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A01000 Zl=cf et £==rlf Operating and treatment table

cH
A02000 2|=Z& Zlti Bed for medical use

>
0ho

o JE*;( AO03000 o2 &= 7| Medical light and lamps

a8
fal
T

(General |A04000 °|2& £57| Medical sterilizing apparatus

Equipment | A05000 2|28 274 & Medical water sterilizers
XI_[

for Medical _ _
A68000 x|zt8 =z Zrx| 2 2|X} Dental unit and chair

Treatment)
A88000 old|elF 1}

2l

FAR| 2 2|k} Treatment table for Ear, Nose and Throat

A89000 otutE Tz

(1)al

FX| 2 o/ X} Ophthalmic instrument table and chair

A0B000 OF%|Z| Anesthesia apparatus

A15500 =l0|X Ztslf 2to{& 7|7 Laser protective device

TE8 TR |A3B000 MI| $&2Hx| Electrosugical device

(Surgical
Operation

A36000 & =%l Cryosurgery device

v}
°
E
rz

System) | A37000 27| Laser apparatus for medical use

°17| Aspirators for medical use

11|o\'

A39000 2|2 &

A40000 7|&€7]1 ¥ Z|=7] Pneumothorax and Pnemoperitoneum apparatus

A

ol2g Hu

A0B000 °|=& #iH{ Medical chambe
(Chamber | r

for Medical

A34000 2|28 & =27| Thermostats for medical use
Purpose)

RN B}
g; A07000 S &2 =7| Respiratory apparatus

(Life

Support | A10000 27| Neonatal incubator
System)

Wao s
_u_7|
(Device for
Replacing | A09000 W27 s tH&7| Arificial internal organ apparatus
Function of
Internal
Organ)

all

00

J
>

A11000 ZIcH M ZX| Diagnostic X-ray system

bal

A12000 H|H2|

[

I=FEFX| Non-ionization diagnostic device

= =S o

) . |A13000 AR FZZR| Radiolgic device
(Diagnostic
Imaging | A15000 @AM ZFs 2H0{8 7| Radiation protective device
System)
A14000 2|28 =E 27| Film developer for medical use
A87000 el2& ZHE T=ZX| Fim viewing devices for medical use
o=z B01000 2rAMM-&E Radiographic supplies

- 297 -




9|=27|7|] GMP

=5t
=1=!

S

e

—

fo

=57

3 =

Ap=akd
Z|HZ|
(Machine
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for Generating
Electric
Stimulation,
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A16000

ZZ2E 7|7 Physical devices for medical use

AB67000

N
or
fob

| =2 7|7 Medical device for orthopedics and restoration

A82000

o2& ZS7]| Vibrators

A83000

JHel8M7|XF=7]| Electric stimulator for medical use by personal

A85000

9

2 X7| 27| Magnetic induction apparatus for medical use

AlEg
1A 7|+
(Instrument
for medical
Procedure)

A17000

Z|A 7|7+ Cardiovascular devices

A18000

i3
kr
N
=l

F2 Z1A 7|7 Urology devices

A33000

7+37]| Tissue processing device

A38000

28t7| Instruments for ligature and suture

A91000

2t} 29Xt
(Patient
Transport

Vehicle)

A19000

2tAL 28HAF Patient transport

A A
E3717|
(Physiological
Monitoring
Device)

A20000

HZI7| Stethoscope

A21000

2 ZH™E 7|7 Clinical thermometric system

A23000

Il ALE 7|7| Sphygmomanometers and sphygmographs

A26000

A27000

=
W&7|s AALE Z717]| Visceral function testing instruments
A

&7l HAFE 717] Respiratory function testing apparatus

A28000

|Z7| Eye testing instruments

A29000

7
e ZHALE 7|7| Hearing testing instruments

A30000

A ZFIEhE 7|17 Perception and organs diagnostic devices

A58000

Probe and Sound for medical use

AB4000

7|7+ Measuring and introducing instrument

B06000

AMZEHAFE Test chart for visual acuity and color blindness

# e Bl e
217|
(In-Vitro
Diagnostic
Device)

A22000

M AHALZT|7| Hematological testing apparatus

A22500

A

A24000

ol
S™A 24 7|7 DNA analyzer
i

24 717] Urine or excrement analyzers

A25000

£47]7| Body fluid testing apparatus

A32000

Al 22|7| Centrifuge for medical use

o2E 4
(Medical
Speculum)

A31000

4 Speculums for medical use

o2 XX
1A 7|+
(Machine or
Instrument
for Medical
Treatment)

A41000

Zt Knives for medical use

A42000

7+2| Scissors for medical use

A43000

T2 Curettes for medical use

A44000

Z- = Clamp for medical use

Z=A| X2l 717 Cdl and Tissue processing apparatus for medical use
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A45000

A46000

A47000

A48000

A49000

A50000

A51000

o|2& 2] Lever for medical use

A52000

o|2& =7t0| Snare for medical use

A55000 o2& MRP| MEP| 2 MB7| Punduring, aorasion, perforating  instrument for medical use

A56000

W& E= 7SS 717 Wound retractors and speculums

A59000

o|2& &7 Dilator and expander for medical use

A60000

o|28 T ZJ| Applicator for medical use

AG1000

=g 2 2Hi-& 7|7 Dispenser and Mixing instrument

A62000

AG3000

o2& &%7| Filing instruments for medical use
—
=

27} Depressors for medical use

AB5000

o2& MAZ| Douche instruments for medical use

AB9000

x| oh-Z Al Tl Dental engine

A81000

o2& &¢7| Inhalators for medical use

C21000

=
Xzt dEZZE Al=7|F Implant instrument for dental use

C24000

x| 2tg TIchA| Agent for dental use

FAP| H
FARF
(Syringe or
Needle)

A53000

A54000

A57000

o228 F 2 MY FE Tube and Catheter for medical use

AB6000

M £= 8 L MR HARE 715 Blood donor or transfusion and biopsy set

A79000

olekE F7| Infusion instruments

A84000

Z E= T#37|7 Acupuncture and moxibustion apparatus

A b x| &
1A 7|7
(Machine
or Device

for Dental

Treatment)

A70000

x| o8 E ZX| Broaches for dental use

A71000

x|zt ErE Explorers for dental use

A72000

x| 2tg 9&7] Moisture—excluding instruments for dental use

A73000

QIM xS == WS 7|7 Impression taking and articulating  instruments

A74000

A75000

x| o8 87| Vulcanizers and curing units for dental use
e F

Z7| Casting machine for dental use

AlHEHE
JES
(Ophthalmi
¢ Lens for
Vision
Correction)

A76000

AlHE™E ot Sight corrective spectacles

A77000

. 299 -




Q|2717| GMP &g} AN

Hs | E=57 (Y2 S=2F Y
17 =87 A78000 2 &7| Hearing aid
(Hearing Aid) = 9
olgg 2%
MM
18 (Eqmpm.ent A86000 2|28 27 MAM7J| Medicinal substance—producing equipment
Generating
Medical
Substance)
AL Arol 2 B02000 &&AF 2 ZZAL Suture and ligature
°|2E&E |B03000 MEEE Orthopedic materials
19 (Interbody C18000 <tetH ME -8 A= Maxillofacial implant
Implants
for Medical |C19000 <t= X|ot D™ EX| Maxillary bone fixation material
Purpose) | connop x|zt ol ZetE A|AE! Endosseous implant system
oI =2
= 7| |B04000 M= E= 7|s tHX[E Human tissue and organ substitute
X =
oo | Substitute | 0000 x1m12 ZolAIM Bone gralt material
of Human
Tissue or
Body C23000 #x|1F ==ZZ F=AH Intra oral tissue regeneration barrier
Function)
Mo |A80000 sll=L{ot A|2& 7|7 Hernia supporters
R EE
(Medical |B05000 <= Splints
21 . .
Supplies for
External _ . )
Body Part) B07000 2|2}-2ZE Surgical supplies
T2ET | B08000 2= Condom
22 | (Contracept
ive Device) | B09000 2 & Contraceptive device
C01000 x|z} 7t=& &2 Alloy, foil
xote a2 C02000 %z} ==& =2 Alloy, casting
23 (Dental | C03000 HIEF Mlztal &2 Alloy, metal-ceramic
Alloy) C04000 =H&Hg =t= Alloy, soldering
C05000 7t3& &= Alloy, artificial
C06000 =& === Filing material for dental use
C07000 Alo| x|2HxHZ Crown & bridge material for dental use
R BHAZ | Cco8000 2l %M 2 Artificial teeth material
M=z
C09000 2|x|4t x| 2 Denture material
o (Other
Materials |C10000 22 X|ZX Endodontic material for root canal
for Dental C11000 %|z} HM=t8 A|HIE Cement for dental use
Treatment)
C12000 x|z2tE Z =M Adhesive for dental use
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ERNIES

=t

=

)

Hs ZE=57 | S=F Y
C13000 %zt <2AAHZE Impression material for dental use
C14000 x|t& =tA Wax for dental use
C15000 2&x 2 o =% Modeling & investment material
C16000 ofl 2 x|ZA = Protection material for dental use
C17000 x|t W™EM = Orthodontic material
C25000 EH = FE|IMEZE Separating material for prosthesis
C26000 Z7|EF 2 M| 2 Material for prosthesis
C27000 7|EF EZEM = Retentive material for dental use
DO10000 & ZHALZ Al2F VD reagents for Hematology
D020000 =& AHAALE Al IVD reagents for Transfusion medicine
HMelzleh |D03000 2 == 28 HAIE Al2F IVD reagents for Urine or Feces
Eliil:ETl% D04000 M <d-3tst AALE Al2k IVD reagents for Clinical  Immunochemistry
25 | (Reagent for |D05000 i&to| = ZHALE Al2k IVD reagents for Clinical Microbiology
I;E;::g; D0O6000 EAtF™ ZHAFE Al2k IVD reagents for Molecular Genetics
Device) |D07000 A 2| &EH HAAFX|] VD Strip
D08000 Wzl HAIE Alek IVD reagents for Pathology
D09000 Z|Et HAALE Al2F IVD reagents for Other tests
T2
oz 7|7|
26 D(i\gfiicir A90000 & AFAH Ol 2lZ7|7| U-healthcare medical device
Ubiquitous
Healthbcare)
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(A A25 A4 ] (

o

2=
=

~—

ol s
=

oI=7|7] M= ¥ SEE27|E HeeldM
(Certificate of GMP)

s A Y/FIIHS
(Company name of Applicant / License No.)

= tH =X} (Representative)

« AH XX (Company address of Applicant)

= Ml =A% (Name of Manufacturer)

A A

= Ml Z=4 A& X| (Address of Manufacturer)

- 227 (Product Group)

S|EY|7| M= 2 F&ae|7[Fo Matetg old eyt
(We hereby certify that the above manufacturer complies with Korea Good

Manufacturing Practices of Medical Devices for the Product group listed
above)

=13

folr

& XH(Date of Issue) :
| H(Date of Expiration) :

=
o
ar =

Ay F o FF A AARA Nl
FEARIHAAARF A

210mm*297mm[ & vF-8-2] 60g/m’ (A &-83=)]
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OIR7|7] M= U FZZZ|7|E Heel™M
(Certificate of GMP)

s AXY/EIIIHS
(Company name of Applicant / License No.)

= I =X} (Representative)

= A AKX (Company address of Applicant)

M=% (Name of Manufacturer)

M z=4A AKX (Address of Manufacturer)

« Z5 7 (Product Group)

SIEY|7| M= % F&ae|7[Fo Metetg old et

(We hereby certify that the above manufacturer complies with Korea Good
Manufacturing Practices of Medical Devices for the Product group listed
above)

218

folr 2

2l X}HDate of Issue) :
| 8H(Date of Expiration) :

=
o
T =

FTA A HAANTRE A
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(Ed X1=)

<EH 2E>
Bl 1SO 14971 44 H - AL 3E J857|71E 9% @& AF

(Guidance on risk management for in vitro diagnostic medical devices)

H.1 YukALg

O £ F&xe AR osrP|elst “IVD 2t H(IVD, in vitro diagnostic medical devices)©l]
AFHYE HE&ste dlodl oA e F7F ARNE AFITh ol VD AHA
ANE A w2 St g-S #Este do 238 gt AMgE
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