EC DECLARATION OF CONFORMITY

The following EC declaration of conformity exemplifies the required content according to
Directive 93/42/EEC.

Digitally signed by Savca Octavian
Date: 2024.01.22 14:40:22 EET
Reason: MoldSign Signature
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EC DECLARATION OF CONFORMITY

Name and address of the manufacturer: Tealth Foshan Medical Equipment Co.,Ltd.
No.4, Qiling Road, Lutang Industrial Zone, Luocun, Shishan
Town, Nanhai District, Foshan, Guangdong 528226, China

Name and address of Authorized Shanghai International Holding Corp. GmbH (Europe)
Representative: Eiffestrasse 80, 20537 Hamburg, Germany

We declare under our sole responsibility that

the medical device: Dental High speed air turbine handpiece

Model of high-speed air turbine handpieces: 2300PQL-M4, 2300PL-M4, 2300P-B2, 2300PL-B2, 2300P-45, 2300P-
45B, 2300PL-45, 2300PQL-45, 2301PL-M4, 2301PL-B2, 2302PL-B2, 2302PQL-M4, 2302PQL-B2, 2303PL-M4,
2303PL-B2, 2304P-M4, 2304P-B2, 2305P-M4, 2305P-B2.

of class: lla rule 9

according to annex IX of directive 93/42/EEC

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device.

Conformity assessment procedure: Directive 93/42/EEC Annex Il (excluding section 4)

Registration No.: CN19/41107

Notified Body:

SGS Belgium NV
Noorderlaan 87
BE-2030 Antwerpen
Country: Belgium
Phone: +32(0)3 545 48 60
Fax: +32(0)3 545 48 49
Email: be.ssc.medical@sgs.com

Website: www.be.sgs.com
\ \
| |
Li Xiuying Z-J N M\j »ﬂ

Notified Body number: 1639
Foshan, Guangdong General Manager:
Place, date / 2021.9.16 Name and function
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EC DECLARATION OF CONFORMITY

The following EC declaration of conformity exemplifies the required content according to
Directive 93/42/EEC.

Doc: CK3-E14.1 rev.: D date: 2021.9.18
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EC DECLARATION OF CONFORMITY

Name and address of the manufacturer: Tealth Foshan Medical Equipment Co.,Ltd.

No.4, Qiling Road, Lutang Industrial Zone, Luocun,
Shishan Town, Nanhai District, Foshan, Guangdong
528226, China

Name and address of Authorized Shanghai International Holding Corp. GmbH (Europe)

Representative: Eiffestrasse 80, 20537 Hamburg, Germany
We declare under our sole responsibility that

the medical device: Dental Low Speed Air Turbine Handpiece, to include air motor,
contra-angle handpiece and straight handpiece

Model of low-speed air turbine handpieces: 1020L-M4, 1020-M4, 1020-B2, 1021-M4, 1024-B2, 3200CH, 3201CH,

3203CH, 3040CH
of class: lla rule 9

according to annex IX of directive 93/42/EEC

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device.

Conformity assessment procedure: Directive 93/42/EEC Annex Il (excluding section 4)

Registration No.: CN19/41107

Notified Body:

SGS Belgium NV
Noorderlaan 87
BE-2030 Antwerpen
Country: Belgium
Phone: +32(0)3 545 48 60
Fax: +32(0)3 545 48 49
Email: be.ssc.medical@sgs.com
Website: www.be.sgs.com
Notified Body number: 1639

Li Xiuying Z-J‘ )@ l\M\j ‘ﬁ

Foshan, Guangdong General Manager:
Place, date / 2021.9.18 Name and function
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IN PURSUIT
OF~ PERFECTION

Tealth Foshan Medical Equipment Co.,Ltd

Address:No. 4, Qiling Road, Lutang Industrial Zone, Luocun, Shishan
Town, Nanhai District, Foshan, Guangdong 528226, China

Tel:0086-757-86436722

Fax:0086-757-86436987

Email:sales @tealthfoshan.com

website:www.tealthhandpiece.com

Catalogue pictures and parameters for reference only, we reserve the right to
make any improvements on products design without advance notice.

WecChat Official Account
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Company
Certificates

01

Company
profile

Tealth Foshan Medical Equipment Co., Ltd. is a leading dental handpiece manufacturer in
China, established in 2012, 4,000m existing manufacturing and research base. Our main prod-
ucts include high & low speed handpieces, implant handpieces and surgical handpieces. We've

obtained European Union CE certification and 1SO13485 quality system certification.

After years of technical and product innovation, Tealth has developed more than 15 technology

patterns with proprietary intellectual property rights used in our dental handpieces.

At Tealth, we are committed to providing efficient, safe and comfortable dental handpieces

with friendly customers service and professional products support.
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Internal irnigation l&v speed dental handplece
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INTERNAL IRRIGATION

low speed dental handpiece

C- CA or FG head easy changeable)

ai

Polishing

Applicable bur: prophy cup
HONES i

oc2

Fine
Applicable bur: FG
®1.60mm




Internal iIrrigation low speed dental handpiece

17 light kit ¢
CE: 102004

|

O — R

* Rotation speed:18,000-20,000r/min  + Chuck type: Push button

- Applicable bur:®2.35mm/®1.60mm - LED contra angle (E generator)

(] 1 ﬂom—thtNt

* Internal irrigation - Chuck type: Push button - Noise :<70dB

- Rotation speed: 18,000-20,000r/min -+ Applicable bur: ©2.35mm/1.60mm

01 gz

The separated design of water

pipe and air tube for perfect
cooling

Core parts made by high-precision
stainless steel, more durable




Internal Irngation low speed dental handplece

11 Fiber optic
low speed Kit¥

CE: 1020L-M4

 Fiber optic internal irrigation * Noise :<70dB

* Rotation speed: 18,000-20,000r/min * Chuck type: Push button

* Applicable bur: ®2.35mm/®»1.60mm
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Contra Angle )

i’; FIBER OPTIC

Push button
CA ©2.35mm/FGP1.60mm
Max speed:40,000 r/min

Contra Angle p )

U Leo
@}% 7\\\
-~ —
Push button |
CADP2.35mm/FGP1.60mm
Max speed: 20,000r/min

40,000r/min

Contra Angle ) )

Push button - — R
CA®2.35mm/FG®1.60mm \\
Max speed: 20,000r/min

40,000r/min

[0




Internal iIrrigation low speed dental handpiece

(orDER: MIF-01C)  ((CE:1020L-M4 )

Air Motor »)
® 'g' FIBER OPTIC

Max speed:20,000 r/min Air pressure:245-392 kPa
Atomize water pressure: 200kPa Atomize air pressure: 200kPa
Air Motor »)» @ (ORDER: BIN-01C  CE:1020-B2 )

Q (ORDER:MIN-01C  CE:1020-M4 )

Max speed:20,000 r/min Air pressure:245-392 kPa

Atomize water pressure: 200kPa Atomize air pressure: 200kPa

(ORDER: SIF-01C)  ((CE: 1020L-M4 )

Straight Head »»

'Q'HBER OPTIC

CA®2.35mm

Swivel ring type

Max speed:40,000 r/min

(ORDER:SIN-03C) ((CE:1020-M4 )

Straight Head »»

Swivel ring type
CA®2.35mm

Max speed:40,000 r/min




Externalirrigation low speed dental handpiece

Latch type
Push button kit - Noise :<70dB
(- Rotation speed:16,000-20,000r/min

CE 1024-B2 - Chuck type: Latch type/Push button
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+ Air pressure:245-392kPa

* Noise :<70dB

- Rotation speed:16,000-20,000r/min

CE:1024-B2 « Chuck type:Latch type
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External irrigation low speed dental handpiece

Contra Angle

Push button
CA®2.35mm
Max speed: 20,000 r/min

Contra Angle

tFeaLry :
waoe o SN

Push button
FG®1.60mm
Max speed: 20,000 r/min

Polish Contra Angle
4

ORDER: CEN-31C CE: 1024-B2

For screw-in type prophy cup
Max speed: 25,000 r/min

Contra Angle

Latch type
CA®2.35mm
Max speed: 20,000 r/min

Contra Angle

E?'EAI.TH
Push button MADE IN CHiNA CE

CA®2.35mm
Max speed: 20,000 r/min
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External irrigation low speed dental handpiece

Air Motor
dg

Max speed:20,000 r/min

Air pressure:245-392 kPa
Atomize water pressure: 200kPa
Atomize air pressure: 200kPa

@ ORDER: MEN-02C CE: 1024-B2

Air Motor
d4

Max speed:20,000 r/min

Air pressure:245-392 kPa
Atomize water pressure: 200kPa
Atomize air pressure: 200kPa

Air Motor
d4

Map,

Max speed:20,000 r/min

Air pressure:245-392 kPa
Atomize water pressure: 200kPa
Atomize air pressure: 200kPa

a
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@ ORDER: MEN-08C CE: 1024-B2
c ORDER: BEN-08C CE: 1024-B2

|1

Straight Head
>

Swivel ring type
CA ®2.35mm
Max speed:20,000 r/min

Straight Head
9

/l/
Ji

Swivel ring type T~
CA ®2.35mm
Max speed:20,000 r/min

Straight Head
> )

. y '\-ql J /’1 /
‘: j Mapr ,fL/ZH l <- € |
Swivel ring type ' /

CA ®2.35mm
Max speed:20,000 r/min

|8



Reduction speed dental handpiece

Contra Angle ORDER: RO4N-01C  CE: 3040CH

d4

Push button
CA®2.35mm
Max speed: 5,000 r/min
€Endo Contra Angle ORDER: R16N-51C CE: 3040CH
r
’{
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: 'l.' A —.“—-‘.\
/ Vi ‘
/ ﬁ/’ Ereairn (¢ |
woewem o6 [H
Push button -
Max speed: 2,500 r/min
Hand file
4:| IPR contra angle ORDER: RO4N-41C CE: 3040CH
‘f_r‘ »
f’j
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E?EAI.TH (€

MADE IN CHINA 1539

Key type
Internal spray
Max speed: 10,000 r/min

€Endo Contra Angle

ORDER: REO4N-03C
CE: 1021-M4
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Push button
Max speed: 5,000 r/min

Hand file

Polish Contra Angle

ORDER: RE0O4N-04C
CE:1021-M4

d4
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For screw-in tpye proghy cup

Max speed: 5,000 r/min



Surgical handpiece

SEN-09C

Increasing
Straight Head

CE: 1024-B2

e Gearratio: 1:2

» Max speed:80,000 r/min

¥NIHD NI 3avW
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BEST

|

SIN-02C

Surgical
Straight Head

CE: 1020-M4

e Gearratio: 1:1

* Max speed:40,000 r/min

 Internal & external spray

WNIHD NI 30V

=5 mwsﬂ

BEAT

SIF-03C

Surgical
Straight Head

CE: 1020L-M4

* Gear ratio: 1:1
» Max speed:40,000 r/min

« Internal & external spray

6£91 WHIHI NI 30

20°Surgical Straight Head ORDER: SEN-10C CE: 1024-B2

d4

Swivel ring type

Gear ratio: 1:1
®2.35mm

Max speed:20,000 r/min

SUl'giCCll Strl:“ght Head ORDER: SEN-05C CE: 1024-B2

d4

Swivel ring type T
Gearratio: 1:1

®2.35mm

Max speed:20,000 r/min

Surgical Straight Head
>)

ORDER: SEN-07C CE: 1024-B2

Swivel ring type \

Gearratio: 1:1
®2.35mm
Max speed:20,000 r/min




‘ncreosmg dental handpiece

109F =01C ¢ e o

1:4.2 Fiber optic surgical contra angle

[05F=01C % c¢. 102004

1:5 Fiber optic contra angle

Rotation speed:168,000r/min  Chuck type:Push button  Water pressure:0.2-0.3Mpa
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«1: 5lIncreasing contra angle, stable light source

+ Applicable bur:$1.60mm
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Implant contra angle

—
Max torque:70N.cm

4444 i
Product
ORDER: R20F-01C JQ (.) ORDER: R20L-01C Jg Y™ ORDER: R20N-04C pa rameters
»> AT N2 »> o
A ¢ N AN Push button
\ \ -
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Sterilization temperature: 135°C
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Reciprocating Interproximol stripping contra angle,
S /‘/‘ Metal strips IPR kit ce: 1021-ma

- 4:1 IPR contra angle:1 pcs - Metal Strips:10 pcs (15u/25u/40u/60u/90u Each type 2 pcs)

+ Gear ratio: 4:1 + Stroke: 1.4mm + Rotation speed: 10,000r/min

CE: 1021-M4
_/‘ Plastic strips
IPR kit

-Plastic Strips: 9pcs

Medium:3 pcs,Coarse:3 pcs)

8 7 -Holder:1 pcs



IPR Contra Angle

Metal strip »» Plastic strip »»

ORDER:
o T—
ORDER: ORDER: @D Serrated Saw h

ORDER: C-SB Left: CL-15 Left: CL-25
3 2 Right: CR-15 o Right: CR-25
5 CE: M-SS S Double: C-15 2 Double: C-25
CE: M-15 CE: M-25

@2 Fine h

ORDER: ORDER: ORDER:
Left: CL-40 Left: CL-60 Left: CL-90

. Right: CR-40 . Right: CR-60 . Right:CR-90

2 Double: C-40 2 Double: C-60 g€ Double: C-90 _
CE:M-40 CE:M-60 CE:M-90

@@ Medium h

@D Coarse h
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Fiber Optic
Quick Coupling Handpiece
® TPF3-D-K6 CE: 2300PQL-M4

+ Chuck type: Push button

s

. Rotation speed:320,000-350,000r/min |\ Wy
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High speed dental handplece

High speed dental Handpiece

Torque Head: @ Order:TPN1-V-M4 @ Order:TPN1-V-B2

+ Chuck type: Push button
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LED High Speed Handpiece ©4ssp-t-ua

Q@ 45SPL-H-B2
+ Single water spray + Chuck type: Push button

- Rotation speed:320,000-350,000r/min + 45 Degree surgical

« Professional LED light source
superior brightness

CE: 2300P-45B

45° High Speed Handpiece

O 45SPN-B-M4 a\\i\
.\.‘. -.‘ .M‘_

45S
ilable V

N .
- Extended burs ava

\.

+ Single water spray
accurate cooling the tip of bur



High speed dental handpiece

Mini LED ¥
Mini High Speed Handpiece 3% U+ High Speed Handpiece gmmgg;‘
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New LED/Non-light ¥

High Speed Handpiece

¥Q TPL3-U-B2 / @ TPL3-U-M4
Not-light: @ TPN3-U-B2 / & TPN3-U-M4

|—Balanced cartridge
more stable and longer service IifeJ
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CE: 2300PL-M4

. . S TPL3-W-M4
LED High Speed Handpiece © TPL3-W-B2

Rotation speed:300,000-350,000r/min  « Triple spray « Noise:<60dB

Head siza:12.5mm  « Head height:13.3mm  « Chuck type:Push botton

+ Lower head height
better visibility
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High speed dental handpiece

High'& Low/speed kit

dental handplece

QO TPN1-Y-M4 Q TPN1-Y-B2
CE:2304P-M4 CE:2304P-B2 & T10-M4 Q 110-B2

- Single water spray Turbine: TPN1-V-M4

LED turbine: TPL3-W-M4

External irrigation low speed kit:

+ Chuck type:Push

* Rotation speed:

320,000-350,000r/min

* Toruge head
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S T11-M4 Q 111-B2

LED turbine: TPL3-U-M4 2pcs

LED Internal irrigation low speed kit:

S-01




Electric Micromotor

Model No. :3050EM-1

B ipacio

o
Brushless electric >~ & o
micromotor [° 5
il |
4 (1
« Rotation speed:2,000-40,000r/min E :5:-:

) e 16:1X100 T\
e 1:1x1000 O

« Three optional settings(1:1/1:5/16:1)

41



DIL-21C

Surgery motor

« Cooling water:0-100ml/min

« Rotation speed:0-50,000r/min

« Torque:17N.cm

« Self-pumping water
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-c Micromotor

Model No. :3050EM-1

DIL-22
Built in br “

L
1

« Motor size:$22*L74mm

(6]

« Weight:77g
« Noise:<60dB
« Light:LED (white)

« Control system Size:148"80"17m




CE: 3206CH

-N-20C

IMPLANT TORQUE WRENCH
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Replaceable bur head (External irrigation)

....IIIII.I.-..
*s

Torque Wrench

s
ORDER: EOTN-01C ORDER: E16N-01C ORDER:L6-20
o - o :
CA ¢2.35 CA ¢2.35 For IPR strip
Endo head Endo head IPR Contra angle head
ORDER: L6-10 ORDER:L6-11 ORDER: L6-19
FG ¢1.60 CA ¢2.35 For screw-in type cup
Contra angle head Contra angle head Contra angle head
ORDER L6-09 ORDER: L6-18 ORDERL: L6-17
CA ¢2.35 Hand file CA ¢2.35
Contra angle head Endo Contra angle head LED Contra angle head with tube
\_ J
L ] u L]
Replaceable bur head (Internal irrigation)
4z )
ORDER: L6-01 ORDER: L6-02 ORDER: L6-03 ORDER: L6-04
(%2 [
T T
for kavo(CA®2.35) for kavo(FG®1.60) for kavo(CA®2.35) for kavo(FG®1.60)
CA bur head FG bur head CA bur head FG bur head
(Max20,000r/min) (Max20,000r/min) (Max40,000r/min) (Max40,000r/min)
\_ J

: - Repair tool

Lubrication

Order:L8-01
GSJT-008

Repair tool
Order:L8-03

Low speed handpiece repair tool
Order:L8-06
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