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Ay Jle=M A

olfid M2l A=, 2/, d5 S0l T2t 2 =M AHH2Z2
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, ==Y, 223

USRI ETH(HAT BRI HER)
1) 22 : MFDS-Dental Ceramic (MFDS-01)
MFDS-Dental Ceramic full kit MFDS-Dental Ceramic basic kit
Stain powder shade Al Enamel powder shade C2
Transparent powder shade clear  Dentine powder shade 130

Opaque paste shade Bl Glaze paste

GilAl 2 IR

1) 294 : MFDS-Composite resin-Al, MFDS-Composite resin-A2,
MFDS- Composite resin-A3

1) 297 : FX4810S, SA3812, HA5010W

AME Z29| {7HQUZ-AID ZBIOHHA o 17

[ [ = =



1) 299 : 7} Healing Abutment : HAB4850, HAB4852
. Cover Screw : HAB4835, HAB6043
t}. Abutment Screw : AS2045
2}, Solid Abutment : SAB4840H, SAB4855H
b}, Dual Abutment : DAB4850H, DAB4852H
vl UCLA Gold Abutment : GOLDABT

GilAl 5 JmES=EE ol

1) 299 : ABC-1, ABC-2, ABC-3
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A2y JleEM Ad

AsE 42 71ALA sk 3¢ 2EE 5o ¥

X X242 WOl JIXGHIA Gl ZR, TP SOl MYES 222 A B, C
So2 XIS 6N, BUPS HFEES SRS UHE MU=
Ligiole 202 HOBILL 4N BUYS olsls W ojAIS
J1=otES Bt

e | 2dy Gk 29 = A EH
A E D B F C G
1 |IMP(A,B,E)| OO~00 | O0O~00| 3.0 | OO~O0 | 0.8 | 3.0 | 1.0

o: A: 3.8 mm, E: 3.5 mm, B: 8.0 mm@l HZE2 ZLQ ZEHS |MP(383035) .

ADME Z2O| S7HQUZ-AID ZBIOHHAM o 19

[= S



B " A2 (ArEE, %, 3e)

W FZo| 2 U SA SO St LIRS 7ISSHAI7| HIRILCH Xgsl=
N2EXS oAsly| 9Bt 22 BlElA 2ls ZEHE X2l 0[9f ol

5t
20t H olet #AE 07 B EEF F2

a
w
O
I=
it
m
i
f=)
2 &
_O'ﬂ
E)
=
I
rin
>
o]
ol
X
N
]
og!
ﬂ
=
Ol
0o
A
o
I
]
ox
ST
on
S

W 59 ABANE Abp] 9 AR, BY Ei: WolAE P2
=0l 9o, 150 68720 st A EAfelch

1) 2 A=A = AFEE=AHS] Fo] AZof AREE = XZFUYoHA
CAZN, EEFEHE FHo] gloH, ISO 6872 Type 2 Class 19

2) & AAEAAEAe AHE HaE AYEA ®H Ax #4
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Ay Jle=M A

(CAD/CAM) 714& ol&ste] dldlo], ABA, =eke, B3lA %
o AP4EBL A Ao AgEHE EARA, TR717] N2
74, 30, BAFEEAREA ] ERol 42 Fe OF, FF O

ssts mAjolt,

Moj4Eg=p
E AEL SO 40499 Type 2 Class 2°] dfdol= X7 Alu|LEE
e R 74 Yol st 250 A FE ARREE AE
ot} E3F & 007FA9] Shade® FA=o] Ut

2 AFEZ =0l AdEe AEYSTFEIZAZA ot &A=
3% A-stebEo] wAg ¢ JEE st 37]9 Zdolg 7}{11:}
AEAZEDE &7 2 WRZAY WA oE AF"Hd. XA
FAEHES S7HZI71 918 714 7184 ®2dol| ASdFrEo s
EetA"(blasting)3h &, Q4 Ao 2 AAEE st

AMHE EZO| 517HQAUF4ID FIUUHA o 21



[EHA S §4l

1. #H %2Z 4H(Scanning Electron Microscope)

5,000tH

SEMMAG 500/ WD: 12.86 mm
SEM HV. 20.00 kV Det: SE Detector
Vac: Hivac

. d ' ~

SEMMAG: 1000 WD:1286mm
SEMHV:20.00kV  Det: SE Delecior 50 pm
View fleld 226.2ym  Vac: HiVac

Clsan implant Suwon Fl:ll:ryu

Clean implant Suwon men View fleld: 45.24 pm

2. ¥ 74;§7](Ra) Ha 0.000 (m
H JEEX(Energy Dispersive X-ray Spectroscopy) : Ti 00.0%

o1

3.
4. ¥HA Z7+8(Sdr) : 000.0 % =7}

1) & AES AHEAEDES 7 F2E2A, AEHE SHF 722
_('_)r_

A7l fsiA A=l A A,

AY & EEZ AR E
29% SO8A, WAALL ARPAE AFAR/E &AM AEsteE
TR AR AL ALEHE= HAALLY FES ASHA
TiN 29 A== 3l

2) 29 FB3F(TIN)S =94 7144 &4
- AEEA[Composition of implant by EPMA(Out-Surface)]

Titanium @ OOwt.%
Nitrogen : OOwt.%

- TP

22 e http://www.nifds.go.kr



Ay Jle=M A

- 3 9 FHARI(SEM) -
FY AR E (Tensile Bond Strength of Coating) : OOMPa

2 AES N3 LG FAZA Qe okt WFE BA 27
B AuE @ A5H 58S ¢Skl Holo] RFste] g
Beloleh, G A Adste] A8T & YA AARCIUt

m 3D ZIAHE °]&st] FARFILE AxHE 9=77]7|9 F8-dF
7| A

>.|I:|
)]

IZYCE NEEH= 9=71719 oi7telAte
MY = UL AEEE M=0f et

2 ?—E, 2t gAg2 SLA, SLS, S

o

ro opo

% 3D LEHE 0801 %W
4%, Ot 22 A=
HAREE-1T|HE 37X
71E0| HEHOIH 7|8t O =
JlezAM0l= 3D ZEH #H 7|§(@.§7I%, =8, =S, HO0I0FH
S) ¥ Uvaap|et HEE AlE 7|Mstt.

OII
T >
[0

I.

0.
\n_ltru

_|_

2 AEL S o]83t EBM(Electron Bean Melting) ®H419 3D
ZYUEE o]&sto] AxE A W5y AHEAEHETYAZA A&

5 IEZ A AFEStE AEA|ote}t 2 HEEEZ AR5 H5t
AAE= SRR EC|H. AES Exte] AL&R mofo| wet SR AY

S ol&ote] V2 A EA HEFLeE AxHH, Y
SAFAEEEY DAPO|A A-Got

AIDME Z2O| SIIHQUZAID ZTUHHA o 23



> 27bH9l AR 3D LYUHE o|gdte] AxEE BAUEY A8
) Ffol=el(lel A @ 3D mele

=
2 o183 §x TEY 9271719 GMP AAF FHE 93t WLel o

2 AEL 00 ARz AzR"H 3ATLEE, FDM (Fused Deposition

Modeling) 49| 3DZHEE 083 71&& A8

Stroke JIEE Z 2M&ET Resolution
200 ~ 400mm | 0.1 ~ 05 G| 0.1 ~ 0.5 m/sec 0.1 um
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E 1. 3394 92 9422 3D =Y 71¢ FHE A
&

HMEZH 7 AT ST
= HEN ERE DREHE)0 Mo
SLS HOIXE ZA-AZotl, PHE £
St SEe sl M3
. |7 EREE =5 LR dEHo2 1Y
Powder f;ir Ytterbium-Fibre [0|XE ZALSHO]
Bed J—_"—'DI’ 28A|7|= HAloZ ME
Fusion SEM M'ij = 24 OIREHI} 88EE SO At
= URIS Yo SEY JHAORE, Ha)7t
e Uol ==
EBM = OB JEOM A jE EESHK
24 DRCS St WACR M5
= X|X|§ 95t 24 THo| D=3 3|0
oieced | LOP | " s ot waos gake
o o s AT, OPI0l 3% 2uS B350
22 52 EHOMTEE Y24%)
= Jte H(HHUE) HE{Q Eiad
2Xg L3 oMM 50 92 TS
Materiel | | DA SEl2 S5t YAo2 ME
Extrusion (g | = E2 2AEHE =Y & US X9
AIES HGHH SetAH2 J200|A
8s}
Polyjet e AN LAY =
= IO2IH olE0A E8=kd +XI2k
Matgrial BIER} WAXZE SAIEAL 2, UV Light=
Jetting | MUM 3} SHe 'gMQE Mz
= 8=k X= 229 M=z0|H,
WAXE Xlxltﬁi A&
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SER T AT £3
EEIIQ_' HE A HE I-IL__|'E| IJ_S‘A'I
Sheet LOM, | =0, 2& = e <
Laminati VLM | = ) 30|, S2AE, 25 2H0|H0|IE =
amination =(Foam _ o
52 ANz HeholH £
oA Ed=td X7t HZl =X Q0
INPER I'_”E'EOI UV Z0|ME EARGHH
A7 HAloE M=
2T 20 XIX[CH(ERITHE =5t
Vat A2lotdA} ol= 2EO| OHEERH
SLA 5. M=
Photopol C »OEX dsh-ME
POV pip | ®
merization

I=
Hu
1=
AL
=
S x
C
[0
=
[=]
Rl
T
l

Ero| (27<f )2 FAL

* £X 1 ISO/ASTM 52921-13, 3t=7|A&s|, S22 3D THUY I I =4
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SOl TS O 20| EtAJsH FAI7| HRLICE
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\, ToaE | oy my | NISEA BH 2SS
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qHEY FH A
HE ol
By °
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= X
SR NS T
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oA Aeix| 25 9y
Hs 33 34 U 8%

Of7H 29| ENE X6 floif AlEHX|C
1 (Light Protective Cover) | @75 Z0t=C}
2 NEx =S R0l griols 87l0l)
(Syringe body)
3 o AP MZO| HIEEHESF 3|6t
N
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A Type Internal Implant B Type Internal Implant

& o

A Type Internal Implant

(1) 22 dojy \
/<2) LA}

(3) RBM HH

(6) A=H

(4) 7ks0XlE S —_

AME FFO SHIHQAUF AN FUMLHA o 29
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a

\ —

Abutment Screw

\
v

UCLA Gold Abutment

Dual Abutment

© Solid Abutment : SAB4840, SAB4855

M2.0 HS o x| s
Screw hole
Healing
M2.0
: Screw Abutment2t
OHAIAZH MEE=
Hole

Screw HoleO|LC},

34 Aoz HEO
2 TINZE ZEo AMOjYE
=0 &0
Abutment
Abutment Abutment
Screw 3

S Screw(AS2045)2
OV oyaimon ®zEcy

A2 =2 5171QUF-



© Abutment Screw : AS2045

1.28 Hex HS %1 7'<<>I 7| %
Hex Driverg
0|25t OO
1 1.28 Hex Hatst & QlE2 3t
IxZ ot
M2.0Screw
M2.0 BEELIAIZ
M2.0 ) N AT
2 OfAIAQE MEX=
Screw

E2{0]L.
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© Dual Abutment : DAB4850, DAB4852

s | 3 & 7l s
M2.0 Screw Healing
7 Hole M2.0
1 Screw At_>utm_ent9}
TINTE Hole OHAIAZE MBE =
Screw HoleO|LC}.
=M FEHO=Z HES
2 | TINZE deot Hl0lds
=0 ZE.
Abutment
Screw YR Abutment
3 Screw Screw(AS2045)2
OHAIKIOf X &=

© UCLA Gold Abutment : GOLDABT

1

L (U

R Il 5
UCLA Gold OjAINOf HZot= AEFERZ2| UCLA Gold Abutment
1| o | RE I (AEHRA)0A QOiAl= Red2t Whited)
Plastic =31t 2 820| Z3E XZo|ct.
Abutment _ e oan L
2 Sorow, | NCHXISH BHNFIE ZBAZ T AIZSHE A3R0ICE

AIDHE Z20| SI7HQUZ-AID ZEOHHA o 33



of
HS 22 33 Qe MY

X CI=C WAEE 0|07} XL EHe 220
o £2(Slot) 182 % Ol= HO[O7F K|LEA| = |

AL X2 WEE 2A0[0Q ZEHN K= F20[0

=AM9] HEZ0| AXM0| Foliet M=E 0|So HAloHH
@ | O (Marking)& | X0t Al WEM=(E22)7F X|0t2] HS0f LA
FARIGI=S ot/ |et EAIO|TY.
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Ay Jle=M A

HS 22 33 Qe MY
WH Hepl INE0|0E ARG Q6 228
22t = d0F= =HO| =0IC} 0] =20 &2 £ X|017t Ol
otAl ot ™S otA =it
2o REE WO X0 WHS AIRE mjof X0t
2d(Bonding) |0l WEMZ(E2ENE &H BAl6td, X0tud 2tz &
= X[OF] BEHE AMA|F|X| ton wHEMZ(E2EE &
A hHod o~ U= QAEAFMOZ E|OULY.
7120 w™@E 0|0t EepFl ZE2 o Iif @FHO|L}
Z4(Cap) Z4ZE 240]0{(ligature wire)E 0|5t 2o 20 A
ZZ ot}

Y
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ig=E= 220 gt X|+~E =
MZe 2 229 x+E U = UTE AHMHO=E X|FARYE 7|MotA|7|
HIZLICH S0 AMHME 2A & LdS9 SHE 242 &gold, HE2
FQot EXQI FR0= 7|MotA|7| BIZLICE
% SHALE WOIR SPts PP SUs CIXQUYBUEDHAL Mg
TESO P SYs AETX EIS IR MB0IN Zo|, FZ,
(M 7Z29| A9 ATEES WY IS 4 USLICE
OIAl 1 HAIISEX| A=
© TYRZ FH =4
(2 : mm)
L ET-IHFII- W - D1 gl'.l):-ljl T
2l L E-d =
0|50 2 Q)| g | g | 5

MFDS-01 |00 |00 |00 | 00| 00 | OO | OO
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(Sl : mm)

A B C D | =X

: WS 2y | My | MY uR | us | 3

Al Iig M B B )

c ‘ 1 | MFDS-01 | OO | OO | OO | OO | OO

Hs oy 74 EH0H) Cx-
FAV| BS 00 mi/syri 0.0
MFDS- (Syringe body) MYSYInGe | 12 8
1 Composite
resin-00 uid 17H -
(Light Protective Cover)
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AFootF B

1) AFEASHETYA Q] B HA| o], =4 Zo], ZAHZH, FH
(T2 EN A2 B9 A4 3, 29, UAF 5ol " Al¢E
A2zt

2) &4 HARI, A3 AR E T AFoA Zol, 37 5= HAE
AR 5 gyt

off
1 X% 44 A
A Type Internal Implant

B e = S Co
A
=i is
ety N
-Hex Corners must be visible
in angled face
X|4=(mm)
HS ogy = P 20| ox|| =8y |H|Z
A | B|C|D|E F| G| H |
1 MFDS3408A
2 MFDS3410A
3 MFDS3412A
4 | MFDS3808A
5 MFDS3810A
6] MFDS3812A
7 MFDS4308A
8 MFDS4310A
9 MFDS4312A
X SAME 2AB), SAE ZO0|(F)
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Type Internal Implant

C

3 u% AN AN AN AN AN AN j\JJJuU\J s,

-Hex Corners must be visible
D in angled face

1 j_"';’i,%f--/ VaValaVelaVele e s
< F

E
fol

X[==(mm) o
20| Ox | s=ER
A/ B|C|D|F|F|G]|H

Dy

ik}
oY

MFDS3408SA

MFDS3410SA

MFDS3412SA

MFDS3808SA

MFDS3810SA

MFDS3812SA

MFDS4308SA

MFDS4310SA

OO N |C1|BdWwIN|—

MFDS4312SA
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X[4=(mm)

HS L=l SEE 20| | ox] | oIER

A | E| D|B F | C | G

% A7 9 Zdols ¥R H7Ista, 74 EHdEe IMPXX(AZA)YYY
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AFEoA Zol,

A

© Solid Abutment :

4.9
—
6.9

2.0
[—

Lig
8t

* SAB4840

* SAB4855

49

35

—_

55

8.4

22 Z20| 7}



© Abutment Screw :

AVAVAVAVAVA

I

* AS2045
188
T M
A
s | J

© Dual Abutment :
* DAB4850

f\/\/\/\/\J

* DAB4852
6.5
JJEL
2 j . —H s
) X |
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© UCLA Gold Abutment

M2z TS 2M AN

Total Length(L1)
7+ 4 (&2 mm)
E 3 2y o 2
D1 D2 L1
UCLA
Gold Aubtment GOLDABT | ©OO.0 | OO.O | ©OO.0 | Red

21242 Z20| &7t

ol
[

Z.A10 Z3IOHHA o 43

[=]

[ S



Hguelo] JTEES E3stel, 2t B9l that X4 PR 290
=

5)2 ool dgt Zol AAs) A7) HhgL,

= o
ol
— T‘|@i } L
20.60 224 4.00
Rz oot slot | st slot | angle of —— the rotational
Ha | DY | (=Mt 0 depth | height | length | torque g(o/) Offset
=0) @ | s | (0 (0)

1 FR-12 |4%3.3*2.12

2 | FR-13 |4%34%2.26

3 | FR-14 4433235

X 219f o2t 20| MZQ SMXI+E Edot FA[7] HRELC
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ofAY, S4F0| HItkl=
7| Mot F=Al7| HIELIL.

80 49| o=/|7|E= 7

2 QMO H=-HRYEAL QMO Fot= HEN-MAY E= = SO BE
7

o
olz7|719] BRMle taol =9 30| Wt

Ay Jle=M A

CC AME

- O

U [ BEZO| | UMEE
243

HI
0%

3. JHUE KR Ch3t
ISOS)2 7|Msta, 70
4. SUR= AHE HET T

Q=707 243 H0 g = Y= 148 58)
ISO(International Standardization Organization | =K EZal7|20A Hat 74 HA
ASTM(American Society of Testing Materials) | OI= Mz AlE H3OAl Mt #4 FA
KS(Korean Standards) o 3% 714
EN(European Norm) S8 749 By
DIN(Deusche Industrie Norm) =Y oY 49 33
NF(Normes Francaises) DA =t 44
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e

QA

02

X ZRXMS QXOZ 5t == F7[=U0
S=H0| otd sfetds 7|xHot== BfLCh

(o L2 — Z2|0t010|=(polyamide),

HEE — Z2HEZESFE0Ed(polytetrafluoethylene)

% HREO| HE'S ‘os g0l Fuot AZY 4 U= IR

X A, EIH, JHAIH, PSR SS AV HIT R0 AVI=ES 7R,

X EO0| REGH el ARRIN 2 BSHRIRIS SR S0 7 KB AL

X UTMEE BRIX2IE ElEks ME0 29 HIIR0) Y3 BAIS 6h1,
UIMEL K2 Al ARRE WA pH EE HHM E3 Y SES
BARILIC

> Z7HAQ AR 9:7]7] AR 2 ZholEkl(RYQIhA) &

ZastAl7] i
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Ay Jle=M A

=

olgy | BHZO| A=y il
=t TS = > = at AlRA=HE Q@
- - ﬂ-_l o (I_x."ﬁ_—.l-01_|_ =
Hs | By | EE 4R )
HESH)
_ S amz | 00% | o zmer o
1 SN Ed | NEZE ZI0FZA XX
. 7(|0fo-l-ﬁ
VINRVR  HATIS XX (S2EAM N AXY)
HS o x| Fe AMe !
i ° HEZS)
O|ttafrtA | RAAEAT | O0%
EXH =T |_£|' E’l_\El_ X|'A|-'I;L—|2 OOA) T zPWN|
: : : Xlol-o—l—ﬁ
1
O O O:” __I.L7I'I'|E||' aj
AHA 7:‘ 5 o1 =x
AHNA FGZO3 xl’M"ﬁLﬁS ~0.0% ilol.%i_;&)&! / A_||-|_)t
% THRL Puo] £A) 49 heg FASHIAL
olaq =|=|:::o| %IIHEEH [C- HlJ_,_
= TEE i o A ﬂ-7_1| F,'.%F (*Ii-||x‘|-’7<-0:|‘=’ )
HS o x| Me = =
S ° SELy)
AHQIZ|AZ
1 S0 | (304 E= 316 = AAgg\g 100% OtLIQ
oy ¥ 7|A)
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SRES LR S
Al A2 A3 A3.5 Ad

A1 O @) O X O
A2 O O O O X
A3 O @) O @) O

% ZF AA BRe Ha~AD @S %) WA AT 5 dsUr
2 2 7]

- AR PO vmA AL ¢
Z

X =Sl HE {4(KS, ASTM, ISO 8)0| U= 82 Y #as 4o
7IRHECE ChaF ANSI, AISI, DIN, EN, JISQt Z0| X|¥HA0|Lt 04
=/l0 E85H= H49 4%, #4S JIMoldl ofiE #AME HEadlof
LTt

X M=ol B HA0| gl 8% AMtAE 7|MotE AAA0= EM=S
Uy EE ofeld, HUrE0ol HM=0| Ztet HE S= EX2= J|Molof

O] MSDS %! CoA(Certificate of Analysis) S0l

OI
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Tt Setge A ASES gyt

o
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—

1!
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s} Zp|om2 o
CASHS 9003-07-0
QA 27+ A= dA=
> YRS Y oAF & THE ol A 22 &4 71A7F 295,

AR TF AN Uuby EX sjsig olelo] 1) AR
2o SRS J|AAY 2) AR AZA JHE A2 7)A)
3 2 Jgyo

1) Y=ol g HE 7|7 w4
> dARe] E351sHY EAS ERIT & Qe 29 ARE HE EE
71 A&yt

“ ) —g—%%:'%,

U, B, WA A 5

= Ut | ST 2T
ISTINMAE | st |Zelmamal

2EA -

o - Q|7 : Em§ OHA} - BX2 000000
I:E' %I'I-IE [ TO 10 [ o .
=555 SHEM| - 4d: 1 OO g/or - 28 ) O00 °C

- ME . OO0Omm2/s - QIgH . OO0 °C
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&S/ | ey Zama2m
HZ=EAE QO Inc
HEY E=
o e MFDS®123
EIN I <IN A
HEHs £=
meo 000

% AAMECETY 5)E AHEste A9oes 948 FE i A=
Aot BFS 71Aste AR AMAHFE LR Ex Ay

o JAA A Al AANEY 4R M= 74 7Hs
& WA MSDS E= COA 53 2 dAXR=E EU=E 24
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D AR SR 7 34

Ay Jle=M A

°Jx|1§ e HA X=2FE
S7|MArE 551y -
MeXI2TE (Zr02) ) 74%
ASOIEE (Y203) ( 10%
MefetnE (Hf02) < 8%
AR2 AtSA20lE (Al203) ( 3%
2| -2ferge -
- o R
- My M

2) YAl® A=A FE 71A

e\
SS7|MALE

iz
HZ=X} Y=

Zir tech, S.A.L (AIQ)

Zir tech OOO

00O

> dA= 2ol it We=

H1514]7]

AHHA) &

972717 w2 Zhel=ERl(1 Y]
Bl Lm

RNME E20| §{7FQUZ-AID ZTOHHAM o 5]



W QA gEolRi o, olye'w A, WEHRL r9wsly|o]
AESA ko] B BEAETA A WA A 52 A&
E40] B2 ER(AZES) (GF W8] wet 7 Ay

(1) EHAEZY 9=7]7|(surface-contacting devices)
1) 3 &(skin) @ HR(ELEHA g2 FJF)of9 HEot= =77]7]
2) A% (mucosal membrane) : AT} FZol= 97 7]7]
o) A#EEEE, RN YEHA 5
3) HEH 52 A HH(breached or compromised surface)

RiRe
L RAEAY} 24 BEI R o277

(2) AW-2] d2F 9 =7]7|(external communicating devices)

1) 97 18& 02 H=(blood path, indirect) : 39 st X F
oA FEsto] A Y9 =HgTE st =717

2) 27, ¥ 5l AJopdA %t HZ(tissue/bone/dentin) : £2|, B H
oAt &= 2777
o) & AHE, g FHA &

3) +3F @l HZ(circulating blood) : ¢£&5t= N} HEot=
o= 7]7]
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Ay Jle=M A

3) AW °14F 2l=7]7](implant devices)
1) ®(bone) : F& ®Q} HFot= 2=7]7]
of) T3R8 AL X|EZo|AA, AHEASHETYA 5
2) Z3A(tissue) : FE & EE XA A(tissue fluid)I FEZsl=
olz717]
o) Zutol YEFE(subperiostal implant) &

3) Wl(blood) : F2 BT FEH =771
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H|2
UM | RE=O| A=y o a QTS
Hs | 3y T 42y =° oj% o
HERQ)
HIATH| =S -0{ 0]~
s EEINE
JNINE=EL 9
1 . AR | 00 %
EatogZ2|= N[ EEE=S
2 | Mo XARZ2 | OO0 %
E%T Cro|HELZ Z3|0|E ’
= Ztn2d=
3 | SEET i RATH3 | 00 %
(Camphorquinone)
4 A A XARRZ4 | OO~OA %
5 A A2 RAFEH5 | OO~OA % _loroj'q’m
A oL
6 A3 A6 | OO~OA % |/
A1l A2 A3 A3.5 A4
AR O O X
A AD 0 0 0 X
MA3 0 0 0 0

> 27Hel PR APEe Q2] QAR A fels el Yge

hAA)2 FISHA7] Bl
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2% 71sEM

[ | o
- =Y H|
_ =9 o
UHHS Tl:l=|'l = +4 = | (MHEEY
°° | yeo HERe
*E dsa ASTM
1| gmeue | oS o IR TS
T |El= F67 (100%)
VNN X[ SUASHEMEIXE
e om | omew TR EE | (QEmsos
tHs a3d 4=28 gl XEH09|
< H/|TT
: Healing ElEts &2 | ASTM B o Mol
Abutment | (Ti-6Al-4V) F 136
) Cover ElEts &2 | ASTM B 0| Tzwar
Screw (Ti-6Al-4V) F 136
ElEts 312
3 Abutment |. te 22 ASTM B orLI@
Screw (Ti-6AlI-4V) F 136
- L 5t
A Solid E—|.E|"ET e ASTM ~ o 7zt
Abutment | (Ti-6AI-4V) F 136
Dual ElEts & ASTM
. ua |. =) _ o, 72
Abutment | (Ti-6AI-4V) F 136
Au @ wt.%
Pd : wt.%
UCLA Gold ) Pt : wt.%
6 3 2= PNINE L . Jzt™ot
Abutment At Fe : wt.% oA
Ir @ wt.%
Sit wt.%
ADME EFO| 57HAUF4ID FUALHA o 55



A FEE

M= Uuty S
SS7IMAE | sty | 2e2
N
CASHZ
[=13e18 Gold Alloy
274N E4
2AL 2AHSY [d] OOg
BHNY
o A 235 OOmg/ ot
22| sferE o/
=254 | |88 81 [T] 00T
T2t 8siF [Tl 00T
ALEZ(%) OO%
U=(g/om) OOg/ar
st=2 4= (Mpa) OOMpa
Iy EL| & 25~500C | OOx107¢/K
(x107°/K) 25~600C | OOx107°/K
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H2% 71=e&

2y

M

GAl 5 mEsPed= el
olgy | HEZ=o0 ]| o C— H|2
=2 FES8 ) WHES IS oo | sw | ommscs
Hs | 3 42Y o mEmo)
H=TTI
1 Body-1 LMEIAZ0|E KS D O % of, +43at 3
(2H) | (Aluminium oxide) | 0O X|O}AZZ
=Z2|7IHH|0|E
9 Body-2 (PEI | Eb i lt_) NS o o O] Fztd™ot gl
(2A)) Olyearbonate), | g ° X|OtAXX
A12|7H(silca)
3 Body-3 UZ0/LE M2k NS % of, +43a 3
Ex) | (Alumina Ceramic) | 74 2 X|O}AZZ
4 Cap AHQIZA X ASTM 0 o of, +43at 3
() (Stainless steel) F138 ° X|OFA xR
2 Z20| H71QIZ-AID ZTIOHHM o 57
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Monomer based on acrylic esters for manufacturing of CE
3D-printed Indirect Bonding Trays

g— ®
]
Leading manufacturer of dental materials for 30 printing |

Instruction For Use
( |

ijﬁmmﬂmlronomer based on acrylic
e D-printed Indirect Bonding
Trays. flmtvle_tm_mmﬂm_aﬂ_nmj inti s of Indirect Bonding
Trays. class | material and

CE-certified.

The following instructions for use are for dental professionals who ure
N

0 fa ST T k.
This instruction for use provi des also |n‘o"mat|o’ about safety
and envi entzl aspects, a safety datashest iz available on

m and at local dealers. In case more information
is needed about the proces! terial
contact the NextDent office. f this
document.

a monomer based on acnfic esters for
manufacturing of 3D-printed Indirect Bonding Trays. Suitable for printing
all types of Indirect Bonding Tﬂayﬂ.i} class |
material and CE-certified.

AIMME FFO| S7HAZAID FUAUAM o 135



= 20X (FRA=S Q) H1EHM32

g MEol MESHS Edol/| ol &S DXl =2=:ek7|7|AH

AZHe|0f tHolf MMM HMAlohk= A=

R o AEL] ASEA(wha)e D] Ao HeEE 2

710y FredElE AR AES &8, seh, A7), V1A B4

ol g3te] ofBA|(how) AR LA ek

Aol A Axzy 9 Aoh Fo Agse Qwrlrlel Yz
54 U A4 5 EPSHIA SR ASRAESHS YA A

71de Ayt

o AE AREAS 245 Sl 485 =4, set, A7), 71AA
897t 23 AREN OARA 7HERID 08" =% 5 &Y
QAFEAHEA(FU, Instruction for Use) @7|EHAZYZAAR =, A2
T 5 5 VR oldE AEgdth
A719 AEA® oo H5 % AHAHY a4 FEAZ H¢ 4%
AFQ 2487t 2gE ANE Al AEE A=E AES - s

136 e http://www.nifds.go.kr



A3y ¥R A= A

So BQlg 4 9t AREA, 3D ZULE o83l AxHE o
o] st ARAe] HAE AzAY 42 5 A2

228 AT 4 glov, YAz
Z 7

g
g, YAE AR, AR, AR 5= s dEyt

2 0]
T A

[

| A% AA AxT%

ol

i)
v
u

(o]

m A== B

" QA bR

" fHAE=E 5 =Y

m AR A(IFU, Instruction for use)

" A2 AR

"4 FAAE A=

=" 510K R9FA]

" 71EHH Ak& ol9]d AlES] AMEAE 2/5] A%t =E-skehE

(71 71A414) 2-8-4=)

DB Z2O| HILQUZAID ZEHHM o 137



GIIAL 1 RS NLLSbS oy Rt BT RS SN =

Az =3 AR Pokd flo A=EY DA Yeanchorape) HEF AT —EE CY2=%
(orthodottic anchor screwr o athodontic ming screw), 2 T B 49F 449, 48 5« Aa8=2s
FH0E §o &7iE30. 53 A8 oui2afe Alec] oy IEsD o8 T oEr5ld FHEe
e FFLE YA E A Bol A4SED ged od 4 4FE FYHAD U9 zAE o
2= 8= T dobdid HEHW FFTE Fhbore screw)® Al o Hobd I49 3ics
= HEE S8c] 28 Folshe FH0H UEUSE A5 £ s £4 M o] Bt
M=o

Y ETAFLAE 04T Aot TR AL TE-HIE fiEe] A BHT Ao} B 2R
7] HHEMde B BUESA €A g Aol TE A 4D T 1EYE Aa"
[BASR Bedets]l Archorspe Svstam e F| 2T T FEE FHAH 8= #Aoly o2 €= £
= eln RIEo] gl AolmA AeY T fiueih oldt A AN # 2L oilz=2R/=
2 Al 2384 FHEE dEE =EES ASH dold o= UFEEd #E DA fe AR
Py rEEC] 4G A4 €3 923 =TS TEE EHEE AAE F T = AEE
e F30EF TR EANNAY F AR AT o A =3 E oJ2=R4 =35
g8o]BE= oig= e Bo] qich

Age) Y8 Qo 1 N7k @ NEEA, Pl myse] 54 A
HHEAS olgdtel WHAL NFOEN BWA WX, Er
¥ Aote] ol% o] @A AIE W 4 A = nHY AT
et

138 e http://www.nifds.go.kr




ORIGINAL ARTICLE Q

Clinical use of miniscrew implants
as orthodontic anchorage: Success rates
and postoperative discomfort

Shingo Kuroda,® Yasuyo Sugawara,® Toru Deguchi,? Hee-Moon Kyung,® and Teruko Takano-Yamamoto®
kayvama, fapan, and Daegu, South Kerea

Introduction: In this study, we evaluated the clinical usefulness of miniscrews as orthodentic anchorage. We
examined their success rates, analyzed factors associated with their stability, and evaluated patients’
postoperative pain and discomfort with a retrospective questionnaire. Methods: Seventy-five patients, 116
titanium screws of 2 types, and 38 miniplates were refrospectively examined. Each patient was given a
quastionnaire that included a visual analog scale to indicate discomfort after implantation. Results: The
success rate for each type of implant was greater than 80%. The analysis of 79 miniscrews with a 1.3-mm
diameter showed no significant comelations between sucoass rate and these variables: age, sex, mandibular
plane angle, anteropostenor jaw-basa relationship, control of perodontitis, temporomandibular disorder
symptoms, loading, and screw length. Most patients receiving titanium screws or miniplates with mucope-
riostaal-flap surgery reported pain, but half of the patients receiving miniscraws without flap surgary did not
report feeling pain at any time after placement. In addition, patients with miniscrews reported minimal
discomfort due to swelling, speach difficulty, and difficulty in chewing. Conclusions: Miniscrews placed
without flap surgery have high success rates with less pain and discomfort after surgery than miniscrews
placed with flap surgery or miniplates placed with either procadure. (Am J Orthod Dentofacial Orthop 2007;
131:8-15)

nchorage control in edgewise treatment is an
A importani factor affecting treatment resulis. In
the traditional approach, appliances such as
headgear and intracral elastics are used to reinforce
anchorage, but it is difficult to obtain stationary anchor-
age even when the patients show excellent cooperation.
In the past. dental implants," miniplates. ™" and tita-
nium screws™ " were used as skeletal anchorage. These
materials can provide stationary anchorage for various
tooth movements without requiring patient cooperation.
Dental implants and miniplates have high success
rates and are strong enough to resist the reciprocal
forces of wvarious orthodontic tooth movements.'”

However, implantation of these devices requires com-

plicated surgery, leading to higher medical costs. In
contrast, titanium screws have advantages: the ability o
provide the same rigid anchorage against orthodontic
loads as dental implants or miniplates, minimal ana-
tomic limitations on placement, lower medical costs,
and simpler placements with less traumatic surgery. 0
Recently, miniscrews less than 1.3 mm in diameter
have been used for various orthodontic indications.' '
However, few human studies have examined factors
associated with the stability of titanium screws used for
orthodontic anchorage. ™ '* In addition, there have been
few human reports about the success rates of minis-
CTEWS.

Fear of pain is a problem because it contributes o
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™S, Inc
325N. Puente St. Unit B i
Brea, CA 92621 Qualty System is registered
USA 1o 1SO 80012008 and AS9100:2009
CUSTOMER P.O. . CUSTOMER PART QUANTITY LADING NO ‘SHIPMENT DATE
TMS111011 265 Ibs 00057859 1011812012
PART ON 041DC
TI CP4 Standard Grade Precision Bar - 0.2362" Dia.
Specifications: ASTM F 67 Gr4 Rev: 06
Size: 0.2362" Dia. +/- 0.00015"
Length: 8" +/-6" .
Chemical Report (Wt.%)
Heat crT cB Fe T Fe B orT OB NT NB Ot B TOE
H17831 -050 .051 .14 .15 .37 +35 .006 .006 <.08 <.20
Ti
BAL
(s Shipped)
Hydrogen (%)
0.0020
As Shipped Properties
[uTs# (psi) YS 02%#1 (psi) EL#1- (%) RA# (%)
116500 110100 : 24" 48
Hardness (HRC)
22
Material Data
Melt Source Malt Origin
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3 AA W 226 GPa EEHA 0145 GPa

#01 (HF 229GPe, BT} N.134GFa)

#02 (HT 227GFe, LT3} N.176GFa)

2.33% GFa | 2.289 GFa| Z.498 GFae BN GFa | 2.485 GFa 438 GPe
2.095 GFa 2042 GFa | 2.299 GFa | Z.230 GFe

2,230 GFa GFa | 2.198 GF,

2,461 GFa| 2.302 GFe | 2.071 GFe

#08 (BT L22GPa, BT} N.138GFa)

2.0284 GFa | 2.464 GFa

GFa

2.075 GFa | 2.264 GFa| 2.201

GFa

2.386 GTa 2 GFa
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s
2ass | 3010 | 260712

2.125 2822 343.008 =fg :
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1905 | 2619 | 2rn0s

ﬁl
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AR R I A A
e
3
[
-~
8

262.973

370742 |
468.22
[ BIBERT | g

287.902 | wAq
427.365 | ®SOr:

Sample 2
(Lot =

471.74.

295 680

277.982

. “364.023"“"
m=l
385963 | «Ag :
s | 25
2?-5.?34
...5-22.403

Sample 3
(Lot, =

RS TR R AR A R AR R R R R R Y

251.226

Sample 1 ) Sample 2 Sample 3

ALE 1. BEZI HEME (Sample 1, 2, 3 -&-3)
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#2 65,575 O -
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Fafigue limit 250 M
A (bending
1,375 N-mm
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313 #o]=]

1. General(> &)

Ihisfrt E%ﬁd m order to establish and confirm the shelf-lifs n:

and its packaging. It focuses the 3 years” lifetime of the stenlity

hd functions of MPSE m accordance with the =

-3
=
nyslgde) YAy 22 s 2File Noo Qstability)- 14y o2} [ E=]3kF 3d2z

[

. Bibliography(3+3 F4)
Thus protocol is prepared in accordance with the following documents.

2 583

nhy
rlo

Sge F05 B4 Huss

2.1 Clark, Geoffrey 5. Shelf Life of Medical Devices. FDA: CDEH, 1991, 1-24.
2215011607 : 2006  Packaging for terminally sterilized medical devices
2.3 EN-368-1 : 1997 Packaging materials and systems for medical devices which are o be
sterilized — Part 1 : General requirement and test methods
24150 2859-1: Sampling procedures for inspection by atinbutes — Part1:
Sampling plans mdexed by quality level(AQL) for lot-by-lot
mspection
2515011737-2: 2006 Tests of stenlity performed m the validation of a stenilization process
2.6 21 CFE. 80910 {a) (8) (T An expiration date based upon the stated storage conditions.
17 Eeich RobertB. etal “Accelerated Aging of Packaging: Considerations, Suggestions,
and use m Expirtion Date Venification”™, MD&DI, March 1988,
28 =222 REAG 449 ¥ Y Hold g slo] Ekel, KFDA, 2007.03
2.9 Protocol of Shelf-life PD  and 1ts packazing, File No. Q(Stability)-14, Mar.23, 2010

RMME EFO| 517HQUFZ-AD FEMUAM o 191
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3. Testing equipment(+] ¥ =] )
Same as the protocol File No. QfStability)-14 chapter 3.
3.1 Chamber — calibration report — Attachment 3.14
3.2 Becorder — calibration report — Attachment 3.24
3.3 Micro balance - calibration report — Attachment 3 34
3.4 Drying oven - calibration report — Attachment 3.44
3.5 Incubator - calibration report — Attachment 3 54
3.6 Tensile strength testing aquipment - calibration report — Attachment 3 64

3.7 Vernier calipers - calibration report — Attachment 3.74
3.2 Micrometer - - calibration report — Attachment 3 84

4. Target device(H 4} #5)
Same as the protocol File No. Q(Stability)-14 chapter 4
5. Packaging & sterilization (253 9 )

Same as the protocel File No Q(Stability)-14 chapter 5

192 e http://www.nifds.go.kr
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6. Sampling & Testing items(+] £# 3] 2} ¥ ¥

513 ol

Sampling has been adopted as n the following models and quantities in pursuant to the protocel

(Attachment 6 A)

A 422 AYHRIEDD =2 325 ¥Ia 422505 o1 9994

Model Lot Mo. Pes Date of Manufacturing
11003 o8 2010.03.04
D 021003 og 2010.03.18
031003 og 2010.03.29

7. Testing Results(4| ¥ 23}

7.1 Real life study Result for 36months(36 31 9 2}2) Z:] 2 E221¥)

AMAME EZ2O| F{IIQUSAID =

(=}

[ S

SHOHHA o 193



6/13 H o] =]

1) Testing and acceptance criteria (<] % ¥ € 215

Item Method Critenia

No break, spht, defect. hole,
extranecus substances at both

Appearance By bare eve & vemier calipers the device and packagmg.
Size - = Somm
Thickness : £ 0. 3mm

IS011737-2(Test of stenhity

Stenlity performed mn the validation of a Not-contaminate state
sterilization process)
USP20(=021=Water
Water confent o = 20%.
determination, methodIIT).
o Dy sample 15 mmersed m 3ml
Water binding _ -
. | PB5. After Ihr, wet weight of = 1300%
capacity _ .
sample is determuned
Trypsm Sample 15 meubated m 2000umits
P i Not degradable
Tesistance trypsin for 24hrs
) USP29(=&5=Bactenal endotoxins )
Endotoxin test = 20EU/ device
test)
] Fix the specimeni10 x 30mm) in -
Tensile strength ] = (0.05 N/mmm?
the grips. report strength at break
Tensile strength | Fix the specimen(13 x T0mm) m
the gnips, report strength at break = 35 Nfmm?

(package)
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2) Results Summary (33 399

A3y ¥R A= A

713 Ho] =]

(P:pass, -:megafive,  +:positve)
Diata
DU [
0 3 | 6 | 0 3 6 | 0 3 6 | fchd
51 P P P P! P P P P P
Appearance | 52| P P P|P P P|P. P P 714
35| P P P|P P P|P P P
51 - - - - - - - - -
Sterihity 52 - - - - - - - - - 7.1B
o — - - —— e - - -
S1| 534 | 335 | 428 | 410 | 386 430 | 473 | 328 383
Water content i ! R
o S2| 467 | 392 537 | 521 | 435 425 [ 534 | 515 © 3@ 1.1C
' S3| 3sa 427 | 365 | 532 0 512 591 | 483 | 570 501
S1 | 23810 | 21435 | 2187.0 | 24083 | 22304  21EED | 21240 | 21286 | 21580
Water binding A
_ | S2 | 13600 20542 20962 | 20783 | 20670 20625 | 20885 21320 awoa | 71D
Capacity(%a) _
S3 | 23000 | 23875 | 21240 | 20080 | 20154 | 20231 | 22675 | 21680 | 22435
51 P P P P P P P P P
Toypsin | i
; 52 P P P I3 P P P P P .1E
resistamce | | o 1
55| P P P P P P P P P
51 P P P P P P P P P
Endotoxintest |S2| P P P | P P P | P P P T.1F
5| P P P|P P P|P P P
Tensile S1| ooe | 015 § 009 | 008 | 013 ¢ 008 [ oao | 013 0 o0a4
strength | S2 | 043 | 008 . 009 | 011 | 010 . 011 | 008 | 012 . 015 | T.1G
(Nmm?)  [S3] 014 | 014 | ooe [ 012 012 om | oos | 00e | 013
Tensile S1 [ 4431 | 4808 4537 | 4001 | 2643 4845 | 2537 0 4330 4334
strength  [S2| 4552 | 4560 4038 | 4511 | 4768 4534 | 4878 | 4532 4859 - 1H
(Package) 53_ B . 7.
.. 3 | 4050 4886 4553 | 4577 | 40025 | 4501 | 2651 4703 4533
{I\.'mm}:] a a a a

AMAME EZ2O| F{IIQUSAID =
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QLHAL « 195



SO UZOLHE I
813 Ho]=]
Data
ren%) | e 1]
g T 12 18] 9 2] & § | 1z 15| Aached
51 PP P P | P | P | P
Appearance [S2| P | P . P | P | P | P P P | TI1A
si| P P P | PBP P P P
Stedlity | S2| - | - | - - -] - A 7.1B
G T o |- Cr- -
51| 214 | 583 | 527 | 219 | 433 | 419 | 442 | 578 | 442
Water content - | I — — 1 - ! - | E— L - .
o 82| 483 | 447 370 | 5540 sS40 554 | 310 0 444 0 310 7.1C
' 93| 350 | 352 . 365 | 510 | 5144 510 | 551 | 406 o 551
S1 | 21720 | 22208 | 21560 | 201840 | 22180 | 20730 | 23875 | ;T2 1202 10
Waterbinding | | — N _
o S2 | 22605 | 22708 21360 | 20040 23192 22960 | 20171 | 2393E 14080 7.1D
Capacity(™e) _ | ! N
S3 | 22702 | 21480 20833 | 20577 | 2003.B | 12625 | 24348 | 0692 11240
sl P | P P P P P P P P
IH'PSI.D L S ! | - | I E—
- 2| P I P P P! P! P PP P I.1E
resistance —_ e I ' — e
s3| P 1 P P P! P+ P P! P P
51 P F P P P P P P P
Endotoxintest [S2| P | P . P | P | P | P | P | P P | TIF
ss| P P P| P P P|P P P
Tensile Sl|o13 | ooe 014 [ 010 008 009 [ 013 00 QIS
strength  [S2| 013 | 014 010 | 015 | 013 | 007 | 015 | 013 | aoe | T1G
(Nmm2) | S3| 013 | 007 000 | 010 | 011 + 008 | 013 | 007 . 008
Tensile S1 | 4030 | 4006 4800 | 4516 | 4855 4505 | 4684 | 4348 4504
strength | S2 | 4498 | 4527 4523 | 4657 4909 4347 | 4719 | 4326 454 .-
Package) I P ; . R S 7.
i 53 | 4286 | 4557 | 2605 | 4685 | 4371 | 4483 | 4807 | 2014 | 4370
{h“m}:} 1 | 1 1 1 |
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A3y ¥R A= A

913 He]A

Data
| ————
) 24 7 30 36 | 24 | 30 36 | 24 | 30 36 | Aftached
1| P 1P P
Appearance [S2| P | P P T1A
s3| PP P
51 - - - - - - - - -
Stenlity  [s2| - - - | - - - | - - - 7.1B
53| - - - - - - - - -
1| 214 | 220 " 307 | 410 | 454 [ 403 | 442 | 476 | 41
Water comtent 1. |
- §2 | 483 | 516 440 | 554 | 580 | 540 [ 319 | 34e 34 7.1C
- 'S3| 350 | 381 335 | 510 | 542 | 496 | 551 | 584 530
51| 2181 | 2300 ¢ 2082 | 2192 | 2300 ! 2100 | 2188 | 2274 | 2072
Water binding | | |
o | 82| 200 | 2195 . 2018 | 2062 | 2183 , 2010 | 2100 | 2204 . 2011 71D
Capacity(®a) | !
53| 2208 | 2339 2133 | 2003 | 2112 | 1845 | 2243 | 1357 | 2140
_ 51| P P P P E P P P P
Trypsm . _
N 52| P P P P F F P P P T1E
Ieslsance .
53| P P P P P P P P P
51| P P P P P P P P P
Endotoxintest |S2| P P P P P P P P P T.1F
3P P P|P P P|P P P
1) 014 | 016 020 | 011 | 013, 013 | 006 | 021 014
Tensile strength 1. ;
. - S22 o019 | 017 022 | 016 [ 015 0 001 | 003 0 023 006 171G
Nmm) | '
53| 021 019 - 018 | 019 | 021 ¢ 018 | 004 0 017 0 008
Tensile strensth 'S1 [ 4384 . 4452 4525 | #4 . 2408 . 4482 | 4553 . 4520 4594
(Package) 'SD | 4641 | 4500 4583 | 4614 | 4581 | 4635 | 4758 | 4726 ' 4799 71H
(Nmm2)  |'S3 | 4667 4635  47.08 | 47.19 | 4586 | 47.60 | 4510 | 4477 | 4551

7.2 Accelerated tme study REesults for 18months(18 =4

1) Testing and acceptance criteria(4] 8 ¥ # & 2|3
Same as in the chapter 7.1.1)

A Sh54Y 2
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1013 He) 7]

A 8953 -85S 110 e
2) Results and swmmary(3d 34 82k

(P

pass,

- :megative,

+ - positive)

bt | | e ] | =
7 T T T 7 T sd
3 & 9 12 18 3 9 12 18 3 & 12 18
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- C20010.01 YAX|UZUEHE [3]
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- ASTM F13801 XEret RIRMR DS OIS 927)7| £ 1 B2E8
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- C20030.01 XUZYSHEIFHA [3]
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- AMS(Aerospace Material Specification) 2488D : ElEFE(E&)Y
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Design and Development

The drive to bring :l to market comes from market demand for better restarative

materials, Amalgam was popular in the past for core build-ups, since it is a strong material. However, the
retention is mechanical and inferiar to a chemical f mechanical attachment of composite core matarials.

Composite core materials are much easier to wark than the older materials giving the dentist the ability to
make hetter core build-ups and crown preps,

|:| is @ dual-cure/auto cure, fluoride releasing, resin composite material designed for the direct
fabrication of core build-ups. Build-up materials are designed to support remaining tooth structure
cempromised by prior carries and the effect of the cutting procedure required to prepare for the su bsegquent
prosthetic restoration, Tooth shade resin composite materials have effectively been used for this procedure
far nearly twa decades.

The automix feature of the system insures consistent and complete intermixing of paste/paste components,
This feature offers a superior advantage in handling cver manual mixes of paste/pasts COMPOnEnt systems.

In addition, the composite is also offered in a convenient hand mix, screw syringe format for those dentists
desiring an economic alternative to the accessories of the automis systems. Consistent mix and predictable
material behavior are assured by the controlled expression of the base and catalyst components via the
screw mechanism of the respective manual delivery system.

Physical test data indicates that the predicted clinical mtfnr@will fulfill reasanahble
clinical expectations for a composite core build-up material. was tested to 150 4049
standards fo i torative materials and exceeded all the minimum criteria for those materials.
.ﬂ.dditlunally.{TF was originally introduced to the United States and Intermational dental markets

in 2001 and has a successful history of clinical perfarmance throughout that time.

The preperties desired during the design process were similar to existing materials, while maintaining the
product as an easy-to-use dual-cured material,

In 2007, | was intraduced in an automix syringe format. This again was due to market
demand, The syringe is less invasive and cumbersome than the cartridge/gun. It also fits nicely into smaller
hands. Today, the automix syringe format outsells the gun/cartridge format,

The product information listed above for_________ Fis true to the best of my knowledge at the time of
signing.

signature: |hbmwi“’\

A . _
Date: 1¥in ¥ 123
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ZMME EZ0| ${7HQAUZ-AID ZJIQOHHAM o 215



= (29X (FRA=S Q)
12. YA 2t Xz

O=z7|7] o/tE Flgh YLAEU AEEH= 2=7]719
I.

LEMS ZHEl| 5t MRS iy
Ol siLIol SHSO{OF BiCh 0] Z2 1, 253 °IE7I7| o 2

0] AlFet A7 |20 Al Atz

QEXIZEA 1 WES A5 AAIZIEO A0

2717 YA HETIE(A=T7IY AAAE]
Olot0] HAleh A2 HHEE= Atz

3) g 9I§7|7|01| CHote| ZMR=/L7|-H(OECD) =2lE=0 5
g7t AR et N=22A oy 8%
S2lof

TS FIYS SE7IH0| HSZOf

A K2
L. 7429 sfgote AR CH2O) AfE ESfsiofof sirt
1) QA e
UMM CHZO| MBS E3HHOF BiTH

o
) WERf] MFIIZE, HeZIE U SHS LK 4
I o27PIe) S

=~ o
52 ZEXOoR 1125l SHKOR ENGHA| Gt

216 e http://www.nifds.go.kr

Oz ANget A==A OF
820

=
Do =
—_ — O)

LT 7 e

H292)0



44

A3y dF A=

)

o

=2
[S)

Al

=

=

17}

& 2A=z7|7|

=l

|

[ |

(s

0f142)
Ch) HIZA
2f) BEAIRO ]2

==
110

EH
=

1K}

(|

(s

sioi, 0] @2 I

)

St
[}

o
N

=

A
T

s A

A
T

=j0joF BT

I.

(<)
=

S0 &

| THer Af

S
Ulo

040
il

b=

=

=

<IN

<)

P

At==2 1 EfEH0]

M2 =UHUAN R2|Let

=
10l

[ |

(<3

20|
55

=

o

o
T

22
[m= =

AN

(@)
Of A=A

ol=7|7|9
o]
A

t

—
Q240|

tO17t

I3

UN

.l

Sl
}.
Q019
—

71
1S

S
&

~
o
87t
d
tO]
| =X
-1 1

—

Lt)
|

3)
)

1

Ck. 71t

UL

<+
ol
ol

ofn
<
Tl

H= ga9z7|7|9 BR0=



_ OJAIAIBlo] W3F AFEE ol 7|7]9] obAAl W 9/AS =Wl 95

e gom AP A=Y

2 579 ¥uH AAlf vA= FAA fsidel ¥ =779
ol F5371E AAske AEFH 5 AFAEFIE AW
ot= 3liig =71717F obd =7I7IE YuistH F537HE Adske
gg7171¢t &S 4Solor &) WA Bt A=E AEche=
Aol 7Fsgyot.

-, 3, 4 53 9717l A miAle FAE el w2 2=
717191 sigsh= HE, ARl Bt Akme sig AlEol Wi Am=
Al &stelof .

. BAEHNE717HOECD) S]¥=ol 371 Al AlE= B7H A

B AR2A G AF E: PR 7 ARE 94U 5871w

A|Edrol £01519 S-S IoIst A7 FL= ol FE%H XHEE A =T

73—?‘7
- AAF A} 972 7]7]of dist YAAISo] TSk RFgojojof e YAHA
o]4o] 9JLo] Q=& I EfAo] Qliy Ty AL o=

SCI(Science Citation Index) =& A& A|&3t 35 sid Y=71719
A=A Higt A Folido] S UST= AREA I EAo]

o M

Aot JHEE= G- ol AF
- SCI Expandedol| SA1E A&
Eiasi=g

ok

& e

13|20 ARE Az 9lgskA of

o

Lok

218 e http://www.nifds.go.kr



A3y ¥R A= A

. AAo] 2| A3E A 7|

= o “ -
=717 YA BT (AFYFF/A Aol ofste] AAIE
ARt PGATIE, S4AS, SRt AT Zaslor Ty

FEEZ oohH ook WEof VIEste] A ool e US

slof gt

W= 8AE7HE AA] Aol F)l wet 9271719 AT AR
HolF 4 o A9 EL FAHOR HY 9=slv|d] HeEE Uxz
YA AR AZo] Basthy sk A9
GRS oz o QAT Bt AuE Aok Tt
4 gelo] It Wad YL o FH7
% gyt dEAoR, gt sRaty Xjol, ‘HA
5 APEWO] Kol ARG AFIF Kol AL
ol

A
ol digt AFZE Aol A "S- digh AFE Aol
1 o)

i}

o

S
=

x2

s
o

I oo

ES
]

ANME Z20| HIHQIZ-AID ZIIOHHA o 219



2712 £5t

¥a PSS

SAH wald, 4384,

2 T 0{0F

e 1S

olz7 I 7| 9|
H1Z o
E7{|51K

[MERte] M%7|1Z OfAl]
(1) 18K 04 75K O[5te] K3
3t HQI0IAO] Off Al

Z2&5S JIN0F et

—_

7h RFZEEZE (pocket probing depth) S™A| 7IHE0A 7mm
Ol4
(Lh) MO 5iLte] = (bony wall)OlA £=Z1Z2 AXO0| 4mm 04
(Ch) ==Al AXRZE OPHE &Fs| sl =28t ZaxxS 7t
4%

YA AR 0N ZEE9] 7IXEIt A2

—

220 e http://www.nifds.go.kr

Ha
all
2
P
Ll
rir
Ral
A

oA 3mm O &

MU



20y

A3y dF A=

NENETE)

ANs89  &xPt Ol

00|

6

(5) MAX|FIEEXIS (full mouth bleeding socre; FMBS) 3! &9t

L

s}

FMPS)Z257} 25%0|

X|EiX]2 (full mouth plaque score;

[ZIEAS] HQA7|ZE GIA]

£ AI8dliOfot=

LA

X0l Oy

(1) X%

ol LIt

HH

110
=<4
ol
K0

~

Ab g DAL A7t

od
KI0
<
ol

A

S

(4)

Of 0ot =0l THE 2=/[7]2

(=3
=

(6) ZZ 90 OJLHOf Ef YAl

Ok

ol
U

>

oo
0

oju

ol
oK

LHr
Ko

OhU

oll



® IR 4 SO4ES 5% 0512, WAL 80% OlACR 510 A
BITH 0% 77t 8 F2 1 AW Yol ME 1ZT A0| Y BHE
W2 R +2 AYSICL O1F 7t g Z20ls TRAKO T1Y

%) OSA = AR UXZHE (primary endpoint)E OE X|HZ SH=X|0|
et SebEICh E£5t HEE XFZA MMREXe 7|tX7L o Hx
E SO me2t g2t & QAo Mt 2 Ao

== O
2ot Ljgkt == FA X0[7 & 4 UG

2
Pal
=
El
2
0z
=
oo
oE
n

_|

’ |
of, YSAPS = H ATY YSH 2R S=¢t #/t 2L 00

222 e http://www.nifds.go.kr



A3y ¥R A= A

M2 QIHE  AEER =4 SIXE jMNo=Z
3717|121 MFDS-A-membean0| CHZE7|7|21 MFDS-B-membeanedi|
Kt

R84 B} wsrs 67

T

t o ARV1719] e71E AI-S| SZ2E =0 Bl

uc : HHZ71719] 6718 AI™e| S22 =0| Hetd

- 5 HIYEN 4%t

=0 O

it = M= LY o

[20°][Zo + ZgI
(- po) - 6F

% QPNFURA L TR

0 UMAI™OXIRIZ AMAIES A2 HAZ ALK UMAES Soff P IX}
St= ZotE IfsiHoz REREE £ Qe EE20=2 AMAIES =SX0
UEE XNESH OARIS ALESIH UMAIEES +E6H0{0F ST AMAIH
CIAFRIOIN 20| ARz HaAH|(Parallel Design)2t wXHEA|(Crossover
Design)il CHSt WE2 (H 1)

Yot HEiotd 1 2 YA
=H0i| M=t o2 P

o
Rl
S
o
R
et
1>
|.|'|
;
ful

%= OARIEHI2L CIE0 HEZ £

238 721 axoz
E (@)

ot E1E|010F ST 7I$&*, =2

nx
El oX 0P
|.|-|
r=

o
0o
0z
mjo
n=
>
ol
E
=2
=
_|
<
o
Ho
}i
4o
=2
rir

o 22l 74001|”J 61%5|010F
= Fel7b Glof0F ettt G =

?l, 58 K& S0| SYsHoF ettt

0=
0z
mo

)i
z

Q'I_I
1
|.|-|
e
|O
T
=
rr
o

RDME ZZO| SI1QUZ-AID ZFIQOHHA o 223



oT

710

9l

=]

5

o

Al
b AL ASH

2 7to] Hlmo}

O|A}

Oo
oIS
EESLY

=

2t
[HEE Ag7|7| ME2

.|

[

g d=/17|1E HH5Ho

| 17t o2l ©H0l Uen, o=717|9

=
(<5
[== ]

5

H|WIA|
A g Al

’

YE2 oid A=717|9

g A=7|7|
°
M
=

1
ze
A}

=]

]
|
1

(]

[

[<]
O
[

S

[<:

¥

A
Xp7t 274 0]
Al

I.

o

4

S
=

2

A

O|A}
=
oj
=
(0]
[}

L)
= 1

C}) BIWA|

ioll

=

KD
mujn

ulZpEA

£ OE X2l Al

7t 0l&9l Xz

ol

| X7t

—

=)

Ab LHOIIAT S| Bl 7t
AfZrol 01y MA

O

7

(==

5

(=]

7101 &S
N
- 15

oMol Oeis

of CH

o of=iE

=
110

$

A=

(5

o

ol

F

~d

7|7t

I

~d
T

b2
HLt

S
|_

- Tl v.s WAMIA -
=S
K}

of 2

A
(=

At7t 274 Of

7|

(==

(<

I

9

o

—

—

4

o
O

FARAUZEH 2 I

==
1o

IH

g9

224 e http://www.nifds.go.kr



=) &

D AMAIR 7|7F SO AMARE ARV|719 REY H oY, HIE SO
s & + U= OE 9|E7|7| E= 9UES Al AB2 SA[etit
CHor, Oeditel X=2t #2|X A S0 o f—?‘—% | oAl CtE 2=7|7]
E= YUEE MESH He 4*0s 1 MEUY Q=717 85 9,
A=A, ABAIZE S)8 7ISot0{0F it 0] 7400“h LA Z 0o
AN H2/ZE HFEE HESHH ZHot=S ol 1 27t wetse=
EfESHOF ST

O BESE, SWHS, YNTAYS, ZHIIF L BAY
% DA YEU0 M2 TEADY|E LSS UMZAE HEZARHS
A Bt
- BESS U YNTAL FSEY o)
VRIS
Phase Screening | FRIINY | Visit 1 | Visit 2 | Visit 3 | Visit 4 | Visit 5 | Visit 67 | Visit 8~9 | Visit 10~11
Agag

HE/HWIE G5 B

S 35

[E=
—+!
ol

M)

xS

ol | 1>

X
)
)

[l T

OEE | utot

12N

= | B+ | oM |4

>
=i
>
=

>

02
M
= | ozt
<0

>

ox | k4 | ox
ikl
= I
o=
Efe)
H1
o>

>
0
o

1
=2

o
ox [Jo | [dx | > |

o
1
=

o | O
=

=

i

o | —

=2

Z2HE EZ9| 57kQUZ4AlN

(=}

Z3IOHHA o 225



AlEOrEOtHE I
(1) QIFsHN ZAL MY, L0], weHF XQf FA, AHEHY
(2) EHES: HQ, oot
Q) "= Yl TSQN HEZR SEM MESH AMEQF SHZAS, U2X|, HAX
ALZH0IE E8 E 5.
(4) N=™ M. AA NS, X|EE=
(5) X|Z=MEH =H: pocket probing depth, XILEIE, £XIX ZAM B ZAM 2
7INES9| XIZAENO| CHSt baseline H7t
(6) XISAE) AAL =22 X HIt, SE9| HIt
(7) YUMA™ m™7}: Clinical Attachment Level (CAL)S| B3l pocket probing
depth H3l XILEZ9| H3l bone growth, ®2f ZAAESN Al==2
MR BE9| Hi=
(8) HIAMM EHA: X|TLTH HIAMM APE EHA
(9) 7|El A=EEE RF, A=, SF8 AMRE I ItsH
Hh SEY WIPIE, Wk o A
® 254 WHIE
o 9=71719| YMAR ME FES(REYN) Wie LRSS H/iHso|
d8H/P|IECeE HHEMN EE Q=778 MC=Z AT I B0
UMAAAIO| ARZHR|0| [ME Hs TIIE 6t OIxt X F/MHLE
HAlote] 2t LatAAbet= 2 ZARIHO et 2 4sEHIIE Aldotct
O Xt &4 ot AMARS 582 WMoz AUEE £+ U=
FEH HMEE XAt
O O|xt fEd FutHa UXt Rad H/MHS 020 BE7HMe= 240l
OtIAt o= MEE MAISHTL.
® 25N Tk
R IS AMAIR 7|7ts0 UXH/O|Xt R&A HI7HHS0| Cist
A=t 7O HIWEMEIHS SAMOE EfIotA MIAISHTH.
= SHEAM0| oSt T
SHSAYUHN OE SAN M0 Ciof HIEY 7|&2 MAIHT

226 * http://www.nifds.go.kr




A3 A2 AR 2y

O
Rl
i)
0f0
oo
' U
i
m
lo
0x
OH
rwlru
0
N

1270, 2949, 3

fu
FloiMe EEetE 4 W YARIAREO| FHEC

% 0[RS CHEH QI BIPIE
OIMEIS(OIQIRIIIINS, H2ABH O|MEIS/0MQIRIIIRS  EENQ)
SPA| REE 712E o) HSEE AISEH 7t Sofof Sio, oAt Sof
et OjrN AANE YMAIHE 927|790 QMBAS WIS
SA7IZMOl JISI0i0f BITh ML OLABISH CHEt YMATS
o|2717|9f] QUMTAO| THEr TIHTIES HAIGIOIOF BtCt.
%, OIMA mILI|E
OS5I SIS U OEISO| WS B3ES Bl SAIZAOl
ZIS3{00) S0 1 BPIEE AL
1) BE o5 X8 U Oy
OtMA T HxT) =L
2) QPN T} HAE YUAIHS QJRIIVIS SHOIRIE AIZE EXIS
HAOR EEE JIET SYsHH Tk
® OFXY TIpY
YN0 FIE B TEKO LeE DE 9xg 9 ouse
LIST} HIEE YMAES ORT|7I0Ke] Gk Ol T=ol0] SAPIZ A
JEs 1 9mNE WS WA omH Wi- wag
OllRI IS, AMAIEE olzlvletl SiE0] QU= OpAUSol
wRbls SO et AEZl CIXZO HILEIIE A3t SAZAYHL
BIPIES HASICE,

ADME FFO| SIHAZF-AD FUMHAM o 227



= S GIAl

I

N
&

0l

(Al

B | ny
kS
00 | O =
& | of
N
or| ®
00 | St
R0 ol
Bl 0
=
Hio
xlE )
N
ROl o
B <
<
0r
100
e 0|
Ko OO
o | Oor | o
l__n_ __OO __OO
H
KIr
=3

§ BIrE ilAl]

gl

of

[

E

Ealll

Bl

XHO| x7| =XX|9}

ot

Z2H0]| t-test=2 H|W ST

I}

o
T

[=E |
=

A A

F

=l

A3

Ol

PN [l
(=]

paired t-test=

2 chi-square

test2 2ASICE

228 e http://www.nifds.go.kr



A3y ¥R A= A

U 2d=e| AT SOl ugh AtE

= (29X (FRA=S Q)

13. 21=9 METE S0 Het A=

g 2@717| EA Ot MA E22 = 4 A== 2t =k
NSO B KA 920l E To piEY. Ale Al wad
x Se|x| Y=

g, Mzxol7t 39 St ZEE Nz, MEZ0A AL

1 9l3o] A8RAFe] Tk ARE o B8 Zsto] AzAelA 24
- 7 F7ke] AgARe] Tt ArA o= me E: FrtA
- AHgA BIE BAE
- Az 149 S waE A

- A2 AREER] b= HS I AR
2. Q=57 A%
- )= (510K (K000000), 1999.10.5) o gt AR =

- WAE, 2, dst A8 F 5 AxY 2R

3. Ab8A B HAE 1 chAzk A8 i ARz 5]
BYAA, 44 24 5)

4. Az A9 B3 B A7 ¢ G AEl il vt S 5

A2ME Z29| ${7HQUZ-AlD ZBHOHHAM o 229



5. AzFOIN ASEA SR AR AlEAR] AFgo® Azo] okl thE
A S WA AR AR 5

¥ I AZRAACNA A AF I A=A IR A=mE
A7@I71E Y48 Fristuxt & B, go) AEol ot
ARE A& 5 Jen, 244 5 v A gdd AR

% 4 et

W L oo

2,

230 e http://www.nifds.go.kr



AR
- [

g ", DEFARTMENT OF HEALTTE & HUMAN SERVICES Puahiic Henli Service
£
£ C Vo and Tyug Adimissmalion
-q.‘h |“'HH-N|’:A' "Jlrl.,ﬂ“l: I|'l.-¢'~-|.
Ty Silver Spring, ML 204650
Cortiflcate No. 4317-8-2010

CEFTIFICATE TO FOREIGN GOWVERMMENT

In order 1o aliew the impertation of Linived Statess products into foreign counines, e ULS. Food end Dk
Acmirstration [FOA) cartfes the folowing indormation conceming B produci{s] io be esported Fsted

[al= 1t

Hame of Product|s) Mame ol Manutaciurer Distributor Address
Saop Afachad List

(1 page)

Tha produclie) desoribed abova {and he manuiaciing/disributon sitels) which procuses/istribues it)
iz glinjactin the jursdicion of the FOA under the Fedanal Foed, Dnag, ard Coamaetic Act.

i |5 cesifiad that ;e abave procuct{s} may ba merkeled in, and kegaly exporhed from, tha Unded
States of Amesica o this ims. Tha manufschaing pantis] in which the productis) is produced &
subject lo peiodic inspeciones. The last such inspection showed thal the plantis), at that frme,
anpasred i be in subsiantind compliance with curram gocd manulachiing pracice reguiremaents for

the prichcisds) lsksd abovs @ MJ,

Chester T. Rgnclds

Acting Depuby Direciar,

Diviszon of Risk Management Dperations
Ofica of C o planss

Canter for Devices and Radiclogical Haalth

This cartificats expires 24 months
from the date natarized,

COUMTY OF MOMTSOMERY
STATE OF MARYLAND

Subesribod and swam mhammma_mﬁmmmzmﬂ yeai

C_catfen.. p/ psr

ZAMME EZ9| §{I1QI2-Aln ZBHOHHA o 23]
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é‘ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Sarvice
s
Food and Drug Administration
9200 Corporate Boulavard

Rockville MD 20850
AFR 17 2008

Ms. Donna Marie Hartnett
Assistant Corporate Counsel

Re: KO603635
Trade/Deviee Name:
Regulation Number:
Regulaton Name: Cy Liner
Regulatory Class: 11
Produet Code: EJK
Dated: April 03, 2006
Received: April 05, 2006

Diear Ms. Hartnett

We have reviewed vour Section 3100k premarket notfication of intent to market the device
referenced above and have determined the device 1s substantially equivalent (for the indications {or
wse stated o the enclosure) (o legally marketed predicate devices marketed in interstate commerce
prior o May 28, 1976, the enactment date of the Medical Device Amendments, or 1o devices that
have been reclassitied in accordance with the provisions of the Federal Food. Drug, and Cosmetic
Act (Act) that do not require approval of a premarket approval applicaton (PMA). You may.
therefore, markel the device, subject 10 the general controls provisions of the Act. The general
controls provisions of the Act include requirements for annual registration, lsting ol devices. gooil
munulacturing practice, labeling, and prohibitions against misbranding and adulteration

I vou device 15 classilied (see above) into either class 11 {Special Controls) or class 11IPMAL it
may be subject weosuch additional controls. Faisting major regulations affecting vour device can be
Tound inthe Code of Federal Reaulations, Title 21, Parts 800 10 898, In additgon, FDA may publizh
further announeements concerning vour deviee in the Federal Repister.
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Materials for the current using status
T
Name of Country "';:; of vm?:::'::da“ WIET:EME In:::'l.;:‘llm .I intended use usage remarks
ARGENTIMA 2010-03-17 2012-02-18 20 See Instructions Ses Inst;l-.u:tims
ALSTRALIA 2012401-23 2012-01-23 39 See Instructions See Instructions
AUSTRIA CE Marked 2012-11-16 L See Instructions | See Instructions
AZERBAIIAN nfa 2013-06-13 o See Instructions See Instructions
COSTA RICA nfa 2012-04-02 4 See Instructions LSee Instruckions
DEMMARE CE Marked 2012-03-16 o] See Instructions See Instruections
FRANCE CE Marked 2012-04-21 1 See Instructions See Instructions
GUATEMALA nfa 2012-03-30 395 Seelnstructions | See Instructions |
HOMG KONG nfa 2012-04-18 20 See IrEEructi.nns See Instructions
INDIA nfa 2012-10-02 175 See Instructions See Instructions
ISRAEL 101].-III3-31_ i 2_D].2-Elﬂ-7_'l L S;e Imstructions See Instructions
ITALY 2010-10-28 a0 12-01-24 85 See Instructions Se.E Instructions
MALAYSIA o n.f-a o H012-05-22 30 See Instructions Sae Instrections
PHILIPPINES nf'a 2012-05-22 10 See Instructions See Instructions
POLAND CE Marked  2012-01-24 12 S Instructions See Instructions
ROMANIA CE Marked 2013-01-17 12 See Instructions Sae Instructions
SOUTH AFRICA nfa 2012-01-16 3 See Instructions .See Instructions
—_?!':R-IEI- CE Marked 2012-07-02 3 See Instructions See |nstructions |
| haiann || 2012-01-13 2012-05-23 15 Seelnstructions | See Instructions | |
TURKEY CE Marked 012-0209 | 150 Seeinstructions | See Instructions |
UNITED KINGDOR | CE Marked 2013-06-04 1 See Instructions Soe Instructions I
VIETNAM | 20130104 2012-03-28 12 Seeinstructions | See Instructions |
I certify that the information listed above regarding Premier's sales af‘ in international markets is based on
customer purchases and was prepared | ta the best of my knowledge.
| .
Signature: | i.@[(@ddf
pate Ll 31303
A2ME FF| S17HQUF-AD FTUALHA « 233
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1 11O 3107:2011 Denhstw —-- Zinc oxide/eugenol cements and
zinc oxide/non—-eugenol cements

2 |ISO 4049:2009 Dentistry —— Polymer—based restorative materials
Denti —— Pol - ' fi

3 11SO 6874:2015 entistry olymer—based pit and fissure
sealants

4 11SO 6876:2012 Dentistry —— Root canal sealing materials

5 [ISO 6877:2006 Dentistry —— Root—canal obturating points

6 |ISO 7551:1996 Dental absorbent points

2 11s0 9917-1:2007 Den’ustry_ ——_ Wa‘_rer—based cements —— Part 1:
Powder/liquid acid-base cements
Denti -— Water- —— Part 2:

s |1so 9917-2:2010 en.‘ustry - ater—based cements art
Resin—-modified cements

9 |1SO/TS 11405:2015 Dentistry —— Testing of adhesion to tooth
structure
Denti -— Test Method for D ini

10 11s0 13116:2014 en.‘ustry - est Met .Od or Determining
Radio—Opacity of Materials

11 |ISO 15841:2014 |Dentistry —— Wires for use in orthodontics

12 1150 172542016 Dentistry .—— Coiled springs for use in
orthodontics
Dentistry —— Polymerization shrinkage: Method

13 |ISO 17304:2013 |for determination of polymerization shrinkage of

polymer—based restorative materials
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14 11S0/TS 17988:2014 entistry Corrosion test methods for denta
amalgam
15 11S0 21606:2007 Dentistry .—— Elastomeric auxiliaries for use in
orthodontics
16 |ISO 24234:2015 |Dentistry —— Dental amalgam
Denti —-— Brack f [
17 1150 27020:2010 en‘ustry. rackets and tubes for use in
orthodontics
Denti —-— Adhesion —— Notched- h
18 1150 290222013 entistry dhesion otched—-edge shear
bond strength test
19 |I1SO 4823:2015 Dentistry —— Elastomeric impression materials
20 |ISO 6872:2015 Dentistry——Ceramicmaterials
21 |ISO 6873:2013 Dentistry —— Gypsum products
22 1130 74912000 Den’Fgl materials —— Determination of colour
stability
23 [1SO 9333:2006 Dentistry —— Brazing materials
Denti -= ibili ing —— Part 1:
24 |1SO 9693-1:2012 entistry .Compat|b| ity testing art
Metal-ceramic systems
Denti -= ibili ing —— Part 2:
25 |1SO 9693-2:2016 en‘us‘.[ry Cgmpat|b| ity testing art
Ceramic—ceramic systems
26 11S0 10139-1:2005 Dentistry —— Soft Ii.ning mgterials for removable
dentures —— Part 1: Materials for short—term use
27 1150 10139-2:2016 Dentistry —— Soft lining m_atenals for removable
dentures —— Part 2: Materials for long—-term use
23 1S0 10271:2011 Den’us_try —— Corrosion test methods for metallic
materials
Denti —-— Pol - [
29 |1S0 10477:2004 entistry olymer—based crown and bridge

materials
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30 |ISO 13017:2012 |Dentistry —— Magnetic attachments
Dentistry —— Dental furnace —— Test method for

31 [ISO 13078:2013 |temperature measurement with separate
thermocouple
Dentistry —— Dental furnace —— Part 2: Test

32 |ISO 13078-2:2016 |method for evaluation of furnace programme via
firing glaze

33 |ISO 14233:2003 |Dentistry —— Polymer-based die materials

34 [ISO 14356:2003 |Dentistry —— Duplicating material
Dental materials —— Guidance on testing of wear

35 |ISO/TR 14569-1:2007

/ —— Part 1: Wear by toothbrushing

Dental materials —— Guidance on testing of wear

36 |ISO/TS 14569-2:2001 |-— Part 2: Wear by two- and/or three body
contact

37 |1SO 15854:2005 |Dentistry —— Casting and baseplate waxes

38 11S0 15912:2016 Dentis_try —— Refractory investment and die
material

39 11S0 20795-1:2013 Dentistry —— Base polymers —— Part 1: Denture
base polymers
Denti -—- B I —— Part 2:

40 1150 20795-2:2013 entistry | ase polymers art
Orthodontic base polymers

41 11SO 21563:2013 |Dentistry —— Hydrocolloid impression materials

42 |ISO 22112:2005 |Dentistry —— Artificial teeth for dental prostheses

43 1150 22674:2016 Dentistry —- l\/IetaI_hc materials for fixed and
removable restorations and appliances

44 11SO 28319:2010 |Dentistry —— Laser welding

45 |ISO/TR 28642:2011 |Dentistry —— Guidance on colour measurement
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46 |ISO 1942:2009 Dentistry —— Vocabulary

47 1150 3950:2016 Dentistry —- Designa’_[ion system for teeth and
areas of the oral cavity
Dentistry —— Application of OSI clinical

48 [ISO/TR 15300:2001 |codification to the classification and coding of
dental products

49 |1SO/TR 18509:200 Digital codification of dental laboratory
procedures
Denti -— Requi I f ificati

50 1O 16059:2007 ent|§try equired elements for codification
used in data exchange
Denti -—V lary f [ impl

51 11SO 16443:2014 entistry ocabulary for dental implants
systems and related procedure

52 IS0 1797-1:2011 Dentistry —— Shanks for rotary instruments —-
Part 1: Shanks made of metals

53 11SO 1797-2:1992 Dental rotary |nstrumgnts —— Shanks —- Part 2:
Shanks made of plastics

54 1SO 1797-3:2013 Dentistry —— Shanks for rotary _mstruments --
Part 3: Shanks made of ceramics

55 |1SO 2157:2016 Dentistry —— Nominal diarheters and designation
code numbers for rotary instruments
Denti -— Root- | i —— Part 1:

56 11SO 3630-1:2008 entistry | oot—canal Instruments art
General requirements and test methods
Denti -— E ic i -— Part 2:

57 |1SO 3630-2:2013 entistry ndodontic instruments art
Enlargers

58 11SO 3630-3:2015 Dentistry —— Endodontic instruments —— Part 3:

Compactors: pluggers and spreaders
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Denti -— R | i —-— Part 4:
59 11SO 3630-4:2009 en.tl.stry. oot canal instruments art
Auxiliary instruments
Denti -— E ic i —— Part 5:
60 11SO 3630-5:2011 entl_stry ndoc_jont_lc instruments art
Shaping and cleaning instruments
61 11SO 3823-1:1997 Dental rotary irjstruments —— Burs —- Part 1:
Steel and carbide burs
62 11SO 3823-2:2003 D.ehtis.try —— Rotary bur instruments —— Part 2:
Finishing burs
63 11O 39642016 Dentistry —— Coupling dimensions for handpiece
connectors
Denti -— N i f
64 11O 6360-1:2004 | entistry umber coding system for ro‘Fary
instruments —— Part 1: General characteristics
65 |1SO 6360-2:2004 Dentistry —— Number c.:oding system for rotary
instruments —— Part 2: Shapes
Dentistry —— Number coding system for rotary
66 |ISO 6360-3:2005 |instruments —— Part 3: Specific characteristics of
burs and cutters
Dentistry —— Number coding system for rotary
67 |ISO 6360-4:2004 |instruments —— Part 4: Specific characteristics of
diamond instruments
Dentistry —— Number coding system for rotary
68 |ISO 6360-5:2007 |instruments —— Part b: Specific characteristics of
root—canal instruments
Dentistry —— Number coding system for rotary
69 |ISO 6360-6:2004 |instruments —— Part 6: Specific characteristics of

abrasive instruments
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Dentistry —— Number coding system for rotary

70 [ISO 6360-7:2006 |instruments —— Part 7: Specific characteristics of
mandrels and special instruments

71 [ISO 7492:1997 Dental explorers
Dental rotary instruments —— Diamond

72 |[ISO 7711-1:1997 |instruments —— Part 1: Dimensions,
requirements, marking and packaging

73 11SO 7711-2:2011 Dent.istry —— Rotary diamond instruments —— Part
2. Discs

24 1s0 7711-3:2004 Denti.stry. - Diarﬁond.rotary instruments —— Part
3: Grit sizes, designation and colour code

75 11SO 7786:2001 Dental rotary instruments —— Laboratory abrasive
Instruments

26 1150 7787-1:2016 Dentistry —— Laboratory cutters —— Part 1: Steel
laboratory cutters

27 1130 7787-2:2000 Dent_al rotary instruments —— Cutters —— Part 2:
Carbide laboratory cutters

28 1130 7787-3:1991 Dent_al rotary instruments —- Cu_tt.ers — Pgrt 3:
Carbide laboratory cutters for milling machines

79 11SO 7787-4:2002 D(Ianltal rotary i-nstruments —-— Cutters —— Part 4:
Miniature carbide laboratory cutters

g0 |1so 78852010 Dentistry —— Sterile injection needles for single
use

81 |ISO 8325:2004 Dentistry —— Test methods for rotary instruments

82 1130 9168:2009 Dentistry —— Hose connectors for air driven

dental handpieces
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83 |ISO 9173-1:2016

Dentistry —— Extraction forceps —— Part 1:
General requirements

84 |ISO 9173-2:2010

Dentistry —— Extraction forceps —— Part 2:
Designation

85 |ISO 9173-3:2014

Dentistry —— Extraction forceps —— Part 3:
Design

86 |ISO 9873:1998

Dental hand instruments —— Reusable mirrors
and handles

87 (ISO 9997:1999

Dental cartridge syringes

88 |ISO 10323:2013

Dentistry —— Bore diameters for rotary
instruments such as discs and wheels

89 |ISO 11499:2014

Dentistry —— Single—use cartridges for local
anaesthetics

90 |ISO 13295:2007

Dentistry —— Mandrels for rotary instruments

91 |ISO 13397-1:1995

Periodontal curettes, dental scalers and
excavators —— Part 1: General requirements

92 |1SO 13397-2:2005

Dentistry —— Periodontal curettes, dental scalers
and excavators —— Part 2: Periodontal curettes of
Gr-type

93 |ISO 13397-3:1996

Periodontal curettes, dental scalers and
excavators —— Part 3: Dental scalers —— H-type

94 |1SO 13397-4:1997

Periodontal curettes, dental scalers and
excavators —— Part 4: Dental excavators ——
Discoid-type

95 |ISO 13397-5:2015

Dentistry —— Periodontal curettes, dental scalers
and excavators —— Part b: Jacquette scalers
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Dentistry —— General requirements for

96 |ISO 13504:2012 |instruments and related accessories used in
dental implant placement and treatment

97 |ISO 14457:2012  |Dentistry —— Handpieces and motors

98 [ISO 15087-1:1999 |Dental elevators —— Part 1: General requirements

99 |1SO 15087-2:2000 Slzs‘;iloreslevators —— Part 2: Warwick James

100 |[ISO 15087-3:2000 |Dental elevators —— Part 3: Cryer elevators

101 |I1SO 15087-4:2000 |Dental elevators —— Part 4: Coupland elevators

102 |ISO 15087-5:2000 |Dental elevators —— Part 5: Bein elevators

103 |ISO 15087-6:2000 |Dental elevators —— Part 6: Flohr elevators

104 |1SO 15098-1:1999 |Dental tweezers —— Part 1: General requirements

105 [ISO 15098-2:2000 |Dental tweezers —— Part 2: Meriam types

106 |1SO 15098-3:2000 |Dental tweezers —— Part 3: College types

107 1150 16635212013 E:r:tiir}/_k;é Sj:;z;l rubber dam technique ——

108 10 16635-2:2014 l[D)aerr;ti;tr\c/:la—r—npD?;tiprsbber dam instruments ——

109 |ISO 17509:2016 |Dentistry —— Torque transmitter for handpieces

110 |ISO 17937:2015 |Dentistry —— Osteotome

111 |1ISO 18397:2016 |Dentistry —— Powered scaler

112 |ISO 18556:2016 |Dentistry —— Intraoral spatulas

113 1150 21531:2009 Pentistry —— Graphical symbols for dental
Instruments

114 1150 21533:2003 Dentistry —— Reusable cartridge syringes

intended for intraligamentary injections
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115 [ISO 21671:2006 |Dentistry —— Rotary polishers

116 1150 21679-1:2012 Dentistry —- .Per|odonta| probes —— Part 1:
General requirements
Denti -— Peri I —— Part 2:

117 1150 21679-2:2012 en_tlstry_ eriodontal probes art
Designation
Dentistry —— Information system on the location

118 [I1ISO 4073:2009 of dental equipment in the working area of the
oral health care provider

119 |ISO 6875:2011 Dentistry —— Patient chair

120 |ISO 7488:1991 Dental amalgamators

121 |1ISO 7493:2006 Dentistry —— Operator's stool

122 11S0 7494-1:2011 Dent_|stry —— Dental units —— Part 1: General
requirements and test methods

123 11SO 7494-2:2015 Den’gstry —-— Dental units —— Part 2: Air, water,
suction and wastewater systems
D I i -—- M I [

124 1150 8282:1994 enta. equipment ercury and alloy mixers
and dispensers

125 [1ISO 9680:2014 Dentistry —— Operating lights

126 [ISO 9687:2015 Dentistry —— Graphical symbols for dental equipment

127 1150 10637:1999 Den’FaI equipment —— High— and medium-volume
suction systems

128 |I1ISO 10650:2015 |Dentistry —— Powered polymerization activators

129 |I1ISO 11143:2008 |Dentistry —— Amalgam separators

130 [ISO 13897:2003 |Dentistry —— Amalgam capsules

131 1150 16954:2015 Dentis.try —.— Test methods for dental unit
waterline biofilm treatment
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Dentistry —— Materials used for dental equipment

132 |I1ISO 21530:2004 |surfaces —— Determination of resistance to
chemical disinfectants

133 | 150/TS 22506-1:2006 Dent_istry —-— Plant area equipment —— Part 1:
Suction systems

134 | 150/TS 22505-2:2008 Dentistry —— Plant area equipment —— Part 2:
Compressor systems

135 [ISO 10873:2010 |Dentistry —— Denture adhesives

136 11S0 11609:2010 Dentistry —— Dentifrices —-- Requirements, test
methods and marking

137 |I1ISO 16408:2015 |Dentistry —— Oral care products —— Oral rinses

138 IS0 16409:2016 Dentistry —— Oral care products —— Manual
interdental brushes

139 |ISO 17730:2014 |Dentistry —— Fluoride varnishes

' -= —= I

140 1150 2012612012 Dent_|stry Manual toothbrushes Genera
requirements and test methods

141 1150 20127:2005 Dent.istry —-— Powered toothbrushes —- General
requirements and test methods

142 1150 22254:2005 Dentistry —- Manual toothbrushes —— Resistance
of tufted portion to deflection

143 |ISO 28158:2010 |Dentistry —— Integrated dental floss and handles

144 11SO 28399:2011 |Dentistry —— Products for external tooth bleaching

145 11SO 288882013 Dentisf[ry -- Scregning method for eros.ion
potential of oral rinses on dental hard tissues

146 11SO 104512010 Dentistry —— Contents of technical file for dental

implant systems
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147 11SO 119532010 Dentistry —- .Implants —— Clinical performance of
hand torque instruments
Dentistry —— Torsion test of implant

148 |ISO/TS 13498:2011 |body/connecting part joints of endosseous dental
implant systems

149 11SO 14801:2016 Dentistry —— Implants —.— Dynamic loading test
for endosseous dental implants

150 11SO 16498:2013 Dfar?tistry —— Minimal dental implant data set for
clinical use
Dentistry —— Screw loosening test using cyclic

151 |ISO/TR 18130:2016 |torsional loading for implant body/implant abutment
connection of endosseous dental implants

152 11SO 19429:2015 Pentistry —— Designation system for dental
implants
Dentistry —— Implantable materials for bone filling

153 |ISO 22794:2007 |and augmentation in oral and maxillofacial
surgery —— Contents of a technical file
Dentistry —— Membrane materials for guided

154 |1ISO 22803:2004 |tissue regeneration in oral and maxillofacial
surgery —— Contents of a technical file

155 1SO0/TS 22911:2016 Dentistry —— Preclinical _evaluation of dental
implant systems —— Animal test methods
Dentistry —— Digitizing devices for CAD/CAM

156 [ISO 12836:2015 |systems for indirect dental restorations —— Test
methods for assessing accuracy

157 11SO 18739:2016 Dentistry —— Vocabulary of process chain for

CAD/CAM systems
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