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	No
	Code
	Product Name
	Product Description
	Class

	







1
	







6830
	







Dental X-ray unit
	
Mainly consist of combination nose, intraoral image receiver, may also have retractable crank and other parts, it is a special X-ray unit; can be divided into different specifications according to design, technical parameters, additional auxiliary functions, ect. Mainly used for teeth X-ray pho- tography to achieve images for clinical diagnosis. Reference standard: YY/T 0106-2008 General specifications for medical diagnostic X-ray equip- ment, YY/T 0741 General specifications for digital medical X-ray radiography system, YY/T 0010-
2008 Specified specifications for dental X –ray unit. Portable unit is included.
	







II

	




2
	




6855
	




Pneumatic dental scaler
	
Mainly consist of pneumatic handpiece, connec- tor, working tip, attachment etc. can be with the functions of lighting, water spray can be divided into different specifications according to design, technical parameters, additional auxiliary func- tions, intended use, ect. Used for removing dental plaque, dental calculus or stain on the surface of teeth.
	




II

	



3
	



6855
	

Pneumatic dental air pol- ishing device
	Mainly consist of the handle, connector, etc. can be divided into various specifications according to material, designed, technical parameters, etc.. Used for removing dental plaque and stain or pol- ishing teeth by using high-pressure air flow and tiny alumina particles.
	



II




	















4
	















6855
	















Dental unit
	
Driven by electric power. Used to support pa- tient in seated position for dental examination, treatment and /or monitoring surgical procedure. The height is usually adjustable to facilitate op- erations. Mainly consist of headrest and handrail. The deck chair back can be reclining from vertical position to a horizontal position with a rotation function; some types of dental chair can also be programmed several standard posture. Dental ex- amination and / or treatment devices can be fixed as components of fixed dental chairs or mounted separately. The typical structure mainly consists of dental unit, electric dental chair and seat for den- tist. The dental unit mainly consists of spray gun, oral lights, lights arms and film watching lights, medical foot switch, tank, water purification sys- tems, etc. Used for dental diagnosis, therapy. Ref- erence standard: YY/T 0058 Dental patient chair, YY 0055 Dentistry-Powered polymerization acti- vator, YY/T 1147 General specifications for dental drills,YY1045.1 Dental Handpiece part 2 straight handpiece and contra angle handpiece  YY1045.1
Dental Handpiece part 1. High-speed air turbine
handpiece YY/T 0629.
	















II

	







5
	







6855
	






Hydraulic dental patient chair
	
It is hydraulic drive. Used to support patients in sitting position for dental examination, treatment and /or monitoring surgical procedure. The height is usually adjustable to facilitate operations. Mainly consist of headrest and handrail. The deck chair back can be reclining from vertical position to a horizontal position with a rotation function; Dental examination and / or treatment devices can be fixed as components of fixed dental chairs or mounted separately. The above components could be electrical drive. Reference standard: YY/T
0058 Dental patient chair.
	







II




	













6
	













6855
	













Dental curing light
	

Ca n be di vi de d i nt o qua rt z t ungst e n ha l oge n light and light emitting diode(LED) light ac- cording to different light resource. The power su p p l y  se c t i o n  o f  q u a r t z  t u n g st e n  h a l o g e n light mainly consist of transformers, power recti fie rs, elect ronic swit ching circuit while t he l i ght re sour c e se c t i on of qua rt z t ungst e n halogen light mainly consist of halogen bulb, light filters, optical fiber tube, cooling fans, timing device, trigger switch, etc.. Shall be Equipped w ith a s hading device. LED lights network power and rechargeable battery main- ly consist of host batteries, Light guide rods, goggle s, re chargea ble power suppl y swi t ch, charging base; alternating current series main- ly consist of LED lights, control circuit board, host handles, power adapter, light guide rods, goggles. Reference standard: YY0055-2002 dental curing light.
	













II

	








7
	








6855
	






Dental medi- um/high capac- ity aspirator
and accessories
	

Ac t i v e  d e vi c e .  Ma i n l y  c on si st  of  v a c uu m a sp i r a t o r  a n d  a sp i r a t i o n  h a n d p i e c e .  C a n  b e accessories of dental unit. Can be divided into various specifications according to aspiration t ype (dry t ype syst e m ,se m i -dry t ype syst e m and  wet  type  syste m),  flow  (high-m edium flow and high flow), etc. used for producing negative pressure airflow to remove patient droplets, saliva, food debris, blood, etc. YY/ T 0629 Dental equipment-high and medium volume suction systems.
	








II




	








8
	








6855
	








Dental burr
	
One of the dental rotary instruments. Mainly consist of handle (steel or other fit material) and working end(steel or carbide, diamond, or the like). Can be divided into various specifications according to raw material, type, size, etc of the handle and head end. Used for drilling teeth in dental therapy. Reference standard: YY0761.1
Dentistry. Diamond rotary instrument. Part 1: Di- mensions, requirements, marking and packaging, YY 0302.1 Dental rotary instruments-Burs-Part
1: steel and carbide burs, YY0302.2 Dental ro- tary instruments-Burs-Part 2:polised steel and carbide burs.
	








II

	





9
	





6857
	




Dental cassette steam sterilizer
	
Electric drive equipment. Mainly consist of elec- tric heating module, cassette sterilization boxes, control/display module and accessories. Can be divided into various specifications according to structure, sterilization box volume, technical parameters and additional procedures/functions, ect. Used for rapid sterilization for dental reus- able devices.
	





II

	







10
	







6863
	






Customized
fixed denture
	
Mainly consist of retainers, pontic and connec- tor. Can be metal ceramic crown, metal ceramic bridge, metal crow n, metal pontic, ceramic crowns, ceramic pontic; metal ceramic crown and metal ceramic pontic are made of dental Ni- Cr casting alloys and high-temperature ceramic power or low temperature ceramic power, etc. Metal crown, metal pontic are made of dental nickel-based casting alloys and other suitable materials. Used for teeth, dentition defect and loss.
	







II




	




11
	




6863
	



Customized removable denture
	
Can be partial dentures or fixed dentures. Partial dentures mainly consist of artificial teeth, den- ture base and snap ring. Fixed denture mainly consists of artificial teeth and denture base; mainly made of dental cobalt-chromium alloys, denture base polymer, and multi-colored synthet- ic resin teeth. Used for missing teeth, dentition restoration.
	




II

	





12
	





6863
	



Ceramic pow- der for custom- ized denture
	
It is I type ceramic powder to be the raw mate- rial for customized denture. Can be divided into various specifications according to component, intended use, etc. used for staining, transparent- ing, adding and glazing for teeth nucleus, dentin porcelain/teeth body, teeth enamel, teeth neck. Reference standard: YY 0716-2009 Dental ce- ramic.
	





II

	






13
	






6863
	





Dental casting alloys
	
It is customized denture materials which shall comply with YY 0621-2008 Metal-ceramic den- tal restorative systems. Precious metals shall comply with YY 0620-2008 Dentistry-Casting gold alloys and GB/T 17168-2008 Dental casting precious metal alloys; including casting alloys for metal full mouth bracket, denture bracket and clasp, eg. Nickel-chromium based alloys, cobalt-chromium alloys, titanium and titanium alloys.
	






II

	




14
	




6863
	



Dental zirconia ceramic
	
The main components are zirconium oxide, yt- trium oxide, alumina, and other oxides. Can be divided into different specification according to components, molding, shape, etc. used for mak- ing ceramic crown with CAD/CAM methods. Reference standard: YY0716-2009 dental ceram- ic.
	




II




	





15
	





6863
	




Dental ceramic material for restoration
	
It is I type ceramic powder to be the raw mate- rial for customized denture. Can be divided into various specifications according to component, intended use. Etc. used for staining, transpar- enting, adding and glazing for teeth nucleus, dentin porcelain/teeth body, teeth enamel, teeth neck. Reference standard: YY 0716-2009 Dental ceramics. Used for ceramic single crown, long bridge and inlays and ceramic restoration.
	





II

	



16
	



6863
	


Orthodontic bracket
	
Mainly made of stainless steel, ceramic, etc can be divided into various specifications according to raw material, teeth position, technical parame- ters, applicable sites, ect. Used with orthodontic wire for teeth orthodontic treatment.
	



II

	





17
	





6863
	




Orthodontic wire
	
Mainly made of stainless steel or nickel-titanium alloy, the surface can be coated with PFA resin coating (Invisibility). Can be divided into dif- ferent specification according to raw material, elasticity, cross-sectional shapes(circular and rectangular) and size, etc. used with orthodontic brackets for dental orthodontic. Reference stan- dard: YY0625-2008 Dentistry orthodontic prod- ucts- Wire.
	





II

	





18
	





6863
	




Orthodontic elastomeric accessories
	
Mainly consist of orthodontic elastic traction circle, orthodontic elastic cord/elastic tubes, or- thodontic rubber chain, orthodontic ligature ring, orthodontic separation ring. Made of natural or synthetic rubber. Can be divided into different specification appliance in or out oral cavity for synergiststic orthodontic treatment effect. Ref- erence standard: YY0624-2008 Dentistry-Ortho- dontic accessories.
	





II




	




19
	




6863
	



Dental Phos- phoric Acid Etching Agent
	
In liquid state. Can be divided into different specification according to compositions, phos- phoric acid content, quantity, ect., used for etch- ing teeth prior to dental filing restoration, ortho- dontic bracket cement, dental caries prevention, etc. reference standard: YY9769-2009 dental phosphoric acid etching.
	




II

	




20
	




6863
	




Plaster impres- sion
	

Mainly made of hemihydrate calcium sulfate and modifier. Can be divided into differnet specifi- cation according to materials, recipe, technical parameters, etc. used for teeth and oral tussues impression. Reference standard: YY0462-2003 dental gypsum.
	




II

	




21
	




6863
	


Agar-based hydrocolloid dental impres- sion material
	

It is made of reversible gel material. Can be divided into different specification according to consistency. Can be reusable. Reference stan- dard:YY0494-2004 dental aqueous impression materials based on agar.
	




II

	






22
	






6863
	





Elastomeric impression ma- terial
	
It is elastomeric material after plasticity. Such as silicone rubber, polyether rubber. Mainly made of matrix, crosslinking agent, catalyst and fil- ter. Can be divided into different specification according to material, composition, impression technical parameters, etc. used for teeth and oral tussue delivery by polymerization reaction. Ref- erence standard: YY 0493-2011 Dentistry-Elas- tomeric impression material.
	






II




	









23
	









6863
	








Dental alginate impression ma- terial
	

Powder state. The appearance is uniform with- out impurities. The reconciled material shall be uniform, without agglomerate or grain, with a smooth surface. Single-use products. It shall be not irritant to oral mucous membrane and with- out allergenic toxicity. The main components are alginate, calcium sulfate, diatomaceous earth, talc, ect. Can be divided into different speci- fication according to prescription, reconciled time, total working time, and curing time. Used for teeth and oral tissues impression. Reference standard: YY1027-2001 Dental alginate impres- sion material.
	









II

	


24
	


6863
	

Silicone bite registration material
	

The main components are silicon dioxide, polydimethylsiloxane. Used for recording the occlusion.
	


II

	



25
	



6863
	



Teeth desiccant
	
The main component are ethanol, acetone, dis- tilled water, etc. covered on the teeth surface for rapid cleaning, dying for further diagnosis and treatment.
	



II

	





26
	





6863
	




Gingival re- traction cord
	
Made of white cotton thread. Without medicines such as hemostasis medicines. Can be divided into different specification according to raw material, thread diameter, length, etc. used for separating gums to reduce injury and drying par- tial section prior to teeth preparation, impression taking or placing crown.
	





II




	





27
	





6863
	




Gingival re- traction paste
	
Mainly made of aluminum chloride, kaolin and supple me ntary ma te ria l, pa ste sta te . Wi thout medicines such as hemostasis medicines. Can be divided into different specification according to raw material, quantity, accessories, etc. used for separating gums to reduce injury and drying par- tial section prior to teeth reparation, impression taking or crown placing. By physical absorption.
	





II

	



28
	



6863
	


Intraoral Proxyt Polish- ing material
	
Mainly made of silicon dioxide or sodium bi- carbonate and auxiliary material. Can be pow- der or paste state. Can be divided into different specification according to raw material, abrasive particle size, quantity, accessories, etc. used for polishing teeth or prosthetics to smooth the sur- face.
	



II

	




29
	




6863
	



Fiber rein- forcement
	
The main component is polymer material such as polyethylene terephthalate or glass fiber. Can be divided into different specification according to raw material, design, physical properties, sizes, etc. used for loose teeth fixation, missing teeth temporary fixation, dentition missing gap main- tain, temporary or permanent reinforcement and repair for fixed pontic.
	




II

	



30
	



6863
	


Dental optical scanning spray
	
Mainly made of ethanol, fluorinated hydrocar- bons, mint flavor. Used in dental prosthesis com- puter-aided designed for spraying on the teeth of patients to aid oral dental camera to obtain a clear 3D image.
	



II

	



31
	



6863
	


Protective cap for abutments
	
Mainly made of polymethyl methacrylate and plastic polyformabdehyde, cap structure. Used to prevent bacteria from entering the implant and the inner superstructure to cause internal in- fection and prevent scratching the surface of the implant as well as abutments.
	



II




	




32
	




6863
	




Denture seal- ing agent
	
It is in paste state made od sodium carboxymeth- ylcellulose, poly-methylvinyl ether sodium and calcium salt, shrink-malic acid. Can be divided into various specifications according to prescrip- tion, technical parameters, etc. used for dentures restoration by coating in gaps of dentures and gums to prevent infection caused by food.
	




II

	





33
	





6863
	



Calcium hydroxide root canal disinfec- tant
	
Can be single-component or double-components powder. Single-component mainly contains calcium oxide and excipient while double-com- ponents mainly contain calcium hydroxide and aqueous propylene glycol, can be attached with tools; can be divided into various specifications according to components, technical parameters and accessories. Etc. used for disinfecting root canals.
	





II

	



34
	



6863
	



Orthodontic buccal tubes
	Mainly consist of main boby and hooks and is made of stainless steel and other suitable mate- rial. Can be divided into various specifications according to raw material, design and technical parameters etc. used with orthodontic brackets, orthodontic wire and others. Used for the ortho- dontics.
	



II

	



35
	



6863
	


Orthodontic ligature wire
	
Mainly made of stainless steel wire. Can be di- vided into various specifications according to raw material, physical properties, wire diameter/ length, etc. used for orthodontic wire, brackets or other attachment ligation in dental dentition orthodontics to fix and tract teeth to move.
	



II

	


36
	


6863
	

Orthodontic hook
	
Mainly made of stainless steel wire. Can be di- vided into various specifications according to raw material, physical properties, size, etc. used with orthodontic products for orthodontics.
	


II




	




37
	




6863
	


Orthodontic expansion device
	
Mainly made of stainless steel and consist of screw rob, nut, guiding bar, adjusting rob. Can be divided into various specifications according to raw material, design, technical parameters, and applicable sites. Used for dental arch gap expansion for dental arch stenosis.
	




II

	




38
	




6863
	



Orthodontic spring
	
Mainly made of stainless steel and can be divid- ed into various specifications according to raw material, technical parameters, intended use, ect, stretching, compressing, rotating spring; used with other ancillary orthodontic products for oral orthodontic.
	




II

	






39
	






6863
	





Front jaw ex- traoral traction appliances
	
Mainly consist of forehead bracket, adjustable bracket, regulators and low jaw pocket. The forehead bracket and low jaw pocket are made of polypropylene resin while the adjustable bracket are made of stainless steel; can be divided into various specifications according to raw material, design, technology parameters, etc. used with or- thodontic devices for assisting traction in assist. Does not include intraoral orthodontic apparatus.
	






II

	





40
	





6863
	





Molar propel- ler
	
Mainly made of stainless steel, etc and consist of various supporting rods and springs. Can be divided into various specifications according to raw material, design, technical parameters, etc. used with bracket, belt loops, planting nails and other facilities for pushing molars to achieve wrong teeth aligned required gaps. Does not in- clude planting nails, brackets, belt loop.
	





II




	




41
	




6863
	




Dental foils
	
Mainly made of polyethylene, vinyl acetate, edi- ble pigments, etc.. it is physically stable and has a certain elasticity, compressive strength, easy plastic, single-layer structure. Can be divided into various specifications according to raw ma- terial, shape, size, etc. used for making movable mouth guard, bracket positioning, anteroposteri- or liner and so on.
	




II

	




42
	




6802
	



Single-use sur- gical flushing needle
	
Made of polymer material and metal material, consist of needle seat, flat needle tube; can be divided into various specifications according to raw material, capacity and needle diameter, etc. Sterile; used with syringes, used for rinsing wound in microscopic surgery, ophthalmology, dentistry, orthopedic surgery and other.
	




II

	





43
	





6815
	




Blue core all- glass syringes
	
Mainly made of aluminoborosilicate glass ma- terial, consist of conical head, sleeving and core (made of blue glass); generally be meritocratic; can be divided into various specifications ac- cording to nominal capacity; install a needle on it, can operate biochemical test, subcutaneous test. Used to inject vaccination, dental anesthesia or other liquid. Reference standard: YY 1001.2-
2004 Part2: Blue syringes with all- glass.
	





II

	





44
	





6815
	





Metal injection needle
	
M ainly cons ist of needle s eat (copper bas e chrome-plated) and needle tubing(high-grade stainless steel). The nominal outside diameter of needle tubing can be 0.4mm-1.6mm, and the length can be 10mm-10mm. the wall of the nee- dle tubing can be normal wall and thin-wall. Use with syringe for substaneous, intracutaneous, muscle, oral cavity liquid injection. Reference standard: YY/T 0282-2009 Syringe needle.
	





II




	



45
	



6815
	

Single use dental rinsing needle with flat head
	
Mainly made of high polymer material and high- grade stainless steel. Mainly consist of needle seat, flat-head needle tubing and protective cap. Can be straight and bent. Sterile state; use with syring for oral cavity pressure washing in department of stomatology.
	



II

	




46
	




6863
	




Synthetic resin teeth
	
Mainly made of acrylic polymers for partial den- tures and complete denture preparation. Clinical exempt products shall meet requirements of YY
0300 Dentistry-Artificial teeth for dental prosthe- ses. Exemption does not include products which use new material, active ingredients, new tech- nique, new designed or products with new action mechanism or function.
	




III

	






47
	






6863
	





Denture base polymer
	
Mainly made of methyl methacrylate (MMA) homopolymer or acrylate copolymer and methyl methacrylate monomer, used for making denture base. Clinical exempt products shall meet require- ments of YY0270.1 dentistry denture base poly- mers- Part 1: requirements related to denture base polymers. Exemption does not include the use of new materials, active ingredients, new technolo- gies, and new design or with a new action mecha- nism and new functions.
	






III

	






48
	






6863
	





Orthodontic base polymers
	
Mainly made of methyl methacrylate (MMA) homopolymer or acrylate copolymer and methyl methacrylate monomer, used for making ortho- dontic denture base. Clinical exempt products shall meet requirements of YY 0270.2-2011 Den- tistry-Base polymers-Part 2: Orthodontic base polymers. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mechanism or function.
	






III




	






49
	






6863
	






Gutta percha
	
Mainly consist of gutta percha, zinc oxide, bar- ium sulphate. It is filling material for dental root canal. Used with medicines for filling root canal after cleaning the punched disease teeth to treat pulpits and root apex tissue disease. Clini- cal exempt products shall meet requirements of YY 0495 Dental root-canal obstructing points. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
	






III

	






50
	






6863
	





Silver amal- gam
	
Mainly consisting of elements as silver, tin,cop- per and small amounts of indium, palladium, platinum, zinc and mercury and other elements. Used for filling cavity in caries therapy. Clinical exempt products shall meet requirements of YY
1026 Dental material Alloys for dental amalgam. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
	






III

	








51
	








6863
	







Zinc oxide eu- genol cement
	
Mainly consist of power and liquid. Powders are mainly zinc oxide, resin, zinc stearate and coarse zinc and other components. Liquid are mainly clove oil, olive oil and other components. Used for dental temporary restoration and bottom lining. Clinical trial exempt products shall meet requirements of YY 0272 Dentistry-Zinc oxide/ eugenol and zinc oxide/non-eugenol cements. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
	








III




	





52
	





6863
	



Zinc oxide cement without eugenol
	
Mainly composed of zinc oxide, mineral oil. Used for temporary dental restoration and rebasement. Clinical trial exempt products shall meet require- ments of YY 0272 Dentistry-Zinc oxide/eugenol and zinc oxide/non-eugenol cements. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mechanism or function.
	





III

	






53
	






6863
	





Zinc poly- carboxylate cement
	
Cured cement produced by reaction of zinc oxide with an aqueous solution of polyacrylic acid or poly-acid chain reaction or reaction of zinc oxide
/ polylactic acid chain and water. Used for re- basement and lining dentistry cavity. Clinical trial exempt products shall meet requirements of YY
0272 Dentistry-Zinc oxide/eugenol and zinc oxide/ non-eugenol cements. Exemption does not include products which use new material, active ingredi- ents, new technique, new design or products with new action mechanism or function.
	






III

	

54
	

6863
	

Primer
	
Mainly made of silane coupling agent, adhesion monomers and volatile monomers. Some are oth- ers, such as hydrofluoric acid. Used for improving adhesion between prostheses.
	

II

	

55
	

6863
	
Retention screw
	
Used in large area of missing teeth repair and to provide retention in teeth repair. Mainly made of metal.
	

III

	




56
	




6863
	




Metal post
	
Used for crown retention in large area teeth miss- ing reconstruction, clinical trial exempt products shall meet requirements of YY/T 0517 Dental pre- fabricated root post. Exemption does not include products which use new material, active ingredi- ents, new technique, new design or products with new action mechanism or function.
	




III



118

119


	






57
	






6863
	





Polymer-based crown and bridge material
	Mainly made of polymer materials. Used for dentition defect and missing repair. Clinical trial exempt products shall meet requirements of YY
1042 Dentistry-Polymer-based restorative materi- als(After discussed with CFDA reviwer, the stan- dard hereby shall be YY 0710-2009 Dentist- ry-Polymer-based crwon and bridge materials ). Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
	






III

	




58
	




6863
	



Temporary crown and bridge resin
	
Mainly made of polymer materials. Used for t e m p o ra ry  c r own  bri dg e .  Cl i ni c a l  e xe m p t products shall meet requirements of YY 1042
Dentistry-Polymer-based restorative materials. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
	




III

	



59
	



6863
	



Fiber post
	
Used for crown retention in large area teeth miss- ing reconstruction. Clinical trial exempt products shall meet requirements of YY/T 0517 Dental pre- fabricated root post. Exemption does not include products which use new material, active ingredi- ents, new technique, new design or products with new action mechanism or function.
	



III

	





60
	





6863
	


Powder for synthetic poly- mer teeth and liquid for syn- thetic polymer
	
Mainly made of methyl methacrylate (MMA) ho- mopolymer or acrylate copolymer and methacry- late monomer, used for making dentures. Clinical trial exempt products shall meet requirements of YY 0270.1 Dentistry-base polymers-Part 1: Den- ture base polymers. Exemption does not include products which use new material, active ingredi- ents, new technique, new design or products with new action mechanism or function.
	





III




	





61
	





6863
	




Zinc phos- phate cement
	
Cured cement produced by reaction of oxide powder (major component is zinc oxide) and aqueous solution of phosphoric acid. Clinical trial exempt products shall meet requirements of YY 0271.1. Exemption does not include prod- ucts which use new material, active ingredients, new technique, new design or products with new action mechanism or function.
	





III

	






62
	






6863
	






Glass ionomer cement
	
Cured cement produced by reaction of alumi- nosilicate glass powder and alkenoic acid or reaction of aluminosilicate glass powder/poly acid powder and aqueous tartaric acid. Clinical trial exempt products shall meet requirements of YY 0271.1Dentistry-water based cements-Part
1: powder/liquid acid-base cements.. Exemption does not include products which use new materi- al, active ingredients, new technique, new design or products with new action mechanism or func- tion.
	






III

	






63
	






6863
	





Calcium hydroxide cement
	

Mainly composed of calcium hydroxide and che- lating agent. Usually act as low-intensity bottom materials, lining, indirect lining or pulp capping agent. Clinical trial exempt products shall meet re qui re me nts of YY 0271.1De nt i st ry-wa t e r based cements-Part 1: powder/liquid acid-base cements.. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new ac- tion mechanism or function.
	






III








The second list to be approved

Notified in May 20,2016

	
No
	
Code
	
Product Name
	
Product Description
	
Class

	








1
	








6863
	






Fluoride Materials for Dental Carious Prevention
	

Properties, structure, composition, usage, etc. comply with YY / T 0823 the Fluoride Com- pounds for Dental Carious Prevention Material. The basic principles, indication, performance and composition are identical with the products already on the market. The main components are fluorides. Used for the prevention of dental car- ies. Exemption does not include products which use new material, active ingredients, new tech- nique, new design or products with new action mechanism or function.
	








II

	








2
	








6863
	






Dental Clean- ing Powder/ Abrasive Pow- der
	

Used together with dental polishing machine. Usually consisting of sodium bicarbonate, silica, aluminum hydroxide, calcium carbonate, calci- um fluoride, sodium bisulfate. Used to remove plaque, tartar and pigment on the teeth. The ba- sic principles, indication, performance and com- position are identical with the products already on the market. Exemption does not include prod- ucts which use new material, active ingredients, new technique, new design or products with new action mechanism or function.
	








II




	






3
	






6863
	





Dental silane coupling agent
	
An organic silicon compound contains two radi- cal groups of different chemical nature. Usually consists of triethoxysilane to improve the adhe- sion between the dental prosthesis.  The basic principles, indication, performance and compo- sition are identical with the products already on the market. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new ac- tion mechanism or function.
	






II

	






4
	






6863
	





Denture adhe- sives
	
Essentially consist of poly methyl vinyl ether sodium. Apply to the denture tissue surface to fit close the denture and gums and maintain the denture. The basic principles, indication, per- formance and composition are identical with the products already on the market. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mechanism or func- tion.
	






II

	








5
	








6863
	








Dental attach- ment
	
Usually consisting of the male and female com- ponents of two parts. Divided by the structure into bolt type, bar clip type, stud and ball type and other types. Used to retain removable partial dentures, cover denture retention in auxiliary. T he ra w m a t e ri a l s c om pl y wi t h t he re l e va nt national and industry standards. The basic prin- ciples, indication, performance and composition are identical with the products already on the market.
Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
	








II




	







6
	







6863
	






Dental try-in paste
	
Usually consisting of glycerol, alumina, silica and the like. To analog the permanent color of composite resin restorative material, and check the color of the final restoration with the degree of tooth color. The basic principles, indication, performance and composition are identical with the products already on the market.
Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
	







II

	






7
	






6863
	






root canal preparation
	
Usually it consists of EDTA / EDTA (EDTA), carboxymethyl cellulose and other components. For root canal preparation and expansion, lubri- cation, cleaning, root canal irrigation. The basic principles, indication, performance and compo- sition are identical with the products already on the market.
Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
	






II

	







8
	







6863
	







Lingual buckle
	
Usually made of stainless steel material, titanium alloy. For orthodontic treatment, and supporting the use of orthodontic brackets, orthodontic buc- cal tubes, orthodontic wire. The raw materials comply with the relevant national and industry standards. The basic principles, indication, per- formance and composition are identical with the products already on the market.
Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
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6863
	






Fissure Sealant
	
Properties, structure, composition, usage, etc. comply with YY 0622-2008 Dental resin-based pit and fissure sealant strictly. The basic princi- ples, indication, performance and composition are identical with the products already on the market.  The main component is bis methacry- late ester of triethylene glycol (TEGDMA,) and the like. For closing dental pit and fissure point gap to prevent the formation of dental caries pit and fissure point gap at.
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6863
	








Orthodontic
Bands
	
Usually made of stainless steel material, titanium alloy. Can be divided into various specifications according to raw material, physical property, size, etc. For orthodontic treatment, and support- ing the use of orthodontic wire, arch expansion device, and elastomer and other accessories. The raw materials comply with the relevant national and industry standards. The basic principles, indi cation, performance and composition are iden- tical with the products already on the market. Exemption does not include products which use new material, active ingredients, new technique, new design or products with new action mecha- nism or function.
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6855
	





Handpiece
	

A handpiece to delivery energy to dental instru- ments and appliance. The exemption covers the high speed air turbine handpiece which comply with the standard YY1045.1 Dental handpiec- es—Part 1:High-speed air tuirbine handpieces; a nd t he st ra i ght a nd a ngl e handpi e c e whi c h comply with the standard of YY 1045.2 part 2
Straight and geared angle handpiece.
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6855
	


Dental low-voltage electrical mo- tor
	
Dental low voltage electric motors are controlled by the master   unit or as a stand-alone mobile device. It is connected to the electrical power suppl y a nd c ont rol by t he l a t t e r t hrough t he motor cable. Dental low voltage electric motor provides dental handpiece driving force during dental surgery. Performance parameter refer to YY0836-2011.
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6855
	

Dental air motors
	
Dental air motors are controlled by dental unit. Provides dental handpiece driving force during dental surgery. Performance parameter refer to YY0837-2011.
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6855
	






Dental surgical unit
	
Power-driven surgical equipment for bone tissue. Usually composed of three structural conditions according to the technical structures. The first contain the host, flexible shaft, handpiece, foot s w itch, w ater s upply components and s o on; the second contain the host, thee motor cables, handpiece, foot switch, water supply compo - nents; the third contain the host, battery, charger, handpiece, water supply components. Drills are not included. Intended for dental implanting sur- gery.
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6855
	





Root canal preparation unit
	
Power driven root canal surgery equipment. Usually composed of two structural conditions according to the technical structures. The first contain the host, motor cable, motor, handpiece, foot switch. The second contain the host, battery, charger, handpiece and so on. Endodontic files are not included. Intended for shaping and clean- ing during the root canal treatment. This unit does not have the function of apical positioning (or so c a l l e d root c a na l l e ngt h m e a sure m e nt function).
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6855
	






Gutta Percha
Delivery unit
	


Power-driven root canal surgery equipment. usu- ally composed of  the host, the handle (or hand- piece), tip (the pushing channel), the power sup- ply and other components. Intended for soften and filling the gutta-percha to the prepared root canal during root canal surgery. This unit does not have the function of apical positioning (or so called root canal length measurement function).
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6855
	














Drills for den- tal posts
	


Dental rotary instruments composed of shank and working tip. The main body is usually made of stainless steel, titanium alloy and other suit- able materials. Used in root canal restoration, to remove filling material, and prepare the root canal to match with the posts. Can be divided according to the raw material, type, size of the shank and working tip into different models and specifications. The material of the main body shall comply with the national and industrial standards such as GB/T13810. The performance parameter shall comply with YY91010 Dental rotary instruments-fitting dimensions
The basic principles, indication, performance and composition are identical with the products already on the market. Exemption does not in- clude products which use new material, active ingredients, new technique, new design or prod- ucts with new action mechanism or function.
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6855
	












Drills for den- tal implanting surgery
	
Dental rotary instruments composed of shank and working tip. The main body is usually made of stainless steel, titanium alloy and other suit- able materials. Used in dental implanting sur- gery, to prepare the implanting cavity to match with the implants. Can be divided according to the raw material, type, size of the shank and working tip into different models and specifica- tions. The material of the main body shall com- ply with the national and industrial standards such as GB/T13810. The performance parameter shall comply with YY91064 Dental rotary in- struments specification for steel and carbide bur and YY91010 Dental rotary instruments-fitting dimensions
The basic principles, indication, performance and composition are identical with the products already on the market. Exemption does not in- clude products which use new material, active ingredients, new technique, new design or prod- ucts with new action mechanism or function.
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6855
	






Removing drills for dental implants acces- sory
	Dental rotary instruments composed of shank and working tip. The main body is usually made of stainless steel, titanium alloy and other suitable materials. Used in dental implanting surgery, to remove the abutments, screws in the implants and cleanup the threads. Can be divided according to the raw material, type, size of the shank and working tip into different models and specifications. The material of the main body shall comply with the national and industrial standards such as GB/T13810. The performance parameter shall comply with YY91064 Dental rotary instruments specification for steel and carbide bur and YY91010  Dental rotary instru- ments-fitting dimensions.
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6855
	




Removing drills for dental implants acces- sory
	



The basic principles, indication, performance and composition are identical with the products already on the market. Exemption does not in- clude products which use new material, active ingredients, new technique, new design or prod- ucts with new action mechanism or function.
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6855
	














Dental root canal treatment instruments
	


Worked with the active medical devices. Com- posed of the shank and working tip. Made of stainless steel, Nickel - titanium alloy and other suitable materials. Used during root canal treat- ment, to expand, form, clean auxiliary file the root canal. Can be divided according to the raw material, type, size of the shank and working tip into different models and specifications. The material of the main body shall comply with the national and industrial standards such as GB/ T13810. The performance parameter shall com- ply with YY0803.1 Dentistry—Root-canal in- struments—Part 1:General requirements and test methods and YY/T 0803.2 The basic principles, indication, performance and composition are identical with the products already on the mar- ket. Exemption does not include products which use new material, active ingredients, new tech- nique, new design or products with new action mechanism or function.
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6855
	










Intraoral pol- ishing instr- ments
	

dental rotary instrument used in conjunction with the dental handpiece. Composed by the working portion and a shaft portion, working portion of the disc-shaped and cup-like. Used to polish the teeth or the restoration. Can be divided into dif- ferent models and specifications according to the work site and the shaft portion of the material, type, size, etc. the raw materials comply with the relevant national and industry standards, product performance must YY91010 Dental rotary instru- ments-fitting dimensions.
The basic principles, indication, performance and composition are identical with the products al- ready on the market. Exemption does not include products which use new material, active ingredi- ents, new technique, new design or products with new action mechanism or function.
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1
	








6863
	








Denture base polymer
	
Ma i nl y m a de of po l ya c r yl a t e s, po l y ol e f i ns / a l kyne s, a rom a t i c po l ym e r s, pol y c a rbo na t e s, polysulfones, polyacetals, polyamides, and ho- mopolymers of the aforementioned, copolymers and substituted or modified polymer. Used for making denture base. Clinical exempt products shall meet requirements of YY0270.1 dentistry denture base polymers- Part 1: requirements related to denture base polymers. The basic prin- ciples, indication, performance and composition are identical with the products already on the market. Exemption does not include the use of new materials, active ingredients, new technolo- gies, and new design or with a new action mech- anism and new functions.
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6863
	




Dental implant sealant
	

Usually com posed  of  polysiloxane, silicic anhydride to seal the internal voids of dental implants. The basic principles, indication, per- formance and composition are identical with the products already on the market. Exemption does not include the use of new materials, active in- gredients, new technologies, and new design or with a new action mechanism and new functions.
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6863
	







Dental Adhe- sive
	
Properties, structure, composition, usage, etc. comply with YY / T 0518 Dental polymer based adhesives for restoratives and the basic princi- ples, indication, performance and composition are identical with the products already on the market. In the state of viscous liquid, mainly composed of methyl acrylate. Used for bonding prosthesis or restoration material and teeth, and bonding the restoration materials. Exemption does not include the use of new materials, active ingredients, new technologies, and new design or with a new action mechanism and new func- tions.
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6863
	




Gingival Retraction cord(With alu- minum sulfate
/ aluminum
chloride)
	
Made of cotton thread and other suitable materi- al in the structure of braids containing aluminum sulfate or aluminum chloride. used for separating gums to reduce injury and drying partial section prior to teeth preparation, impression taking or placing crown. the basic principles, indication, performance and composition are identical with the products already on the market. Exemption does not include the use of new materials, active ingredients, new technologies, and new design or with a new action mechanism and new func- tions.
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6863
	










Core build up resin cement
	


The resin cement whose Properties, structure, composition, usage, etc. comply with YY 1042
Dentistry-Polymer-based restorative materials and the basic principles, indication, performance and composition are identical with the products already on the market. The main component is bisphenol A- glycidyl dimethacrylate (Bis-GMA) and the like. And used together with root canal posts during dental filling and restoration of teeth. Exemption does not include the use of new ma- terials, active ingredients, new technologies, and new design or with a new action mechanism and new functions.
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6863
	










Adhesive Res- in Cement
	



The resin cement whose Properties, structure, composition, usage, etc. comply with YY 1042
Dentistry-Polymer-based restorative materials and the basic principles, indication, performance and composition are identical with the products already on the market. The main component is bisphenol A- glycidyl dimethacrylate (Bis-GMA) and the like. And used to cement or retain the restorations such as inlays, onlyas, veneers and crowns. Exemption does not include the use of new materials, active ingredients, new technolo- gies, and new design or with a new action mech- anism and new functions.
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6863
	








Desensitizing agent
	

Typically provided as one-component or two-com- ponent liquid, paste and gel state. The main com- ponent is a polymethacrylic acid 2 - hydroxyethyl methacrylate (2-HEMA), strontium fluoride etc., used to seal the exposed dentinal tubules and reduce tooth sensitivity. the basic principles, indi- cation, performance and composition are identical with the products already on the market. Exemp- tion does not include the use of new materials, active ingredients, new technologies, and new design or with a new action mechanism and new functions.
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