᾼ֧ᴭᵬᵝ₅ ιԊ╧ᴣ19ѦHS ѳׁιḾ֧ᴭ₅╜

ֿṰḫᾼᴌּ₅ו  

2020/4/10  

1 ѢᶼԆᵒ 



₲ἒҙσᵔᾸ  
ὸ ҙσᵔᾸ ╕ Ӽּג Ắḩῐ 

 
Thank  you  

5ᴹԆᵒ---- ᵷ‬↕Ԛꞈת Ѿᴢ֦ᴬתꞈ◓ ᶱᾭ⁴ῳ 



ᾅ Ᵽ 

‬ᵷꞈת ֪  

ַ ḧѲ ḾẔוֹװᵸ₄ ҭ  

ʆ  
Ὕ Ẃ ת ҨӠ ԎḠԅớ ῶᾦớ￼וֹװᵸ₄ḅ
╦⅜Ṳ ╦⅜ֿ  

⁮ᵸ₄ᶵוֹװ ѿ Ӊ 

ʇ  
ὝḾԎḠԅớ ῶᾦớẔẸזҨίֺ￼וֹװᵸ₄ ḅᶹ
ᴭזּװ μזּװ ἴᴭ /  

ᵸ₄├ԛוֹװ ѿ ѧ 

ʈ  

ὝιₔԄҚӌψּ҈זᾟὙ ὙּוᵘψḾҚӌԏῶ☺ᶈᴎ
ιḾԎḠԅớ ῶᾦớọ Ѥ⁪ίֺ￼וֹװᵸ₄ ḅᾺ
ᶚ֕ꜛֿ₅⅜פ╜ ֿμ⌂ֹוᵗ  Ớ ᵗ   ᵗזּװ
   

ᵸ₄├ԛוֹװ ѿ  

2 ֪  



₲ἒҙσᵔᾸ  
ὸ ҙσᵔᾸ ╕ Ӽּג Ắḩῐ 

 
Thank  you  

ɸ/ɹ/ɺ ᵷ‬ᶴ’ᴢ↕Ԛꞈת Ѿ⁴ῳ 



ᾅ Ᵽ 

3 5ᴹᴢ53ᴹᾑ₲ α β 

Ẑᴹ ַ ᵫᵜ ᴹ 
ר
Ҭ 

֦ᴬ⸗
ḑẔ  

‬ᵷꞈת ַ(
ҧḪ ר
ѾѬ֜β 

ᵫᵜᵃ ‌ᶩἒⱴ  ₱ 

1  
630790001

0 
  N ň  /  

1.҈ ľ5 Ŀ ↓̂
Ὲ ↓̃5
̆ ῏ ᶫӥ

֟ Ύ
ӥ̂ŉ /ň ̃
Ȃ   ╕ ᶫ

₮ΐ ₮
Ȃ2.53 ḫᾼ֧ᴭᵬᵝ₅

 

2 
 

621010301
0 

  N ň  /  

392620900
0 

  N ň  /  

3 
 ת

902519901
0 

  N ň   

4  

901920001
0 

A M/N ŉ   

901920009
0 

A M/N ŉ   

5 
╕ 

382200900
0 

A/B V/W ŉ  ҹ    



ᾅ Ᵽ 

3 5ᴹᴢ53ᴹᾑ₲ α ҆ β 

Ẑᴹ ַ ᵫᵜ ᴹ 
ר
Ҭ 

֦ᴬ⸗ḑ
Ẕ  

‬ᵷꞈת ַ(ҧ
Ḫ ר ѾѬ֜β 

ᵫᵜᵃ ‌ᶩἒ
ⱴ  

₱ 

6  6505009900   N ň  /  

1. 2020 5
̆ ῒז₮

̆ᴑҙ ῏
῏ ̆
ᶫ ֟
Ύ̂ŉ /ň

̃/
̂Ň
̃
ῃ

Ȃ2.53
ḫᾼ֧ᴭᵬᵝ₅

 

 

7  9004909000   N ň  &Ň  /  

8  

3926201100   N ň  & Ň /  

3926201900   N ň  & Ň /  

4015110000   N ň  & Ň /  

4015190000   N ň  & Ň /  

9  

6307900090   N ň  & Ň /  

3926909090   N ň  &Ň  /  

4016999090   N ň  &Ň  /  

A M/N ŉ 9018193010 ת 10   

11  
3005901000   N ň  &Ň   

3005909000   N ň  &Ň   

12 ╕ 3808940010   N ň  &Ň   

  



֦ᴬ ֜ 



֦ᴬ ֜ 

Ỡᶁ ֜ 

ᴥ ᵀ 

֦ᴬ ֜ ᴬᶁ ֜ 



₲ἒҙσᵔᾸ  
ὸ ҙσᵔᾸ ╕ Ӽּג Ắḩῐ 

 
Thank  you  



№ ̂ ̃ ‰ ( ҈ ) ҧᴬ ѬӔ  

ᶂḲ 

εᶊ
 ζת

ἴⱶ  

ָ 

├ԛ/  

֝Ԅ ∂ 
Ἡ │ ᵙ‰֝ᵄ  ᶵ├ 

Ҭ  

 

GB 19083-2010 זּװ ἴᴭ Ἡ  ∂  
̕ ̕ ⱬ̕ ̕ ⱬ̕ ̕
̂ ̃̕ ̕ Ә ̕ ̕ ┬ ̕   

YY 0469-2011 ᶹזּװ ᴭ  
̕ ҍ ̕ & ̕ ̕ ̕ ⱬ ̕
̕ ̕ Ә ̕ ┬ ̕ ̕   

YY 0969-2013 ₭ớӔּזּװזᴭ  
̕ ҍ ̕ ̕ ⱬ̕ ̕ ⱬ̕
̕ Ә ̕ ̕ ┬ ̕   

ᴭזּװ   

GB 2626-2019 ᵗ ἴ ◒Ẫ ⱶᵗ ᵸ
 

̕ ̕ ̕ ̕ ⱬ̕ ̕ ̕ ̕
̕ ᴆ̕ ̂ῃ ̃̕ ̕ ̕ ̕

  

GB 32610-2016 ῄẂ ἴᶚᴭ Ἡ   

̕ ̕ ̕ ̕PHṿ̕ ̕ Ә

̕ ⱬ̕ ⱬ̕ ⱬ̕ ̕ ̕ ̕
̕   

₰  

ᴭזּװ  

CE  

2017/745/EUεMDRζוֹװᵸ₄│  

2020/403/EU ԋ҈COVID-19ḍ ᶀԓ￼ ᵀớ
ӂᵙṴᶋ ẑ 

EN 14683:2014 זּװ ∂ᵙ Ά│  

ᴭזּװ  
CE χεEUζ2016/425 εѦҚ ἴғᵝ│ ζ
2020/403/EU ԋ҈COVID-19ḍ ᶀԓ￼ ᵀớ
ӂᵙṴᶋ ẑ 

EN 149-2001+A1:2009 ᵗ Ӡἴ ἴּז ◒ᴁ ∂ ╜
ᵙ‰  

ᶂ 

ᴭזּװ  FDA├ԛ ε ᶂ ᵝ ᵝ ṕζ ASTMF2100:19ת ᴭזּװ  ᾳớ ‰֝  

ᴭזּװ  NIOSH├ԛ ε ᶂᶂ ўḠԅљᴌּו Ἅζ CFR42-84-1995 NIOSH ⱶ ἴᴭ ￼ ὍᵙӔּזὝᴇ  
ᵼṴᶋ ∂҆
ḫіѭẶֺớ 



֦ᴬ Ѿ  ᾛẩαҧᴬ ѬӔβ  

ⱴᴬת ᴾᶁ ֜ 

ᶁַ תΆẪ ‬ ΆẪ  ‗ 

Ѧᶁ 
ᴭזּװ Ṟ҇ ᵸ₄ιוֹװ ᵝ ḫᾼ
├ԛ  ת

‬ᵸ₄וֹװ ᵸ₄֝Ԅᴺוֹװ ‬ ι ᶍѭχ
http://www.nmpa.gov.cn/WS04/CL2590/  

ѧᶂ ᵝ ᵝ  ṕת

 א₀ַ

                                                                             

₰ ԇṵ҃ ₰יּ֯ ᵙ ά ￼

 ‗ιѼṏῗἅҪ ￼NB ‗ιẊά҄⅛Ḳ ‗

Ѧᵪ ￼ᵺӈᾭ ᴏԇᵓᴺιCE ѿ￼ּך ᵙ ᴧ

ṏּיḾẔ│ ᵙὝҧά ￼ԇᵓᴺ ‗ ᴧ ḾẔἍ

ᴨ￼NBά ᴺι♇֨ Ẕ￼ Ἅᶈӈ ι Ԅ

ҨᵅᴵҨ‬  ‗ệֹά ￼Ὕҧ ֧ᶈά  ᶀ

ԓ￼Ὕҧ￼ ѿἑῗῶᾦ￼ 2017ẉ5ῴ25ῄι

₰ Ḿוֹװᵸ₄￼Ὰ│ (EU)2017/745(MDR) וּ

ᾦιּזҨᴨҦוֹװᵸ₄ὝҧεMDDζ93/42/EEC

ⱡᶈ2020ẉ5ῴ25ῄѳׁιԇᵓ ‗⁞ὯMDDὝ

ҧ ᴧ￼ ѿҠῶᾦιӇ℅Ἡ ᾰҭѧҝ֧֯וֹװᵸ

₄￼Ὰ│ (EU)2017/745(MDR)  

 

 

₰ ‬‗ ᵸ₄Ὕҧ93/42/EECεMDDζά ￼ԇᵓוֹװ ᶍ

ѭχ 

https:// ec.europa.eu /growth/tools -

databases/ nando / index.cfm?fuseaction = directive.notifiedb

ody&dir_id =13  

₰ ᵸ₄‍ӕEU 2017/745וֹװ εMDRζά ￼ԇᵓ ‗‬

ᶍѭχ 

https:// ec.europa.eu /growth/tools -

databases/ nando / index.cfm?fuseaction = directive.notifiedb

ody&dir_id =34  

₰ ԇᵓ ‗εNotified 

Bodyζ 



֦ᴬ Ѿ  ᾛẩαҧᴬ ѬӔβ ҆  

ⱴᴬת ᴾᶁ ֜ 

ᶁַ תΆẪ ‬ ΆẪ  ‗ 

ᶁ 

ᴭזּװ.1 יּ ᶂ ᵝ ᵝ ṕεFDAζת ᴣת

 

2. ᴭזּװ NIOSH├ԛ ε ᶂᶂ ўḠԅљᴌ

וּ Ἅζι ᴭזּװ ιṴᶋ ∂҆ḫіѭẶֺớ  

3. ׁᶈ ừῼ ι ᴭזּװ ᴭזּװ Ԅ ᶂṴᶋ

ᴭᵬᵇFDAּך ᴨ ỚӔּז EUR  

                                                    

ׁṰ ệ ᶂFDA֝ԄғᵝᴵҨ Ԏḥ ‬ ├ԛ

ѿᴺ ‬ ι ᶍѭχ 

https:// www.accessdata.fda.gov /scripts/ cdrh / cfdocs

/ cfPMN / pmn.cfm  

ᶂ ᵝ ᵝ  ṕFDAת

ῒ /

 

ᴟ Ḅіσ─Ԋ ᵫ‭ᴺṃїḦῙΉᾚ ֪ᶁḱỡᶉש ◓ ἆῠ← ᵘ ֜ε 

ṯΉᾚ׀אָ є◌:http:// sjs.customs.gov.cn / sjs/zcfg56/2951967/ index.html  

 

 

    
 



꜡  



1.֦ᴬᵫ
 

χ ῏ԇᴻҦ֧תᴭ

ⱶוֹװ ᵍ ҇ ѕ

ᵸ₄ι╤ԋוֹװ

⁄ ῏ԇᴻῶԋוֹװ

ᵸ₄￼ ᶀ

ᴵᵈό 

σ 

1.ї  

ᵷ‬Ғᵜꞈת.2 ῑ њ

ᴿ5ᴹᾑ 53ᴹᾑ Ḧ  

 



2.ѩᾩ/ẓ ת
ꞈᵷ‬↕Ԛ 

χ‬ֹѪῊ￼ᵙẔ

Ớ￼ ҇ ᵸ₄וֹװ

├ԛ ѿᶈᶂ ￼

ᵄᴅԓιᴵҨ֧ᴭᵈό 

σ 

ᴟ Ẍџּײַה Ḧ Ẍџּה ᵜ

נּר ⱣṔדԆḮԊ҇ ᾐ

ᵟẓῙ ḽתꞈᴬ

ⱴᵷ‬Ḫᾜ◕ₔ Ᵽַײ רּ ε

їᴴҧ  



3. ◓  

ⱴORת  ⱴת

χ ⱶ ⁞Ὧᵬ

ᵝ  ⸗ềᴏּוғֺ

‰֝ιּךἵῗᵋזּװ

ἅҪԋחҚᵔּךἵᴭ

ⱶ ῊιḅӍת

љזּװ֫  όזּװ

σ 

Ỡҩἴᴬ ѬӔεֵḦῑєᴜְσ 

1 . ᶸ ῶ 

2 . ỳ  ֜ 

 

 

 

 

3 . Ԓᶸפ  



4. ◓ ֦ᴬ 

֜ᶴқѰ ᾔ 

χ ῏ԇᴻҦ֧ת
ᴭוֹװⱶ ι ԋ
￼ғᴔḲוּ├ ᵙ
ᾳῶᵤҎό 

σᴟ 9  

1εұѝⱳҒ ᴴ  

2εҒᵜ‭ ἒᵒ 

3εתꞈᵷ‬↕Ԛ ỡᶴ’ α ⱴїת β 

4εѦᾑỡѦ ᾑҒᵜ ᾭѾα ҒᵜὝӖβ Ѧ

ᾑỡѦ ᾑ  α ҒᵜὝӖβ 

5εҒᵜἂ⁸/ᴹαᶸפ β 

6εҒᵜ ḟԄѾỡᴿ― α ҒᵜὝӖεἸ῏

Ṇפ εᵌѦα βᾑᵜᵃ/ⱳҒᵫ/ỳ  ֜/ῑ

ᾇῙ β 

7εҒᵜ‒ᵜᶂ○ᴢᶸפ ᶂ○ 

8εᶁᶸ֜ԃַײ Ѿỡԍң ᾭῥᾔα₦ḄCE Ѿ

β 

ςεξᴹᾑѦξ ◓‬ⱴᵷת ֦ᴬᶱᾭεԍḛת

ⱴᵷ‬◓ ᴟ▓ ᴹᾑ ὝӖ ḟԄᶱᾭ 



5. ◓ ֦
ᴬḫ  

χ ׁ╤ԋḾוֹװ

ⱶ ֧ᴭḬ‬/‬ ừ

֙ḅӍό 

σᴄ ḫ ᴢḪ◓ḫ ѭ ┐ᴢσ 

ᴄ ḫ   

ᵷ‬↕Ԛꞈת.1   ỡᶴ’ α ⱴїת β 

  2.5ᴹᾑַײξ ◓‬ⱴᵷת ֦ᴬᶱᾭεԍḛתⱴᵷ‬◓

ḟԄᶱᾭ 

Ḫ◓ḫ   

 a. Ḫ ᾴᵊјתꞈᵷ‬↕Ԛ τ 

 b.‭ ᵫᵜפ   ᵜᵃ ― ᾎ ᾴᵊּג ҧᴢᾴᵊԜ

ⱴ ҿ ἒεᾴᵊєᾢᾢⱳҒᴓḱ ᾢᾤῙ ᾢῑᾇῙ τ 

 c.ḽ ḟԄἅ Ѿαᴿ―ӟ βỡ‭≡ἒᵒ Ḧτ 

 d.‭ ᵫᵜᶸ ,Ԓᶸפ ᾴᵊ₿ ᴩ τ 

 e.Ἑ‒ Ḫ ḮḽᵫᵜַײԒᶇ ‭≡τ 

 f.ḽ  ῑFDA.CE ẵḽFDAוεײַ CE   ḫ–ε︢ӟײַ

CE Ѿᴿ←ε︢ӟјҒᵜַײᶱᾭ ֜ ᴿ  

 G. וẵᵜ●ḫ–ε ₆ӛ◙ּר Ғΰ ⁸ⱳ  Ғⱳτײַ
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6. ◓ ֦
ᴬὺӏἷẫ 

χ ῼᴿ ⱶ

֧ᴭιῶҜѱԏӌ

￼ᴠ ᵙὝẬᵈό 

σῑεẌџ┼ ἒԊᴂҹ₲ ҂ ◓
֦ᴬ─Ԋἆῠ ᾮὗᾜἷᴆӖᴟ ε
ᶼḱỈӠԊ↕ Ẍџ┼ ἒԊᴂҹ ԆҶ
ᴹ ԃ љ‌ ε ├ỴᴧṵῊ ᴣ
ӼῳᾺᾤ ӡỤζ 
 
 
 
 


