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Regulations for Approval, Notification, and Review of Medical Devices
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Regulations for Approval, Notification, and Review of
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Chapter 1 General Provisions
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Article 1(Purpose) The purpose of these Regulations is to specify the
details on approval and notification of manufactured and imported
medical devices under Article 5, Article 7, Article 13-2, Article 14,
Article 18, Article 29-2 of the "Enforcement Regulations of the
Medical Device Act,y , detailed requirements for review of medical
device technical documents etc., details on method and procedure of

prior review, and application method and procedure of a party who is

to obtain approval of the medical device for exhibition.




Article 2 (Definition) The definition of the terms used herein are as

AFEEA | AHmentioned below.
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5l lcomponents are added, provided that they have the same purpose of
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=2 AA| 1. "Same Product Group'means a product group consisting of a
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A
dl(A] 2] = Allseries of products (series products) which have different colors,

g} 3th) A 7ERA2Y Y ABE A EFdlojof e F9E AL s} use, use method, manufacturing method, and raw materials (only for
9] sk wE= 3 Mo AlsHANA 3 3kzbo| |medical instruments and dental materials), among the Medical Devices
Al o5 7|7|E &) whose country of production, manufacturer, and product item name
S7)71"® 27FA] o)A o m 7|77 B e 957 77F HE A |are same, with the exception of the cases requiring submission of
24 H53HQ 7ee I35 gm|VE wIh data mentioned in Paragraph 2, Article 7 of the [Enforcement
Hydol g 7] 71"k 2744 ole] E7|I7IE sty EFEE A% o] |Regulations of the Medical Device Acty (hereafter "Enforcement
.

2igsas Regulations") since the structure, principle, performance, purpose of
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7171778 g-EBgol 87|75 ¥ EEte] nfolo V|4, AW 7|4, Y7]4 |use, use method, etc. of the product items are not essentially
= 71715 L3t} |equivalent to those of the approved product items.
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Saol #3 4| 3. “A Medical Device Combination" means two or more medical
Hl|devices combined into one medical device, which exercises combined

functions.
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4. “A Medical Device Kit" means two or more medical devices
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AEFE Do composed in one packing unit.
e o7 )7|eF AMREA Agde mE Y| 5. “Advanced Medical Device” means new type of medical device

kA ofy st o5 7]7|E E3tr). based on innovative scientific technology such as biotechnology,
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247, FAE(9|information technology, and nano technology, including fusion medical

device.
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iy 6. “Part” means a necessary part to compose the main body of
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°]imedical device.

7. “
validate the safety and performance of product.
8.
provided in Attached Table 1 of the Enforcement Regulations and

Test specification” means test items, criteria, and methods to

“Item” means individual product that falls under minor group as

.

Regulations for Product Classification of Medical Device and Class by

Producty (KFDA Notification); provided that an item that does not fall

under minor group but belongs to sub—major group means individual
product that falls under sub—major group.

9.

Table 1 of the Enforcement Regulations and the "Regulations for

“Category of Products” means a minor group under Attached

Product Classification of Medical Device and Class by Producty .
10. “New Product”

principle of action, and raw material(only for medical supplies) are

means a medical device whose purpose of use,

not identical to the already approved medical device.
11.
use, principle of action, and raw material(only for medical supplies)
the but
performance, test specification, and usage are not identical to it.
12. “Identical Product”

use, principle of action,

“Improved Product” means a medical device whose purpose of

are 1identical to already approved medical device

means a medical device whose purpose of
raw material(only for medical supplies),
performance, test specification, and usage are identical to the already

approved medical device.

A2 877 F

Chapter 2 Approval and Notification on Products and Product Groups
of Medical Devices
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Article 3(Application for Medical Device Approval and Notification,
Etc.) @ Medical devices that are required to take product group
or notify are as shown in

manufacturing and importing approval

Attached Table 1, and in this case, application shall be made for one
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or more products pertinent to the same product group.

@ A party who is to obtain approval or notify per product, if the
product for application falls under the same product group, shall
apply for as one case of product approval or product notification.

@ The product name of a Medical Device Combination shall be

. I[mentioned as a Medical Device performing the major function among

the component Medical Devices of such Combined Medical Device,

and if each of the component Medical Devices of a Combined
Medical Device has different classes, such Combined Medical Device
shall be classified into the class of the Medical Device having the
highest risk among the component Medical Devices of such Combined
Medical Device. However, if each of the component Medical Devices
of the Combined Medical Device is separated from the Combined
Medical Device, a product license shall be obtained, or a product
notification shall be filed, for each Medical Device.

@ For a Medical Device Kit, product approval shall be obtained or
notification conducted as follows:

1. The product name of a Medical Device Kit shall be mentioned
as the Medical
functions of the Medical Device Kit.

2.

the class of highest risk among such medical devices shall

Device performing the main purpose of use or

If each Medical Device Kit has different medical device class,
be
mentioned.

3. Upon product approval or notification, all of classification no.,
product name(brand name, product group, model), and grade of each
medical device composed in a kit shall be written.
® If an already approved medical device as per Paragraph 4 is to
for each medical technical

go through product approval device,
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approval may be made without submitting documents under Paragraph
JEAS ezl k= 2= ol |1 of Article 5 of the Enforcement Regulations.
= AEAzAEH A, AFrA 5)| @ If product approved under Paragraph 6 is to be sold in Korea,
% 2 5t Z3}= 10|manufacturing and importing approval shall be obtained separately.
& oJufjol] EA|3}o]of Bt} For products requiring long time in the decision of classification
such as newly developed medical device, product approval or
notification may be received by using the middle-category name or
the separately specified product name and classification no. In this
case, the class categorization criteria under Article 2 of the
Enforcement Regulations shall be applied to categorize each class.
©® The KFDA Commissioner(hereafter referred to as “KFDA
Commissioner"), for product approved three times or more as
identical product among class 2 medical devices, may publicly
announce the purpose of use, principle of action, raw material,
performance, test specification, and usage on the KFDA homepage,
and if these are added or changed, or excluded, shall notify of such
change.
In case of product publicly announced under Paragraph
9(hereafter referred to as “Publicly announced identical product"), a
test report on safety and performance, which demonstrates that it is
suitable as a publicly announced identical product by substituting with
document under Item 1, Paragraph 1, Article 5 of the Enforcement

Regulations, shall be submitted. In this case, a test report shall be

limited to that issued by the testing laboratory designated by the




KFDA Commissioner under Article 27 of the "Medical Device Act
(hereafte referred to as the “Act”).

@ A party who is to get confirmation that the product is the same
product of the same manufacturer(in case that the country of
production, the manufacturer, and the manufacturing place are same),
which the item to be imported is same as the already approved item,
shall make application to the KFDA Commissioner, together with data
proving that the product is same as the approved product
(manufacturing/distribution certificate, user guide, etc.), and the KFDA
Commissioner shall notify of the result of examination within 10

days.
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Article 4(Handling of Manufacturing and Import Notification, Etc.) @
If a medical device manufacturing(importing) notification(hereafter
referred to as "Notification") submitted by the party who is to notify
of medical device manufacturing or importing to the competent
Regional KFDA Commissioner(hereafter referred to as "Regional
KFDA Commissioner") is completely registered in the KFDA
Electronic Application System, it is thought that such notification is
received, except for one of the followings:

1. If the medical device subject to approval as per Article 4 of the
Enforcement Regulations is submitted in a notification

2. If the product not pertinent to the medical device is notified

@ It is thought that despite Paragraph 1, a notification submitted at
the same time with a medical device manufacturing(importing)
business approval application is received at the time of manufacturing

and importing business approval.

ASZAZ-TYS7HIZA R ARA Y 2 5) O 98717 A3 7HIHEA
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Article 5(Completion of Manufacturing and Importing Approval
Application and Notification, Etc.) @ A medical device

manufacturing(importing) approval application(hereafter referred to as




o] Ao wa} 7]AjEtedof st} o] A Aok Aol A3 ALxE IS ALE3H“Approval Application") or a notification shall be suitably completed

o ZAAsAY, AAA Z1Z20A(CD, U2A ) 28] A|=dlo]ok ??}E‘r. on the basis of attached document specified in this provision, and the

@ FE=UE 2o = Jir)r]Y AfdEe AXZFdF 72 2) AA Al §7Hitems of an approval application and notification shall be mentioned

A A e Aax Blaigke]] ‘&L dgolgtE B7]E slojof st} as provided in Article 7 to Article 17. In this case, it shall be

EFEF 37 iy gR7)79 Aoe AZRFYsIHAa) A3 Al &7 completed using the exclusive program designated by the KFDA

MM e AlaAe] “FEF" sldedd Y x71E sholok f?_h?} Commissioner, or recorded and submitted in electronic media(CD,

@ Faelzr)71e FAs7HAla) A Al SIZRIAEA s AlaA Hlange] “Fldiskette, etc.).

I8V E BV])E oo} 3t} @ In case of medical device just for export, the expression "Only

® FS5AE AZFY3 7 AH Al FIPAAHA vlaide “F5AE(ESH 2 Al |for export” shall be made in the 'Remarks field of an approval

3| 7FH ) ol B2 slojof st} application or notification at the time of application(notification) for

® FeTIAAFE dB5V7E AXFTY 7F AH Al vlarghe] “§ 5 3AE(F 3 manufacturing and importing approval.

Ho EEY BEFHT)olgles F7]E slojof it} ® In case of medical devices subject to approval and notification of
product group, relevant mark shall be written in the relevant field of
"product group" in an approval application or notification at the time
of application for manufacturing and importing approval(notification).
@ At application for import approval(notification) of a used medical
device, the expression "Used medical device" shall be made in the
'Remarks' field of an approval application or notification.
® At application for manufacturing and importing approval of the
identical product, the expression "Identical product(identical
comparative product approval no.)" shall be made in the 'Remarks'
field.
® At application for manufacturing and importing approval of the
publicly announced identical product, the expression “Publicly
announced identical product(notification no., item name, classification
no.)” shall be written in the 'Remarks' field.

A6ZBF7HNAFA E A3A FE) O 7Rl A 7 At oF s 852 th|Article 6(Items of Approval Application and Notification) @ Items

7z 5.9} 2, required to be mentioned in an approval application are as follows:

1. AIFHCEEY, F57%, 29d4) 1. Product name(brand name, product group, model)




2. +RHE(EH) 2. Classification no.(class)
3. Rk H 12 3. Appearance and structure
4, A= 4. Raw material
5. A ZWH 5. Manufacturing method
6. AF&5-A 6. Purpose of use
7. AR 7. Usage
8. AH& Al FoJAE} 8. Precautions
9. ¥4 9. Packing unit
10. A 2 AR 7] 10. Storage method and shelf life
11. Alg++4 11. Test specification
12. AZLEY == A3 A5 e 49 12. Manufacturer(in case of entirely consigning import or
13. §7tx4A manufacturing process)
14. 9|22 13. Approval conditions
@ AlaiAel 7]z etofof ah= FES v 24 s9F 14. Remarks
1. AFHCEY, #5749, 2499) @ Items required to be mentioned in a notification are as follows:
2. EFHI(EH) 1. Product name(brand name, product group, model)
3. R 2 2 2. Classification no.(class)
4, AgEA 3. Appearance and structure
5. AR 4. Purpose of use
6. AH& Al Fo AR 5. Usage
7. AZAEY B AR AR 9" A 6. Precautions
8. H]aL 7. Manufacturer(in case of entirely consigning import or
manufacturing process)
8. Remarks
A3 98717] 7HIREA & A1A F&E 78 H F Chapter 3 Tips for Completion of Items of Approval Application and
Notification for Medical Devices, Etc.
A7TZAEE) O AELE S 7zt 59 o] sh}o) wat 7] A ste]oF v}, thut |Article 7(Product Name) @O Product name shall be mentioned as per
FLF S7FAID Aol 1A% dE Ao ey HliEo] “TF FUAET"o|F one of the followings; provided that upon approval and notification of
= B7E 71 A items, the expression "ldentical product group including~" shall be
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mentioned in addition to the model of the representative applied
product.
1. If the brand name is written, “manufacturer(importer) name and

¢

brand name", “item name”’, and “model name” shall be mentioned
respectively; provided that manufacturer(importer) name may be
omitted.

2. Unless the brand name is written, “manufacturer(importer) name
and item name" and "model name" shall be mentioned.

@ The brand name shall not be identical to the name of already
approved or notified medical device; provided that in case of
imported products, if different importers import the same product of
the same manufacturer, importer name may be differentiated with the
importer name written together.

@ The product group of each item of paragraph 1, if applicable to
one of the items categorized under the [Regulations for Product
Classification of Medical Device and Class by Producty , product
classification no. and class shall be written in the product group
name.

@ In case of medical device in a combination or a kit, the product
name shall be written as provided in Paragraph 1 to Paragraph 3 per
medical device according to the main purpose of use and upper
class.

® In case of product applicable to the purpose of use as similar to
the product, which was already approved or notified, despite
Paragraph 2, characters, words, or numbers may be added to the
brand name of the approved product, or the changed brand
name(e.g.: AA-A D S etc., AA-2) may be written.

® If there is a need to separately mention the export name,




“Export name: OOQOQ” shall be written together in a parenthesis.

ABF(RY @ 7+%) 2% 2 2= v 7 3o we 7)1 A 3} Article 8(Appearance and Structure) Appearance and structure shall
1. 3l #AE Hes ¥t BT U A5 52 7|A S}k thel Al|lbe mentioned as follows:
Zo Mo Y AZTE MEsty] Yste] ALk e 58 s 7)Ao} 1. Appearance, structure, weight, and dimensions shall be
2. Alzdx Bt A7) 7AZ 8= ol &dte a7 A$d+E the|mentioned including the product overview; provided that the product
7} Eof sdst= eSS 7 A S overview shall include the principle applied to develop the product.
7F RRGRsgAe 2 7 BRo U)F 2. Despite Item 1, in case of electromechanically powered medical
L 29y devices, the followings shall be mentioned:
L2 S s - 2 A. Appearance, structure, weight, size, and functions of each part
2t A0 3k By 2 HIAHE B. Principle of operation
ul, oFx %X C. Electric rating
v, A EAEE D. Mode and level of protection on rating
A AZI7IAA bR S AT & e AAdRY AV RS, A E. Safety unit
55 ¥t == d7|ddx(Isolation Diagram) F. Schematic diagram of operation
o, I AZTE9 o] X e duygE 9 FoUsHGE=AH.2A 2o A}E| G. Electric circuit diagram of insulation part which is able to
A &= WF AZEJAE AYs) validate electromechanical safety(including power unit, mounting unit
3. dEFAAYR = t

o= Z4zte] 9 gr7|e]l 5E8 ZAslal A1 wE|ete.), or Isolation Diagram
= H. Structure or algorithm of software equipped, and major
functions(except equipped software that is not used for diagnosis,
measurement, and analysis)
3. In case of a medical device kit, each list of medical devices

shall be prepared and mentioned as provided in Item 1 or Item 2.

AIZEAR) dAEE v 24 s w 7] A3 Article 9(Raw Materials) Raw materials shall be mentioned as follows:
1. A7|E AFEsHA] &= 7714, 9585, A5 T = Aol t 1. In case of non-electrically-powered instruments and devices,

S 7} Eo ulg} 7]A s} medical supplies, and dental materials, they shall be mentioned as
7h A e v Eell whek 7] A g follows:

A. Raw materials shall be mentioned as shown in the table below:

_11_



e ozo M= g2 ) Raw Remarks
olz it S FES o = S| = af OIFIME=E o Serial | Name of ) '
AHHS o5y X E=| 14 k= CIHEEHE & No. part material or | Standard | Quantity |(Contact to the human
Hq=2Y HE29) ingredient body and contact part)
U FEFY wAdd = g o85r7E e FEEE BAHS A B.In the 'Name of part' field, each name of parts composing the
o ARy e AEdEdd s Y o5r]r7]e BEES FASE 4 YA 8 |medical device shall be written.
o] duty & st -S 7] A g C. In the 'Raw material or ingredient' field, generic or chemical
g, AT E dAZ I A0 = AR E F 14 KS, ASTM, ISOlname of each raw material composing each part of the medical
)= 7IAskAL, Aol gl A5 AR E S 7] A g device shall be written.
u, BEgo s AEHES B A8 58 A Yt AFEEE 9415  D. In the 'Standard' field, if there is standard of raw material, the
HA7MA = A 5o ExEYxsh) 2 23 E 7143 relevant standard(KS, ASTM, ISO, etc.) shall be written, and if there
vl vl = JAFFAY 2 HASHE9E 7] A g}, is no standard, in—house specification shall be mentioned.
Ab 9 ekEo] HULEE A S Y 9ok HAARGFARESES YR X E. In the 'Quantity' field, quantity(including unit) and mixing ratio
np o) 3l ZAS T Y 9 oFEe] AFREAHLe HlaeEkd 7] A sk}, of raw material, additives or dye that are used to compose the
2. A71E Aget= 7171 A0 sl st d$ol= o ZF Eo wel 7] A3kt [finished product, part, or material shall be written.
7l QA 5E s Fof wat 7)1 Ast F. In the 'Remarks' field, contact to the human body and contact
UBHS |HEEC YH | PEEBIAMS |7 TE S4| 4 | bl part shall be written.
G. If drug is added, name, ingredient, specification, and quantity of
the drug shall be written as per sub-item B through E, and the
U, BEZol mad 3w BEZo uly S 74 sk}, purpose of use for the drug shall be mentioned in the 'Remarks'
. REFdesdel dY FEE ds) 2y we AzsAbdA e sicld
= WE =8 7] A8 2. In case of electrically-powered instruments or devices, they
2. 4 EE 54w s REF ti@d FAe] A Aol sw gt 2|shall be mentioned as follows:
(KS, IEC, ISO &)& 7IAletaL, qt4e] gle Afoe FE39 714 AS
(specification)S 7] A g}, Serial [Name of|  Part Standard or Quantity Remarks
uh, sl = 247k o] JieE 71 A g No. | part |control no.| feature
Ab Q1A A HAY QA Fiske dRAd e ofE Foll HEEHA
L, oJokio] HItHE = o m7)7e Aol AlsY A Aol wet 7 A g

_12_




Q-0 &= 7}Eo] uwlEFA. Raw materials shall be mentioned as shown in the table below:

5k S w8/ 7]e] 2ZEAl}

5
i,
)
o
o
fr
o
fr
>
oo
)
o

AMEQO] BEly = WA WA, £934 58 7]AS
3. SHHFA R 779 A= 449 grr7EE A1SFEH A287t49 7 B. In the 'Name of part' field, generic name of the relevant part

gell wet 7] A gkt shall be written.

C. In the 'Part control no.' field, model of the part or number
being controlled by the manufacturer shall be mentioned.

D. In the 'Specification or feature' field, if there is standard of the
relevant part, the relevant standard(KS, IEC, ISO etc.) shall be
written, and if there is no standard, technical specification of the
part shall be written.

E. In the 'Quantity' field, each number of parts shall be written.

F. In case of medical device, which contacts blood or fluid, or
drug to contact or be inserted or infused into the human body, or
with drug added, it shall be mentioned as per each sub-item of Item
1.

G. If software is equipped in the medical device or independently
used, the model or name, version, and operating environment of
software shall be mentioned.

3. In case of a medical device Kkit, it shall be mentioned as

provided in Item 1 to Item 2 per medical device.

AL0ZAZWH) “Alxzde Az wao’sta 7143}, ok, o8z 39 |Article 10(Manufacturing Method) The sentence “The manufacturer's

Get Aol sEAES Frkske] 7] A gl manufacturing method shall be followed" shall be mentioned; provided
1. Haog7|7]e] Azxwiel 4 dyiiye dHx 29 Wy E o]9F s|that upon one of the followings, relevant matters shall be added and

ol rAe HaHHS A mentioned:

2l

AES ey AxTAH F SEFYAHAES AFE3E=| 1. In case of manufacturing method of sterilized medical device, for
Hm =O
O o=

O

7] 7} gk, sterilization method,  sterilization method mentioned in Attached
Table 2 or sterilizaiton method equivalent to or higher than it shall

be mentioned.

2. If the finished product contains animal-derived ingredient or
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uses it during manufacturing process, the name of animal, country of
origin, age, available part, treatment process, and ingredient shall be
mentioned.
ALIEAEER) O AHEE5AS d5S L83t v 2F so wep 7] A g Article 11(Purpose of use) @ The purpose of use, including
1. AFEEARE 2AXEY wE A5, a8 Ee AMEE4HS 7]A$Y. tperformance, shall be mentioned as follows:
W ARSI e ASoe T9urr] 8 9 Z2E2YH Sgo @3 A, o wl| 1. Regarding the purpose of use, indications, efficacy and
2} 7] A 3k, effectiveness, or purpose of use shall be mentioned on the basis of
2. A15 9 A E B AldA AdZd wE At o5 7]7]¢9 Alg|evidentiary materials; provided that unless there are evidentiary
542 Tog7|7] 5 2 F54E g &g 114, o wep 71 A g materials, they shall be mentioned under the "Regulations for Product
3. A5 dld AFel Wt AFY =833k, A7 7144 5EAS 7IAg. |Classification of Medical Device and Class by Product; .
@ Zgogr7]7]9 ASole 23E 7719 HEHR, dHFARE779 AS-ol=| 2. Despite of the provisions of Item 1, the purpose of use of
Z+7ye] o gr|7|HE Zﬂl%«] A wat AFREA 2 4TS 7] A s medical device subject to notification as per Article 4 of the
@ A7 EYstelAY wdsta FHE YT oo T3S stodAE= oy M, F|Enforcement Regulations shall be mentioned under the "Regulations
EEAY AU A Fxe 131, o8 = 938 87 v ¥38 55 st Al|for Product Classification of Medical Device and Class by Product .
= oy Hy 3. Regarding performance, the physicochemical and
electromechanical properties of product that the product represents
shall be mentioned.
@ The purpose of use and performance shall be mentioned with
reference to the status of combined medical devices in case of a
medical device combination, and as provided in Paragraph 1 per
medical device in case of a medical device kit.
@ Expressions that have vague or broad meanings with unclear
grounds shall not be made, and repeated or excessively emphasized
expressions, or expressions likely to cause misunderstanding or
misuse or abuse shall not also be made.
A12ZAEIH) AFSHS o2 72 S ugl 7] A st} Article 12(Usage) Usage shall be mentioned as follows:
1. AF e AR de Fnjatel, A AR o] Wy W 7] HH S A 1. Regarding usage, preparations before use, operating method, and
A3 71 A skE, AE7H7F ofd Ak An| A AAH ARSI E oJ87]719 7 S0l =|keeping and maintenance method after use shall be mentioned in
A OAE T, AR, Aol B) ALEo] EHER FEE AV HE 8o]2 7||detail, however, in case of medical device to be directly used not by




EECD e,

a specialist but a general consumer, easy terms shall be mentioned

2. A% A HHdS stojof = AFol= ¥WE 20 wEl 2ok o] 1A S Hlnot to cause inconvenience during use by subject of use(disabled,
TS A4gs] 7] A gk pregnant women, children, etc.).

3. 9877 AZEYO 7 WAHAY dE0R AMREHE Ao TR a:Mey| 2. If sterilization is needed prior to use, sterilizing method
7NSEL Qs £ = AT A 1 7] Tl ok A EHHS A EE A 7]|accepted by the KFDA Commissioner as per Table 2 shall be exactly
A} gk, mentioned.

4. 438 gmr)7le] A AR FA7E YAl 7] A g 3. If software is equipped in the medical device or independently
used, usage of the function shall be exactly mentioned with screen
pictures in order to see the functions of program.

4. For disposable medical devices, the expression “Reuse
Prohibited” shall be clearly mentioned.
A 13ZAHE Al FYAL) AFE Al FALEES o 2 Sl wet 7R gk Article 13(Precautions) Precautions shall be mentioned as follows:

1. AFg Al FYAERS a9 o5 7]|77F stdsla e d oz Atge 4 9IE=| 1. In precautions, all newest safety related matters shall be
o3k HAl obdAl AH ALgS BF 7| AjEte o skl o] 9 o]st8 oAl S| mentioned so that the medical device can be safely and reasonably
S #HF13te] olEsty] A 5= Loz A slo]of o) used. In this case, they shall be written in modern terms to facilitate

2. O 7+ ol 93t FAof auof wel 7] A s understanding with reference to a medical dictionary.

7V, Aa o WA AY =3 F=uistar v A el o] AHkSo] vteRY H 9 | 2. Precautions shall be mentioned by order and tips as follows:
= o) AHEg o]l UG AT 3] F43 Almo] " slsAdo] goerme E3F F| A, Warning: Upon a fatal or extremely severe and irreversible
o Vg Hart S HAE 71 A S adverse event, or an adverse event, this may be related to a very

. oz 7|7le] EAS udE AFEU A", A = A S0l thdk St|serious accident and therefore, cases requiring special attention shall
OJALERS 7] Al gkt be mentioned.

ot} o577 o] AlgAy HAS = gl o] S ALEAFe] H-Folo] upE Xv| B. Cautions on the target age, gender, or health status shall be
Al Fahg Al Sof gk FolALeS 7] A sl mentioned in consideration of characteristics of the medical device.

2h. Awkd Fo] ¢ o gr7|R QA3 FI AlE WA 7] 95te] AE 5 | C. Cautions against adverse events that are likely to be incurred
AAbsrS ZAsta Bod A Al A Ay X 7)1 A s after the use of medical device, or fatal adverse events that may be
vl dazkg g2 dmvr)e HE Al dld g5 77 Weew 7719 A-g|incurred by the careless use, and other accidents shall be mentioned.
S =7 = A Z| AW o] ANES o] Z7)o] dojd HAG e A 2L o]AFHFZ 0] D. General precautions : To prevent any serious accident induced
WAL YA ofsl Fo| dojd A=A K or 297t = AL 7]|by the medical device, cautions during use shall be mentioned and if
A gkt necessary, handling method upon an accident shall also be mentioned.
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uh, AE SRR 7Fd oA, Aol ol Aot aE Aol tigk ALE ¢ sl 9]&|  E. Interaction : Upon concurrent use with other medical device, if
71719] 7154 EAAMEWY Sso= B o thE A v|ste 53] 72& Q8 7Hthe medical device boosts or declines the action of the medical
I FE = AFSES 7] A g} device concurrently used, or if a new adverse event occurs or the
A HEAde F9] L ARSI Tl mE Ha% FoE VA S original disease is aggravated, any clinically significant matters shall
of. etAALaLe] oube] Qs Alglo] Q& A foE #HA FoA}S 7] Al |be mentioned.

F. Use in pregnant women, nursing women, women of childbearing
age, neonates, children, and elderly people : Seen from the function
characteristics and usage of medical device, matters that require
more special caution compared to other patients shall be mentioned.

G. Cautions at use Necessary cautions by usage shall be
mentioned.

H. Upon a requirement to prevent accident, relevant cautions shall
be mentioned.

AAZ(EZEY) 9571719 THAGYE FHFA 803 A G E Akl 7] A8k Article 14(Packing Unit) Regarding the packing unit of medical
¥, Ax 9877y ASoE ‘Al TAAYE £ 957719 Ao “AlF|device, the minimum unit for easy handling shall be set and
A FAAL"E 7Y 4+ U} mentioned, however, manufactured medical device may be mentioned
as “in—house packing unit" and imported medical device as
"manufacturer's packing unit".
ALSZRAANH L AFE7]3H) O AFHLe 587719 EAS 133t ek A ol|Article 15(Storage Method and Shelf Life) @ Regarding storage
BAE £ Qs TAH HIAZA(RE 5) 2 FAret 5& W7|stedoF gl |method, details of storing conditions(including temperature) and
@ AHE713HHEa718he & 7z 59 o]x Flito dlREtE A ols= Aok Aol|cautions shall be mentioned in order to secure stability in
TATE TR 7]7]e] bAXAAIE 75 (AFeFEekdd 1A wEl AW |consideration of the characteristics of medical device.
2 A}L 7S a 7 HS A 7] A s @ With regard to available(shelf) life, upon one of the followings,
1. B9 57]7] storage method and available(shelf) life shall be set and mentioned
2. Nzro]l Ao wet dAE 59 &g -3kt HEE <l ¢bdA T A%S|as per the Standard for Stability Test of Medical Devices, (KFDA

o] Mg} o=

=

o= 7]7]

Notification) notified by the KFDA Commissioner:
1. Sterilized medical device

2. Medical device whose safety or performance is expected to be

changed due to physicochemical change in raw material with the
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lapse of time

AL6ZANATFE) O Adrdel e a1 AE
2od AYe g 7 5ol w7

3k A (KS, 1SO, ASTM %)
= AFY A5 AR AAg 2A
Lol whet 7] ) gk

o= 7)7] HAZA H7}sto]of

Article 16(Test Specification) @ In test specification, test necessary
for safety and performance validation of the product shall be
lmentioned as per:

1. In case of safety, the relevant specification notified by the
KFDA Commissioner according to characteristics of the product shall
be mentioned among the "Common Standard Specifications for
Electromechanical Safety of Medical Devices, , "Common Standard
Specifications for Electromagnetic Safety of Medical Devicesy ,
FCommon Standard Specifications for Biological Safety of Medical
Devicesy , 'Standard Specifications for Electronic Medical Devices, ,
and "Standard Specifications for Medical Devices, , and identical
international standards(IEC, ISO, etc.) shall also be mentioned.

2. For performance, test items, standards, and methods under
grounds established by the company shall be mentioned as per:

A. For test standards, the acceptable range of reference values
that are the basis for decision-making of accept/reject shall be
clearly mentioned, and if the test result is influenced by surrounding
conditions such as temperature, humidity, etc., the conditions shall be
clarified.

B. Test method shall be mentioned according to detailed sequence
in a restructuring manner so that the test result can be exactly
calculated.

B. In physicochemical test, in case of medical device, which
contacts blood or fluid, or drug to contact or be inserted or infused
into the human body, specifications accepted by the KFDA
Commissioner(KS, ISO, ASTM, etc.) shall be mentioned; provided that
in case of product without specification accepted by the KFDA

Commissioner, test items, standards, and methods under the grounds




established by the company shall be mentioned in sub-item A and
sub-item B.

@ In case of medical devices in a combination or a Kkit, each test
specification for part required to be evaluated as the whole medical
device and part required to be evaluated by individual medical device
shall be established.
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Article 17(Manufacturer) The manufacturer shall be mentioned as
follows:

1. In case of imported medical device, the country of production,

SHlname, and address of manufacturer shall be mentioned.

2. In case of manufacturing by consigning all manufacturing
processes, the business name and address of both the client and
manufacturer shall be mentioned; provided that if the manufacturer is
a foreign company, the country of production shall be additionally

mentioned.

&7bAlag s 5 WA
g ot g 4 39 o= 3§
A Alarg spefof gt

L AHEEA ] WY

(o

folr ¥0

il

ol|Article 18(Modification of Approval and Notification of Medical

Device) @ Among approved or notified items of products that have
obtained manufacturing(importing) approval and notification, upon
change, change approval or change notification shall be conducted;
provided that upon one of the following changes, new approval or
notification shall be performed:.

1. Change of the purpose of use

2. Change of prior approval with the changed principle of action

3. Change of raw material used for the first time in Korea for the
relevant item(only for medical supplies)

@ Upon change in significant matter likely to influence safety or
effectiveness as per Attached Table 4, documents mentioned in Item
1, Paragraph 1, Article 5 of the Enforcement Regulations shall be

submitted; provided that upon one of the followings, documents as




lo
o,
=)
o

Al A 14FA 48] 2 Au)sk WA AEe e 7F 39 ) per Item 1, Paragraph 1, Article 5 of the Enforcement Regulations
CEE A AFEY JAMAILE 2 59 AL E AL st may not be submitted:
W 39 Anst AAAE 1. If change is directed by the KFDA Commissioner due to the

AZAATFA A A= A3 wE Hujsk HAALe e tsted= ] #1135 AM|revised standard specifications etc. under Article 19 of the Act
HAANY HaM(AAEAE Egsitho] Ax4 7S A(CD, t]2=7l| 2. Medical device that is just intended to export
AA-ste] WAe] e E5H 309 oW Ee vid Hx s7F e Alare
TAFE GAkste] 139 st WA &l diste] #7F e Alarddol

HA7FA] 22 = B8k AW ol Al Al Ese]of skt 1. Change in product that went through item notification(except for

7} 5o o= st sEshE Ag-ole WA

of A Alls A2e] Anlgt WAA B A CAAREA
AxA 715w A (CD, Y2 5)E HFste] A = #d A%

Z3Fofof sttt Paragraph 3, shall submit a product notification as per Annex No.l

¢

o

@ Minor changes under Paragraph 4 of Article 14 of the

_1

[¢]

=
23} |Enforcement Regulations are as follows:

+|each item of Paragraph 1)

i\

P
o ol YO,

ot

=,

2. Minor changes as mentioned in Attached Table 3

=

<}

@ The manufacturer or importer, regarding changes specified in

O:

1. A 2 ol Ego] 2 g 2aly o 24 Form (including an electronic document), together with electronic
st A upg ndye] WAy e F7) recording media(CD, diskette, etc.) to the KFDA Commissioner or the
Ao mE Axd AW 2 AEFY WA head of the competent Regional KFDA (hereafter referred to as the
T4 5779 FET AxA AAA BwH "Regional KFDA Commissioner") (i) in 30 days from the changed date
T S 7RAlL el A SolE FLAET HE oA AEF oz WHAAHor (i) by the last day of the month of each year in which the
Al E sty F71E RdHe EE2 A48 wel A &5ho]ofF g}, relevant anniversary of the date of the initial license or notification
| ZA AU QA= A3 e AHr) gk HAPALSS HAGALEo] whAEl wjnlfalls, with respect to changes that occurred during the one-year

AT AZX(F7E FAHe WY W AHEANE 5 o] WA AR} MU &S |period ending in the month immediately preceding the month in which
ofof St the change submission date falls.

® Upon one of the followings despite of Paragraph 4, electronic
record media(CD, diskette, etc.) shall be attached to a report on
minor change in Annex No.l Form within 30 days from the changed
date (including electronic document), and submitted to the KFDA
Commissioner or Regional KFDA Commissioner.

1. Deletion of some models with the suspension of production and

import
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2. Change or addition of model by minor change

3. Change of manufacturer name or product name with changed
trade name

4. Change of manufacturer location in the exporting country of the
imported medical device

® In case of subject of product group approval or notification,
changes shall be controlled within the same product group in a
self-regulatory manner, however, the list of added models shall be
submitted as per Paragraph 4.

@ In case of a minor change as specified in Paragraph 3, the date
and description of such change shall be mentioned by the
manufacturer or importer in the '"Description of Change and
Disposition, Etc." field on the back of the relevant

manufacturing(import) license whenever such change occurs.

A19=(ANEE 98577 5 &<
ALZ1e] (ol a) “Ald ALY

%‘—Ei 2117§77W°ﬂ tHete] v 7t
T 7S B AT AEE

2. 4§71 7] FEAA, sHAA

& 98717
3. AINDE

=
CAE AL 5 9 A7E
A FL 9%

=
. AIEY ’%‘% 3
R

6. <=l A

—_

=
7t A e =78 & 7HA

e A7} AHe-g o877
7. loFE QA

2~

=g
@ NEE dBI7] 5L FYUs

[}
A A2z AA9 AREelE]

Article 19 (Confirmation of Medical Devices for Testing, Etc.) @ The
head of the Testing Laboratory designated by the KFDA
Commissioner as per Article 27 of the Act(hereafter referred to as
the "Head of Testing Laboratory") shall issue a certificate for Item 1
and the Regional KFDA Commissioner shall issue a certificate for
Items 2 through 7 below.

1. Medical Devices for testing to obtain import approval

2. Medical Devices for product item designation, class review,
quality control standard validation, technical file review, etc.

3. Medical Devices for clinical trial

4. Medical Devices for research for clear research purposes, such
as product development

5. Medical Devices for samples for the purpose of identifying the

actual size of the product

6. Medical devices that were used while staying in foreign




A15o] AFolsE ADAAZIBZANA, A2ZHE A737R = A H Ao Al 417 8} countries and then continuously used after returning to one's country,

ofof St or that are not approved in Korea but are imported for the purpose
1. A1A1E, A2Z-A43-A55-A750] AFst= A= dld AF=9 FU [of using in treating emergency patients (for product approved in a

A, 8% & AT F dv ARREAEA 23, vk, oln] 97 7]7] 7] |foreign country)

BAS AAE Wre Ao e AAME AR A E3ho) 7. Medical devices that are used for clinical trials using drug
.Zﬂl?{}ZﬂSE D A7z Ests AT AR A S AA @ When a party intends to be issued a certificate in order to
. Al A6E e dlFdeleE Ao dE AlEe B AHT, 8% 5 #<ld|import medical devices for testing, etc., an application shall be made

*’F = AZAEAIANE T3 2 AT g5 7)717F AlHele X Fo] Al&|to (1) the head of the testing laboratory in the case of Item 1 of

stojof &5 glEd 4 e Ax Paragraph 1, or (ii) the Regional KFDA Commissioner in the case of

@ AWAHY = AFAATI RG] AL mT] Vs GRAE Eustaa & A|ltem 2 through Item 7
Foll= A1E 2t 59 o= el sFet=A o A FFAREAEA 2g)e] Efd| 1. If pertinent to Item 1, Item 2, Item 4, Item 5, and Item 7 of
A 58 AEsojof 3}, Paragraph 1, data that can demonstrate the appearance, performance,
and use of relevant product(including use plan); provided that if the
product has already taken medical device technical review, only
review result shall be submitted.

2. Protocol approval if applicable to Item 3 and Item 7 of
Paragraph 1

3. If pertinent to Item 6 of Paragraph 1, data that can identify the
appearance, performance, and use of relevant product(including use
plan), and data that can verify that the applied medical device shall
be used for treatment of the applicant

@ If the Regional KFDA Commissioner or the head of the Testing
Laboratory intends to issue a certificate for Medical Devices for
testing, etc, they
shall examine whether or not it comes under one of the items
mentioned in the above Paragraph 1, as well as appropriateness of

the number of the certificates applied for (including use plan).

A20ZANBAALY AA) @ H A27xe wE ANFAA| B 957]17] AEHAAHArticle 20(Application for Testing) @ The party who is to apply for
S AAstaar sk A= AlFAA R EA A4 A2 AlFA e the Zb E|testing of
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g71719F A AZFshedoF st} Medical Devices to the Testing Laboratory as specified in Article 27

o mE sd AFe] VEEA Toll B AR of the Act shall submit, to a Testing Laboratory, an application as
= &

= g AL 98577 A=g 4 Y+ AB=EA|per Annex No.4 Form, together with the following data and the
TADe mME RS HAAARIA,  T4AEIAFA 2o [Medical Device for testing

TADl mE FYPYATLZF T AR 1. Data on technical documents, etc. of the product as provided in

877 HAAE A el B gy (Item 1,
A A A 0] 7 §-o] gkett}) Paragraph 1, Article 5 of the Enforcement Regulations
| 2. In the case of imported medical device, as data that can prove
A 2198571718 F£YstE A7 A|EFF|the Medical Device for testing, the Standard Customs Prediction
2] o. 2 2o}, Report under the "Consolidated Public Noticey (Ministry  of
Hool oA -faXd FRE st EHIF T doF &|Knowledge Economy Notification) and a copy of import report

T5717] certificate under the "Notification of Handling of Import Customs

= A9 Affairs (Korea Customs Service Notification)

3. Test report(only for test report accepted under Item 4,

Paragraph 4, Article 18 of the "Regulations on Designation of Testing
Laboratories for Drugs, Cosmetics, and Medical Devices, )
@ Medical devices required to take total inspection as per Article
33 of the Act and Item 6, Paragraph 1, Article 20 of the
Enforcement Regulations are as follows; provided that if the result
of final inspection specified in the product standard, which was
executed by the importer of used medical device subject to
notification, is conformable, it is thought that inspection is completed
for the product.

1. Medical device that is accepted by the KFDA Commissioner to
be specifically managed for protecting national health and securing
safety and effectiveness

2. In case that a used medical device is imported

A4 715 5 HAF Chapter 4 Review of Technical Documents Etc.
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A2IZAHANE ) O 7IswA 59 HAAe A2ads7tAAE s 7tE 2 gskt})|Article 21(Subject of Review Etc.) @ Review of technical documents
= Htax} = 8|7 E Ao s st shall be targeted at medical devices subject to manufacturing and
®@ 253 9871719 ASGdE ¥HA 35 Ao EAA ZLZE B uEE A8 |importing approval(including modification approval).
3te] HE 59 A% #Hr|Fo uet NRA S, NEFEAE, F5AEeE FE| @ In case of class 2 medical devices, based on the comparison
sto] AARgHE sheet on essentially identical items in Annex No.3 Form, under the
@ Algdo® EFsa v Z 39 st Jar)rle 7lsvA 59 AAMd|ldentical Product Decision Criteria of Attached Table 5, review shall
Ao A Al 9] gk be divided into new product, improved product, and identical product.
1. F&8987]7] ® Despite Paragraph 1, the following medical devices shall be
2. T IAF excluded from review of technical documents:
3. A3xA11Ee ugt TLAEFLES Aute o777 1. Medical devices for export
4. 7Avjsk WA Ui o=m7]7] 2. Identically notified products
3. Medical devices identified as identical products as per Paragraph
11 of Article 3
4. Medical devices subject to minor change
A22ZRNEAA B) AFH4e Adggr)r] 9 dax9n7]7] & AdEd Ei=|Article 22(Expedite Review Etc) The KFDA Commissioner, if
A2 ABE Y5t Zos AL ek Aol AT 87| 7] 1’413}01 92 o Z|necessary for industrial development or advanced medical device and
A&l AALsEe] 3 7FE = it orphan medical device or for treating patients, may expeditely review
and approve medical device designated by the KFDA Commissioner
with priority.
A23ZHAAPIE 5) O AFHY =5 7EwAAdA A 3o 2 Al Al7xA)|Article 23(Review Standards Etc.) @ The KFDA Commissioner or
28te] wtE o gqr|7] 71EEA T A EIA (o]t “AAL A7 slth)E A|&%Hthe head of technical document review agency, if a request for
& Ao e T AE ARIAHELIAE, F55E =5 F5EEdY)E Hlreview of medical device technical document as per Paragraph 2 of
APete Ae dFo= gy, AAFAE AETE & FUlE AES AARlA Al|Article 7 of the Enforcement Regulations is received(hereafter
Q3tt), vk, HAAET st s sl VEEAE AALE 4 ) referred to as “Request for Review"), in principle, review by
@ AAL Ao A ALEEE o], 7Y 2 73 58 A A(KS), A |manufacturer(importer) of the product, product group or item(model),
TAJAECISO %), ek (KP) & 2l #o] ¢l &AHA(USP, JP 5)& wland exclude any added products after a request for review is

2y,

received from review; provided that the same product group may be

reviewed with one technical document.

@ Terms, marking method, and symbols that are available in a
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request for review shall be in compliance with the Korean Industrial
Standard(KS), standards(IEC,  ISO
Pharmacopoeia(KP) compendium accepted by
Commissioner(USP, JP, etc.)

Korean
KFDA

etc.),
the

international

and

A24ZAAARSY F5F 2 HY B) 71EEA 59 AHAAE Yste] AlE3te]oF dl=|Article 24(Type and Range of Review Data) Types of data required
g FHE U 2 9k g} to be submitted for review of technical documents etc. are as
1. 7] 37} AFH} vlagk A5 follows:
2. A5 #Agk A5 1. Data that compared with the already approved product
3. 28490 &3k A5 2. Data on the purpose of use
4, AFE A% & ods selslry] Y3t the 2 B9 g2 AF7ZA 2 1| 3. Data on the principle of action
AARZAL} AZAo] B3 Am. ik, FU = Folo] AldqtAdoe] gle A$ol=| 4. The following data to identify the performance and safety of
7eEA] 59 AAE wodE xUF AlEY AT 2 obdS #9137 ¢ste] HA|product, which are related with test specifications and the grounds
S Al A 2 o FAY ASH]o T A m for establishment, and actual measurements; provided that unless
7F. A7 1A A okl #ek AR there is domestic or overseas test specification, test specification
L AEEH okAo #A3sk A7 established by the party who is to receive the review of technical
o AR Ao ek b AR document in order to identify the performance and safety of product,
gh, dxpgebde] ek Am and the grounds and actual measurements
i Ao &3 A s A. Data on electromechanical safety
vh, E8.3tetd 546 #ek 2= B. Data on biological safety
Ab eEH A B3k A7 C. Data on radiation safety
5. 719 = =i 2 A e 33 A= D. Data on electromagnetic safety
6. LA ol ek A8 E. Performance data
7. 9= AMEEE SO #3 2w F. Data on physicochemical properties
G. Stability data
5. Data on origin or discovery, and grounds for development
6. Data on clinical trial
7. Data on foreign use status
A25ZAAAR S HA) O A21ZFA 28 Wt T5AF, MFAE 2 A 2&4F|Article 25(Exemption of Review Data) @ In case of class 2 medical
o® FEIF 257 =779 ASo+= HE 69 wg oS ZF o] s|E3d= AHdevices categorized into identical product, improved product, and new
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AES HAT &= ) product as per Paragraph 2 of Article 21, submission of the following
=i

L A24FA23- 435 D ASZEE ATEAR Y A wWE s data may be exempted in accordance with Attached Table 6.
L A24FzAN4AS 2} T A wE Az skste] A|AAHAMAE A AJEF| 1. Data as provided in Item 2, Item 3, and Item 5~Item 7 of
AARTAY} ASAA R Article 24

3455 87719 AFolE A24ZASTHE A7s7FA S FA-C wWE 28| 2. Grounds for establishment of test specifications and the actual
o] W3R 69 wel AlES WAS 4 A measurements only for data as provided in each sub-item of Item 4
2epgge] 4ste dAR e eAlF ¥ FAKS, 1SO, ASTM)el A& of Article 24

71719 ZASoE A24ZAN4ZT VR FA- WE ABE AEEA ol | @ In case of class 3, 4 medical devices, submission may be

=
t}. exempted as per Attached Table 6 only for data provided in Item 5
A24ZF 2] FA BTt A GRA 7} o]2H .| A o R AA EUEsAY 4l|through Item 7 of Article 24.

= AN Aol Fronjsitta AAEHE Ao s A5 AEF| @ In case of medical devices meeting the standards for raw
A = Aok (d: A duitiolobrd FHo| FFw A EAel 49 ZF Y Al|materials or finished products(KS, ISO, ASTM) accepted by the KFDA

o1&ty A ¥E[Commissioner, data as provided in Sub-item B of Item 4 of Article

o] Foujslk H9 F) 24 may not be submitted.
@ If it is thought that despite of Article 24, it is impossible to
conduct the test in theoretical and technical aspects or even if it is
possible to conduct the test, it is meaningless, submission of relevant
data may be exempted.(e.g.: in case of cut covering material
containing silver sulfadiazine cream, safety of each raw material is
secured, but the result of cytotoxicity test cannot but be
nonconformable due to the antibacterial action of silver sulfadiazine,

and therefore the test is meaningless)

aAA, s7 e, AMEEA, A8, dAs, e, AEitd, AR

ZFEHFEARY 87) 7ls=EA 59 HAAE 9% HEARY] 2718 tS 7} T|Article 26(Requirements for Attachment) Requirements for attachment
2o gk, A24z2A 18 A45 2] A E AR A= AEYS 7llfor review of technical documents etc. are as follows: provided that
UG 2 RE 3do] Ay AAxEE g AEFo] AH o]F o] WMAo] gllin case of test data as set forth in Item 4 of Paragraph 1 of Article

= =
AstE AR E F7IE A EFslolof st} 24, test data 3 years have passed from the issued date on the basis
= of the submission date, data demonstrating that the product has not
EFHEEFY, 2d9), AxEEdad, Az been modified after test shall be additionally submitted.

= O

==

=i
~
|xnl| 1. Data compared with already approved product
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1) 2o ado] st Al @A ol Al whgd Al A A A
2) A A7) 7= L3 (IEC) 7} *qs= = A A 7171711 S A =(IECEE
CB-Scheme)ell W} =rA-&2A1 & 7] (NCB : National Certification Body)ell 4]

e A HA

3) A A7]FH(KOLAS: Korea Laboratory Accreditation Scheme)(o]3}
“KOLAS”g} stepholl Al QA sk oz 77| #oke] Al A7 doA AA-AE 435

=z 34' %Lg], 71] tﬂ——‘élisl- /\] & A1 A }\1

4) #F o r]7lel tste] BAHH A5 (OECD) ﬁ-‘ﬂ%"ﬂ

Hof AR ARHAAR Y AR EE AR om @

o U = l ol = [e)
o7l 3 A
fo]g7)719 A7 AAA kel #d FEI|= A
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F5 weto
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Comparison sheet in No.3 Form of the accompanying paper that
compares product name(product group, model),
manufacturing(importing) business name, manufacturer and location,

license no., purpose of use, principle of action, raw material,

ZFlperformance, test specification, and usage with the already approved

product
2. Data on purpose of use
Data on the indications of product, purpose of use(efficacy and
effectiveness)
3. Data on principle of action
Data on physical, chemical, electric, and mechanical principles of
action that are likely to influence in order to achieve the purpose of
use of the product
4. Data on electromechanical safety
A. General matters
Data on electromechanical safety shall be submitted for
electrically-powered medical device, and fall under one of the
followings, and the product name and model name shall be identical;
provided that unless the model name in the data and that of the
product are identical due to development name, the documentary
evidence shall be submitted.
1) A test report issued in the testing laboratory designated by
the KFDA Commissioner
2) A test report issued by an internationally authorized
body(NCB : National Certification Body) under the IECEE CB-Scheme
that is operated by the International Electrotechnical Commission(IEC)
3) A test report properly issued with standard code accepted by

the testing laboratory in the field of medical device which is
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Ao HEFAAEHAY QAo F=Yst= XA N == FE 53 S35 |authorized by KOLAS(Korea Laboratory Accreditation
8577 e FiEEY AS AEFstoor Y, g & o sty dld st A5 |Scheme)(hereafter referred to as “KOLAS”)
24 sid AEI mElygo] FTdstojof skt oink ek A] WA Fo7 27O 4) Data on clinical trial as submitted and evaluated to the
gyl iy AEFe] Rdwo] FASHA] & A E olE YFs=E AEE AE|member country of the Organization for Economic Cooperation and
sfojof s, FAlg % EO7F: R Al ASole "9m7]7] Alx 9 F|Development(OECD) for the medical device at the time of approval,

AP 7|, (AFQoFErHdA 1A]) T olef 5 o] A wE A FAFe|and as received and accepted by the government or a registration
ZAAYA 2E st A AAT AFAAFME AT = Yot agency whose regulatory affairs were entrusted by the government,
1) Aok ado]l At Al HA 7| ol A 5 Al A A which was confirmed or notarized

2) AAFHANE7]F(OECD)] H|LA#AE] 7| =(GLP)o] olsle] FAwke GLP| B. Specifications and analytical procedures
A7) oA W3 GLP AlgAlR The "Common Standard Specifications for Electromechanical
3) 1) e 2) FsteE AEEA A AEFF AT Ut A HE=A]|Safety of Medical Devicess (KFDA Notification) or equivalent or
ZEJAAAEZT-S] To] 55aAY 550184 AlFe] HESHY obde] 3k 2AH  |higher international standards(IEC etc.) shall be followed, and the

U 7 2 A standards for domestic standard voltage, standard frequency, and
Frolg 71719 AESA otz #Ast FE7=7124 ) (FeFEoka 3y 1 A]) E|standard power plug under the MElectric Business Act, shall be
= o9} 55 ol FAFAUISO )l uhEtt. observed, as well.
6. WARA A @3 kA AR 5. Data on biological safety
7} AdEALE) A. General matters
WAL S o] &3 o @770l AY HAMA Y =& H = 5 T 957717 WA In case of medical device or part, which contacts blood or
Aol 73k ot Aol QEE Ag AlEFsA ok s, thS F o] dhuel = =|fluid, or drug to contact or be inserted or infused into the human
Ag2A s AEG mdyo] HA3lo]ok v}, thwk sk A] WA 507 27 A body, data on biological safety shall be submitted, and fall under one
o] Rdmy &g AEe Rdo] EUsR L& AL E o]E d=dE= AFEE|of the followings, and the product name and model name shall be
A F3tofoF g}, identical; provided that unless the model name in the data and that
1) 2ok o] x4t Al A7 ol A gk Al A A of the product are identical due to development name, the
2) = A7) 71 =9 43 (IEC) 7 =] e A A 7] 7] 7121 S A =(IECEE|documentary evidence shall be submitted, and in case of sterility test

CB-Scheme)ol] wa} #8243 7]Z(NCB : National Certification Body) %°ll|and residual EO gas, a test report, which was conducted under the
A EEE AEAAA manufacturer's quality control system as per the "Korea Good

3) KOLASeA 1748k S5 7]7]oF Al @A 7oA AAAHE A= s 4
SHAl 3k Al g A A A (KFDA Notification) or equivalent or higher standards may be

)

Manufacturing and Quality Control Practices for Medical Devices |
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submitted.

1) A test report issued in the testing laboratory designated by
the KFDA Commissioner

2) GLP test data issued by an authorized GLP testing laboratory
under the Good Laboratory Practice(GLP) of the Organization for
Economic Cooperation and Development(OECD)

3) Data on biological safety of product whose raw material is
same as the product and time or part contacting the human body is
identical to or higher than the product, as data falling under 1) or 2)

B. Specifications and analytical procedures

The "Common Standard Specifications for Biological Safety of
Medical Devices; (KFDA Notification) or equivalent or higher
international standards(ISO etc.) shall be followed.

6. Data on radiation safety

A. General matters

Data on radiation safety shall be submitted in case of medical
device using radiation or if radiation safety is required for the
medical device because it is exposed to radiation, and fall under one
of the followings, and the product name and model name shall be

identical; provided that unless the model name in the data and that

=|of the product are identical due to development name, the

documentary evidence shall be submitted.

1) A test report issued in the testing laboratory designated by
the KFDA Commissioner

2) A test report issued by an internationally authorized body(NCB
: National Certification Body) under the IECEE CB-Scheme that is

operated by the International Electrotechnical Commission(IEC)

3) A test report properly issued with standard code accepted by
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7} dHkrbgl the testing laboratory in the field of medical device which is

+ % ol stuel sjFEojof sk, s AEFI o] Fdstolok FHauthorized by KOLAS
oo, i Al ¥ Tog Ay mddyyl g AFe] mEgo] FAdA 4) Data on clinical trial as submitted and evaluated to the
e A= ol AFs= ARE AEdtooF s, A2ZE o7 WAEH A |member country of the Organization for Economic Cooperation and
U o502 ALSEHE A AXEYoe] vdy = WA, WA, 987, FZ|Development(OECD) for the medical device at the time of approval,
52 XFY] FoUTE HAEY F AdE ABE AEFstooF dtar, FES Ao land as received and accepted by the government or a registration
2 3 AT Folo] o3l HE FEAY ARE A|Eslolof st agency whose regulatory affairs were entrusted by the government,
1) Aol A8& AlAAA el A gk Al A A which was confirmed or notarized
2) g == A7 5 ul-9e] dE7)el A Aldst Ao zA sd 713 B. Specifications and analytical procedures
o] Aol Wstal 1 Wl g (71#He] AlFAIA Jle, FoAn], AdE A, AEAk Among the "Standard Specifications for Electronic Medical
o A3 AY =& xgth) S HAESY Blgsita AT ¢ g A A A A, Devicesy (KFDA Notification), the specifications and analytical
3) T9s717] Alx % EAAY7E, TEE olgf B5 o9 FAd W& Alprocedures on the radiation safety of the medical device or
ZALe] FAAA2=E sloll A AAgE AlFe] el ek Al A A equivalent or higher international standards(IEC etc.) shall be
U, 7l 9@ A duy followed, and the standards for domestic standard voltage, standard
ZALe]l 71 H Al HEFHo| w2 frequency, and standard power plug under the "Electric Business Ac
9. =7]-8}8ty EAd #3 z= ty shall be observed, as well.
7} dutarst 7. Data on electromagnetic safety

olAo] HEAJAFIAY AAo FYd= N AN = o E Z3}+=| A. General matters
A X

o7 71719 AS I 34 Data on electromagnetic safety shall be submitted for medical
, 84, vA-, T2 g2 ZF ' oji-|devices or parts requiring electromagnetic safety, and fall under one
lof the followings, and the product name and model name shall be
=

o] TAFA && AHFoE o]Zlidentical; provided that unless the model name in the data and that

AE3t= ARE A =s)o]ofF g} of the product are identical due to development name, the
1) Aok o]l Ak Al @A Bl A wg3 A E A A A documentary evidence shall be submitted.
2) g == A7 5 -] AEI| oA Aldd Ao A sd AE 1) A test report issued in the testing laboratory designated by
71¢e] Aol dhgstal 1 W& (7| AlEAA N, FeA4Y], A8 4, Al{the KFDA Commissioner
HAale]l AFAYH 5 ¥oheth)S AESS BlEsita AA4E = = AlFAAAA 2) A test report issued by an internationally authorized body(NCB
= 2= National Certification Body) under the IECEE CB-Scheme that is
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3) Tom77] Az %2 AT VE, TE olg 5% ol A4 wE A|operated by the International Electrotechnical Commission(IEC)
ZALe] ER YA AE Slo A AAE &3}t EXo] I AP == A} 3) A test report properly issued with standard code accepted by
= the testing laboratory in the field of medical device which is
wolE B OAIE authorized by KOLAS
21k zfo] Q143 AA T L hAlFo] sk FZo] HEgE v|E= L AFH 4) Data on clinical trial as submitted and evaluated to the
o wEt}, thyl Ak Ao] QA S E Ao PE AL e ALY 71E L Al member country of the Organization for Economic Cooperation and
Hol| uwE&t}. Development(OECD) for the medical device at the time of approval,
10. St #3 2= and as received and accepted by the government or a registration
7}, dxkAbsk agency whose regulatory affairs were entrusted by the government,
s F o= sty didEHE ArEA, Y AF mdwo] FAslo]okwhich was confirmed or notarized
st} opnk, A Al WA so2 gt Rulyy) g AEFe Ryl FddhA| B. Specifications and analytical procedures
e A= olF YdFsE ARE A Esfolof ). The "Common Standard Specification of Electromagnetic Safety
1) Aok Aol A sk Al H AL | T A gk Al A A A for Medical Devices), (KFDA Notification) or equivalent or higher
2) st = A7 T T2 AEV|HAAM Adst Ao REA dF AF|international standards(IEC etc.) shall be followed, and the standards
71 #e] Aol sl 1 WE(HAEZ B AFAAA Me, Fe4dn] AFdd A4 |for domestic standard voltage, standard frequency, and standard
Aldxte] AFAH & ¥3thHS AESY gastitn A ¢ A= AB A4 |power plug under the "Electric Business Acty shall be observed, as

A well.

3) Mog77] Alx 9 F4#E7=, e o9 &5 o9 49 wE A| 8. Performance data
A ] FA A A =E Stoll A ARG AFE] bl HEF A A A A. General matters
U, 7l 2@ A duby Performance data shall fall under one of the followings, and
Frelg 7719 g AE 7=, o wEr) the product name and model name shall be identical; provided that
11. 719 == 24 2 /g g #3 A= unless the model name in the data and that of the product are
A A Eo | AAl =S F F AEE SIAF (A A4, ojy A, Flidentical due to development name, the documentary evidence shall
7F A2 A z2rgde] 2 AAE, VZAE-AAAE S Eoj7F AL A, o]|lbe submitted, and if software is equipped or used independently, data
A Ay S)el wet 55 7 AE A= that can verify the major functions of software including the model
12. dAA| ol T3 25 name or name, version, operating environment, and structure of
7} dutarst software shall be submitted, and if performance verification is needed
ol A Al o] AL E = om 7|79 <kdA] W FEAS Sy Y35t AFeFS|for animals, data on animal experiment shall be submitted.
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1) A test report issued by a testing laboratory designated by the
KFDA Commissioner

2) A test report, as tested in domestic and overseas specialized
agencies such as university or research institution, which was issued
by the head of the agency and whose contents(overview of testing
facilities, major equipment, organization of research manpower, and
investigator's research experience in the agency) were examined and
deemed appropriate.

3) A

conducted under the manufacturer's quality control system as per the

report on test of product performance, which was

'Korea Good Manufacturing and Quality Control Practices for
Medical Devices, or equivalent or higher standards
B. Specifications and analytical procedures
The company's in—house specifications and analytical procedures
shall be followed.
9. Data on physicochemical properties
A. General matters
In case of medical device, which contacts blood or fluid, or drug
to contact or be inserted or infused into the human body, data on
uv

absorption, atomic absorption, melting point, boiling point, endurance,

chemical structure of the relevant part, infrared absorption,

hardness, tone, eluate, and surface characteristics shall fall under

one of the followings, and the product and model name shall be
identical; provided that unless the model name in the data and that
the the

documentary evidence shall be submitted.

of product are identical due to development name,

1) A test report issued by a testing laboratory designated by the

KFDA Commissioner
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o] Btgsttiar 1A st Wele] A B AuE 23T 5 Ak

13. =79 AMEES GOl #e A=
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2) A test report, as tested in domestic and overseas specialized
agencies such as university or research institution, which was issued
by the head of the agency and whose contents(overview of testing
facilities, major equipment, organization of research manpower, and
investigator's research experience in the agency) were examined and
deemed appropriate

3) A report on test of physicochemical properties, which was
conducted under the manufacturer's quality control system as per the

'Korea Good Manufacturing and Quality Control Practices for
Medical Devices) or equivalent or higher standards

B. Specifications and analytical procedures

The specifications and analytical procedures suitable for the
specifications of raw materials and finished products as accepted by
the KFDA Commissioner shall be followed; provided that unless there
the the

company's in—house specifications and analytical procedures shall be

i1s a specification accepted by KFDA Commissioner,
followed.
10. Stability data
A. General matters
As data falling under one of the followings, the product name
and model name shall be identical; provided that unless the model
name in the data and that of the product are identical due to
development name, the documentary evidence shall be submitted
1) A test report issued in the testing laboratory designated by
the KFDA Commissioner
2) A test report, as tested in domestic and overseas specialized

agencies such as university or research institution, which was issued

by the head of the agency and whose contents(overview of testing
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facilities, major equipment, organization of research manpower, and
investigator's research experience in the agency) were examined and
deemed appropriate
3) A report on stability test of product, which was conducted
under the manufacturer's quality control system as per the [Korea
Good Manufacturing and Quality Control Practices for Medical
Devices) or equivalent or higher standards
B. Specifications and analytical procedures
The "Specifications for Stability Test of Medical Devices, shall
be followed.
11. Data on origin or discovery, and grounds for development
Data mentioned clearly as per the five W's and one H(e.g.:
when, where, who, principle of action newly discovered, raw
material, when and where the pilot study or «clinical trial was
initiated, etc.) to be a help for review of the product
12. Data on clinical trial
A. General matters
Data tested for humans to prove the safety and effectiveness
of medical device used in the clinical trial, which must fall under one
of the followings; provided that, for class 1, 2 medical devices, data
on the clinical trial for the product equivalent to the applied product
(paper, literature, etc.) may be submitted.
1) Data tested in the Institution designated by the KFDA
Commissioner
2) Foreign data, with the reliability of Institution accepted after
the details are examined, and which are deemed to have been
obtained under the "Korea Good Clinical Practice for Medical Device
s; (KFDA Notification)
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3) Data on clinical trial as submitted and evaluated to the
member country of the Organization for Economic Cooperation and
Development(OECD) for the medical device at the time of approval,
and as received and accepted by the government or a registration
agency whose regulatory affairs were entrusted by the government,
which was confirmed or notarized

4) Data published in the journal of an academic society as listed
in the Science Citation Index

B. Data that falls under Sub-item A 1) or 2) shall include the
followings:

1) Clinical trial method

Clinical trial method shall include the following matters.

A) Inclusion criteria, exclusion criteria, and target sample size

Data demonstrating that the number of clinical trial cases
was decided to be statistically appropriate, in principle,
comprehensively considering the characteristics of medical device per
indication and the clinical trial method; provided that if it is actually
difficult to secure clinical trial cases due to the small number of
cases of indications, the evidentiary material shall be additionally
attached.

B) Operation method or usage and the reason for establishment

C) If using a medical device for comparative study, the reason
for selection

D) Concurrent use

E) Observation item, measurement item, clinical laboratory item,
measurement criteria, and examination method

F) Effectiveness evaluation criteria, evaluation method, and

analysis method
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G) Safety evaluation criteria and test method including adverse
events

2) Clinical results

Clinical results shall include the followings:

A) Record of clinical trial(including planned number of clinical
cases, actual number of subjects, completed number of subjects,
number of dropouts and the reason; in this case, matters about
adverse events per subject shall be included.)

B) Summary of case record

C) Other necessary data for confirmation of clinical trial record

3) Clinical evaluation

Data demonstrating that an effective rate of medical device
for the indication has clinical significance on the basis of principles
of Western Medicine and Oriental Medicine; if its appropriateness is
estimated, it is acceptable.

C. Others

1) If it is thought that it is impossible to apply data on foreign
clinical trials as they are due to difference in ethnic factors, the
KFDA Commissioner may demand additional submission of data for
Korean people within the country.

2) In case of orphan medical device, which is applicable to
life-threatening rare disease, the data may be substituted with data
on clinical trials within the range that is accepted to be appropriate
by the KFDA Commissioner.

13. Data on foreign use status etc.

As data on the use status of each country to be a help for

review of effectiveness of the medical device, data on overseas

selling or approval status, adverse events reported during use, and
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grounds for manufacturing approval, and if not used in the country of

production, the reason

A27EAEY FY 5 D 577 71EEA 5o AAE @zt sk A= Ald|Article 27(Completion of Data Etc.) O The party who is to receive
T2 WA A7 A wel ZHAgshe]of star, A|26%d] wE HHAF T2 2 oHthe review of medical device technical document etc. shall fill in
AAlo] A3l dEgxgador ZAE HAXA 7|Z2wiA(CD-tl 27 5)F 874 219No.7 Form of the accompanying document of the Enforcement
A A A =sho]ofF sh}, Regulations, and submit attachments as per Article 26 to the KFDA
@ AEAZE A26xkd wWE QA0 Agslojof str}, thuk T AE9 EAACommissioner together with electronic record media(CD, diskette,
HEA g0 dB7 BEL Q3 A= O AMFE FAZFoR T Al sle] ok ) etc.) that are made with the exclusive program designated by the
@ o= AuE FLANS HI g = okt 2 diES HFsteof s, ¥|KFDA Commissioner.
83 Aol gt =S 87 5 Aok vk Foj9 e 9] AH= FFH| @ Submissions shall be suitable for requirements under Article 26;
AA HGES HEshofor st provided that if part of the attachment is unnecessary in terms of
characteristics of the product, the reason shall be mentioned in
detail.
@ In case of foreign data, Korean abstract and original text with
the major contents extracted shall be attached, and the translation
may be demanded only if necessary; provided that in case of foreign
data except English, the whole notarized translation shall be attached.
A28 TA AAEAFZZAAN WA) O AldE A72A4F] S o5 7]7]|Article 28(Modification of Technical Document Review Result Notice)
7NEEA 59 AAAFEXNAMAE HASLA = A= AR HA A7s MA|O The party who is to modify a review result notice of medical
of w2 AMALLFAE AEs]ofF s device technical document etc. as per Paragraph 4 of Article 7 of
@ A1 Al o3k WAAA A HE = AFE v 4 &9 2 the Enforcement Regulations shall submit a request for review in
1. AfFeld 9 wA3gn i No.7 Form of the accompanying document of the Enforcement
2. A24zo A tAsE AAs T WAANE ] dig 2AAE Regulations.
3. oln] EEE A=A HR A8E AAe oir7] 7EEA 59 AAAIE| @ Attached documents, upon application for modification as provided
A A AR in Paragraph 1, are as follows:
@ A2stA2Eo MF = AFold & HAUN EE= e o wet 7] A s} 1. Document history and modification comparison sheet

L. A 5tol e

2. Evidentiary material of modification among data provided in

Article 24

3. A copy of review result notice of medical device technical
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=24 Z =250} document etc. of No.8 Form in the already issued accompanying
gees = = ZQHAE _
SAHS I\ SAHS ol T} document of the Enforcement Regulations
@ The document history and modification comparison sheet among
2. MAYHE documents of Item 2 of Paragraph 2 shall be mentioned as shown in
the following tables.
2QeAHS &= HEH HE= HAAS )
1. Document history
Technical document Product approval .
. Major
Serial no. | Document Document ] )
Date Date modification
No. No.
2. Modification comparison sheet
. Reason for
Serial No. Item Before change | After change
change
A5% Y8717 AMHAE 9 Chapter 5 Operation of Medical Device Prior Review

A29ZAAAHE AH) O AHHAAEE 2Fstd = A=(o]st “AFdHE A A 22 Article 29(Application for Prior Review) O A party who is to request
sith) Az A|13F Q24128 w2 HXA A|1952)2 o 27577 AFHAAE A A |prior review (hereafter referred to as “Applicant for prior review”)
e ZAste] A Estolof st} o] A9 HYEE = AMF 52 AAH 7S A(CD-|shall complete and submit an application for medical device prior

g2 F)ek @A AlEsto]oF gt review as stated in Article 19-2 of the Annex under Paragraph 2 of
@ =9 Ame= FoANS IS k= 8o

S
® AHAE ARAE AAAEAI A A7

et

F i} Article 13-2 of the Enforcement Regulations. In this case, attached
te el o2 7]7]9)|documents etc. shall be submitted together with electronic media(CD-

M) 2 A, sleks do)dAt, AP HES el A S st FA] 5&|diskette etc.).
ZIA LA, APAHE W8S A Aol gEkelA #Adsteof st @ For foreign data, the Korean abstract with key content
@ AMNAAE A= ast A AAAAE AA A-E g FA doldte] Al{summarized and the original text shall be attached.

AAE7) 983 7382 § J=E i), ® The applicant for prior review shall state the grounds for and

stages of medical device development, the desired meeting date, and
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the department expecting the participation in the prior review
meeting in relation to the application for prior review in a prior
review application, and concretely and clearly complete the content
of prior review.

@ The applicant for prior review, if necessary, shall facilitate the

prior review by discussing with the department concerned
before/after application for prior review.
A30ZAAAE A AAD A FH A AMHAAE AAA7E A&7 Al 2 g ok Article 30(Review of Subject of Prior Review) The KFDA
Zgol TAS A AL ALl AMHAES dAd 2 HHo dlE F=#E Al|Commissioner, based on the application submitted by the applicant

Absio) for prior review and the summary data, shall review whether or not
the content of application falls within the subject and range of prior
review.

AZZAIHAE g 5 1) AIHAS AHAE AHS e dz23E 159 |Article 31(Notification of Subject of Prior Review) The KFDA

ojufol]l AHIHE

= = O
?\SJ"S‘E‘

AARANA AR g, AP E B DA, o A&7
s Wstofof Fht,

Commissioner shall notify the applicant for prior review of the

subject of prior review, prior review meeting date, and meeting

material submission timeline in 15 days from the prior review

application date.

AB2EE AR AF) O AAAE AFAE 394 308 A4 FIA4aE A
Fatolof shu, sl ARAE 7171 NEYRGES, T2, Ao, A%, AR
A9 ALGHE), 4RSS 0 FAARYE, 9d B AR 5 AANES 98 3
fetha BEE ARARE TFstelol @l

@ Aokgge AAAE A AFH feAn ARse], Bad P F7t

Article 32(Submission of Meeting Material) O The applicant for prior
review shall submit meeting material 30 days prior to the meeting
date, and meeting material shall include information and data that are
thought to be necessary for prior review such as basic information

about medical device(product name, structure, principle, performance,

Aol A AES 84T 4 9 purpose of use, and usage), list of questions and details of questions,
and related literature.

@ The KFDA Commissioner may examine the meeting data that was
submitted by the applicant for prior review, and if necessary, request
the submission of additional data.

A33F(AEI} ARE) O A FAFE AAAE 227 AT AAHAAEEE D A Article 33(Professional Advice) @ The KFDA Commissioner may take
AAE Wgo date] HEAFE7TY AFo] Aottty IdEHE A H-AdE Y |advice of an external specialist if it is thought that an external




Jae 5 & A
@ ARARTE AAPE Sl Aol AL AEHAY AHOR AL A
=¥ vk

® Aok AL ARARII AL we ASot 1 Bay D ATARE oY
#eol E£ste] /)= weldt,

specialist's advice is required on the list of prior review and the
details of questions as applied by the applicant for prior review.

@ An external specialist may participate in a prior review meeting
and state or submit in writing his/her views.
® The if he/she

specialist's advice, shall include the need and the outcome of advice

KFDA Commissioner, receives an external

in history log, and record and manage them.

ABMENARAES Y AA) O AddEsos G9vq 9 Ad4de Agxe] o
5 FANAS 9o dvh v, 3o N A9 7199 ool e 52
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Article 34(Execution of Prior Review Meeting) @ A prior review
shall be openly held by the participation of
if
details of the meeting are opened to the public, upon request of the
the

corporate interest, a prior review meeting may be held with closed

meeting, in principle,

department in charge and applicant for prior review. However,
applicant for prior review for reason of infringement on
doors.

@ The outcome of a prior review meeting shall be opened to the
public; provided that in case that the applicant for prior review
requests a closed meeting for the reason of protection of submitted
data etc., the meeting may not be opened to the public.
@ An external specialist neither disclose secret or review data
obtained from a prior review meeting nor publish them without
permission.

@ The KFDA Commissioner shall prepare minutes of a prior review
meeting and send a draft of minutes to the applicant for prior review
to see a different view, if any.

® The KFDA Commissioner,

a different view on minutes,

if the applicant for prior review gives
may correct the minutes through
discussion with the attendees at a prior review meeting and the

applicant for prior review.

ABZAHAE AHAZTR) O A Fg4e A4

E

il

d5 =

e AATH A

Article 35(Notification of Prior Review Result) @ The KFDA
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13%2] 2433}

A}

Commissioner, when prior review i1s completed, shall send a notice of
in the

accompanying document under Paragraph 3 of Article 13-2 of the

prior review result in the form of Item 19-3 as stated
Enforcement Regulations to the applicant for pror review within 10
days from the date when prior review is completed.

@ The KFDA Commissioner, based on the outcome of prior review,
shall complete a history log of No.5 Form in the accompanying paper

and perform the history management of prior review.

Fol e 24 AL9E3 AN G5l AAE AAEANE
AR} $aE FERE 109 ol AAAE AR ANA Sustelok gt

@ HoFge AAPE AN Sol tiskel WA A5E A9 ol welt)FS
Ag5a AAAE oldwelg sholok gk,
ABECIAAE 2] 87) O HFIFE ABEE Breta g 4 59
o= shibe] Fets Aol oln] BrE AHARANE VAT = oAk

L ARAE DGR WA G Feld 4

2. AAAEAINE FHA olFo] ARPEAT FUF TS MAE FAA
9 §EAY BAE A, A4 Sol 39 ¥ A4S

@ bR AAARANE W4T delt wAe) A% L uee WA A}
AHE ARANA A flo] Ao Fnstolof Tt

Article 36(Modification of Prior Review Result) @O The KFDA
Commissioner, despite Article 35, upon one of the followings, may
modify the unnotified prior review result.

1. If the applicant for prior review agreed on modification

2. If data, fact, etc. related with safety and effectiveness likely to
have a significant influence upon prior review result after prior
review result is notified, are identified

@ The KFDA Commissioner, upon change of prior review result,
shall clarify the reason and details of modification, and notify the

applicant for prior review in writing without delay.

AZ7TZE(]AH) O AHHHE AHA= A3bE R A36x] wep TR AFdA
B e APdAEARS] wAe oot e Aol RS dEEEH 30d
oftfell A A6z MA o] ool Ml o]l el HA B olFE WAIE] ]9
e g 5 ok

@ A2 ALl wef ol uH S w2 Ffole oA S w2 IdRYH
209 oWl APIHE AGANA HEZAIE HHuom deof

@ AFFd2 AAAAE AR o] ol el gk Aol diste] Hadk G 9
271719148 e] Aws wE g v

Article 37(Formal Objection) @ The applicant for prior review, upon
an objection against the prior review result notified under Article 35
and Article 36 or the change in prior review result, may raise a
formal objection by clarifying the purport and reason for such an
objection in the formal objection format of No. 6 Form in the
accompanying paper in 30 days from the notified date.

@ The KFDA Commissioner,

Paragraph 1, shall inform the applicant for prior review of review

if an objection is received under

result in writing within 20 days from the date when the objection is
received.

@ The KFDA Commissioner, if necessary for matters about
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objection of the applicant for prior review, may take advice of the

Medical Device Committee.

A6F AX BF 98779 5

Chapter 6 Approval of Medical Devices for Exhibition
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Article 38(Application for Approval) The party who is to display
medical device for exhibition under Article 29-2 of the Enforcement
Regulations (hereafter referred to as "Medical Device for Exhibition")
shall attach the following documents and obtain approval from the
competent Regional KFDA Commissioner; provided that, a medical
device related organization sponsoring or hosting the exhibition may
collectively apply for approval by examining the demand:

1. Data on exhibition plan including purpose, place, and period of
exhibition

2. Data that falls under the followings as product demonstration
and promotional material:

A. Data on the purpose of use

B. Data on the appearance and structure, performance,
characteristics, principle of action, and usage of product

3. Data on labeling and adhering method to indicate a medical

device for exhibition
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Article 39(Acceptance Criteria) The Regional KFDA Commissioner, if
application for approval of medical device for exhibition as per
Article 38 is received, shall examine its appropriateness under the
following requirements:

1. Expositions, fairs, exhibitions, and other equivalent shows
sponsored or hosted by the nation or local government, and medical
device related organization

2. Product explanatory and promotional data shall not include any
content prohibited as stated in Item 1 and Item 3 of Paragraph 1 and
Item 1 to Item 4 of Paragraph 2 of Article 24 of the Act.




3. The mark “Medical Device for Exhibition" or “Unapproved

Medical Device" shall be affixed so that everyone can easily see it.

stolof s, SAAES HA3] 5o

@ $AFR Aol
3 ol B3
2

Article 40 (Notification of Approval) @ The Regional KFDA

.|Commissioner shall notify of whether or not it is approved in 10

days from the applied date, and inform the Commissioner of the
competent Regional KFDA where the exhibition will be held of
approval.
@ Upon notification of approval, the following matters shall be
included:

1. Title and place of exhibition etc.

2. Approved exhibition period and relevant product

3. Matters about the following acceptable ranges of medical device
approved for exhibition:

A. Simple operation intended to demonstrate the usage or the
purpose of use

B. Affixing and placing of explanatory and promotional material

approved within the exhibition hall

Chapter 7 Supplementary Rules
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Article 41(Data Supplementation) @ The KFDA Commissioner or the
head of a technical document review agency designated by the KFDA
Commissioner, upon one of the followings during review including
application for approval or technical document, may request
supplementation to the review applicant by clarifying matters
required to be supplemented in detail.

1. If the content of request for review is not suitable for the
provisions from Article 7 to Article 17 herein;

2. 1f the type or range, or requirement for attachment is not
suitable for Article 26 herein; and

3. If additional data is deemed necessary in order to attain




o] Bt E e 717k oo HS 3 4 S o]w = Hoo Qa3 7]7FS|propriety, except above Item 1 or Item 2
HAlEte] 717FARS Qe ASoe ol 1yste] Ee7|7HE Asto]of -tk | @ For data supplementation under the provision of paragraph 1,
o] A5 W] 7AY &AL 23] s enough time shall be given for the applicant to complete

Q73 Am = AdF = dAY¥ o 87} AEFF X |supplementary document in consideration of an application handling
olgr wol&= 10¥9 S HYV|gte R slo] tha] HekS 848 4= gith period, and such data review shall be initiated again by regarding the
@ 2 = Aol A VEEAAZ|BY e RE e AAF T H|point of time when data was submitted by the applicant as the end

= AAAT e ZF 59 o= Fhue] dEEle] oA FaAdo]l QIAHE XA o}y of the required supplementation period. In this case, if the applicant,

AT}, who received demand for supplementation, requests extension of the
F

o]

o

1. A33td W2 raA7|7F Yo 571 AZH A ok HAS- required supplementation period by clarifying a necessary period for

2. A3 2 Boox B4 F7FAAF A o] AT7TFEEE A 17F7Hsupplementation for the reason of inability to supplement within the
xo] FA Aetst] ol s HS- required supplementation period, a supplementation period shall be

3. HAEARS T/, B9 = &7 To] A26x H3elA| oy sk - set in consideration of this. Here, the applicant may request

extension of the period only two times.

@ Unless data is submitted partly or wholly among data required to
be supplemented despite of paragraph 2, supplementation may be
requested again with a 10-day supplementation period.

@ If safety and effectiveness are not accepted upon one of the
followings during or after data review, the KFDA Commissioner or
the head of a technical document review agency designated by the
KFDA Commissioner may clarify the reason and give back to the
applicant for review:

1. Unless data was submitted within the supplementation period
under paragraph 3;

2. Unless the application for approval and review is not suitable
for the provisions from Article 7 to Article 17 despite of
supplementation under paragraph 1; and

3. If the type or range, or requirement for attachment is not

suitable for Article 26
A42Z2AHE) A I A2 F7RAAAAE st ZBad Aol iV 71¥Y3]|Article 42(Advice) The KFDA Commissioner, if necessary for
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o A ZolokE ol 7}l AFES WS 4= QiT), approval, notification, and review, may take advice of the Medical
Device Committee or National Institute of Food and Drug Safety
Evaluation.

A43Z(AEAEL AFHA &Ql) 2 Fe A26x0] wet AEd AP AA HE|Article 43(Verification of Reliability on Submission) The KFDA

= 28 Ete] A1FA Felo] B3 Ao+ A el AAE 4 Commissioner, if verification of reliability on the submitted test
report or data is required as per Article 26, may conduct on-site
inspection.

A44ZAAEZZ) TEH o5 2y 2 o] A3 FAHNEHEH A|248|Article 44(Time Limit of Re-examination) Under the "Regulations on

3)y o wet o] ;A e 3o WHEoy Ao WME 58 AEste] o] 1Al|lssue and Management of Instruction and the Established Rule

o] #H=A, MA T ZAE stoof st 7] 2013 79 27L /A2 sl Etc.(Presidential Instruction No0.248)) , the time limit within which to
take measures such as abolition, amendment, etc. of this Notification
through examination of legal or current conditions prevailing after the
issuance of this Notification shall be by July 27, 2013.

HZ<A2011-70%, 2011.11.25> Addendum<No0.2011-70, November 25, 2011>
A1ZA YY) o] uA= ZAE GHE Aldsch oyl A32A1038, A|24%, #l|Article 1(Effective Date) This Notification shall take effect from the
252 @ A26Z(ZF2 Z A8 3), A9sVHE 3), A10E71E 3)2 AL Z?}E})fﬂ date of notification; provided that the amended provisions of

M R8-S 20129 1€ 1

FE, A4z 2 AexzA28e] /g A2 20124 4

Paragraph 10 of Article 3, Article 24, Article 25, Article 26(except

9 88U K E Az}, for Sub-item 3) of Item 8 of the same article, Sub-item A 3) of Item
9, Sub-item A 3) of Item 10) shall take effect from January 1, 2012,
and those of Article 4 and Paragraph 2 of Article 6 from April 8,
2012.

A2Z(HAFHZA]) o] 1A A& GFA] TA FA ugt 37 = AAF o] A |Article 2(Interim Measures) If approval or review is applied for as

H Agdde 49 A mET. per previous regulations at the time of enforcement of this
Notification, such previous regulations shall be followed.

AIZMEA F5 EFE 9871714 &3 AHxX]) '9)87]7] 371 Fol #3F 7 |Article 3(Interim Measures for Newly Categorized Medical Device) At

A, (A2010-91%5) A3 @A A TFHoelEZAH, o wE 9¢t A ZYA=|the time of enforcement of the "Regulations for Approval, etc. of

Frolg7)7] &5 9 Z&d ZHo] A3 714, (AEofEordA Al A12010-91|Medical Devices (No. 2010-91), the artificial eye manufacturer under

%, 2010.12.21) A3l wa} ARo] F=& BFH B03400.01 o¢te] thsdte] 2011|the previous [Welfare Act for the Disableds shall obtain medical

d 129 19714 98717 AZEFEES7FE Hbolof it device product approval by December 1, 2011 on B03400.01 artificial
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eye newly categorized by the enforcement of the "Regulations for
Device and Class by Producty
(KFDA Notification No. 2010-91, as of December 21, 2010).

Product Classification of Medical

14Z(ﬂl9411L—Er*4 1% ’\]93501] #gt 5 998717
A2011-38%, 2011.7.28) Alsﬂoﬂ
735 7HXq Ffﬂ 4 301 o] dolet =
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Article 4(Exemption Law for In Vitro Diagnostic Reagents) In vitro
the the
FRegulations for Product Classification of Medical Device and Class
by Producty (KFDA Notification No0.2011-38, as of July 28, 2011),

even before the enforcement date of the amended regulations, may

diagnostic reagents categorized by enforcement of

go through approval(notification) procedure under the Notification,
and if the said approval(notification) procedure was completed prior
to the enforcement date of the amended regulations, the enforcement
date of the amended regulations for the product shall be deemed as

approval(notification) date for the product.
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Article 5(Amendment of Other Notifications) @ The regulations on

designation of drugs etc., cosmetics, and medical device, etc. are
partly amended as follows:

Item 5 of Article 12 shall be amended as follows:

5. Category or item for test subject to registration( "The Standard
for Manufacturing, Importing, and Quality Control of Medical Device

s (KFDA Notification) shall be as per Attached Table 5 Categories

A ™|of Medical Products.)

Paragraph 4 of Article 18 shall be as follows:

@ The head of a medical device testing laboratory shall observe
the following matters:

1. The head of a medical device testing laboratory shall perform
testing according to test specification or test items specified in the
technical document of the relevant product.

2. The head of a testing laboratory, during testing of the same

product group mentioned in Item 1 of Article 2 of the "Regulations
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AL Fell Bk gy (AFYFEHA AN wE AIF A A E L3
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5. A4z el qtA ok AFAAIF] o] e AFHAA A= A kA
o] 1Ak o]t Al o g AFHAMI A Aol st Q17 e,

6. AFAAZE F AR FH 2Ans FHeE Aeole o REws 1Ast
3L, 1y A Rl distel = Al AN E ALE/EA Y] gl o g AFHAE
A A)EFofof gt

7. A @AATI RS A Tolm7] 7] S 7RAALAAL sl e 8y A202A12%

o wet AFHALE AN F 2 AdrE A Aol AR EAA®
7] RS dgFstal, FAEE Ffode 2 AARE AP Al Akel A
oA FHslof gt

U3 39 7.1 dwrad F (295 v o]

(2) AFA A HS AFHAAL] ARFAE Slete] Tomr7] Azsd 2 4
dE 7= (AEoFEekd A 1) HME 59 397 FETFE XAAR HokE A9
SkaL HA 57 Lok o] AFAES ZEFolof gt
@ 5717 Az 2 43 7E 975 v 2ol /A g

A4Z 2R3 7S T 2ol stal, T Te]m7] 78 7bE ol @t
A 38 HE 52 Ex 9} o] A3,

7h Q8577 AzJA D FA[JAE HEbe mE o5y FELS FUskE
85
@ g57]7] 71EEA AAIH Al e 4 AR5 v 2o A

A2zA28 5 “ T9857]7] 37t ol #3 #4, 2 9877 VEEA S
AAb #ek AL TS TR 7)7] FTRAIGLAIAL Tl wek AL Ve R gt

on Approval, Notification, and Review of Medical Devices, , may omit
repeated testing in connection with the safety of raw material or
identical component.

3. The head of a testing laboratory, if the test result of a tested

lmedical device is not conformable, he/she must immediately notify

the Regional KFDA Commissioner of matters about the applicant and
the product, reason for reject etc.

4. The head of a testing laboratory, if the applicant for testing
submits a test report issued by one of the following testing
laboratories, may review and accept this, and if the test report is a
copy, it shall be confirmed by the head of the testing laboratory or
the reliability shall be secured such as notarization etc.

A. A medical device testing laboratory designated by the KFDA
Commissioner

B. If not a medical device testing laboratory designated by the
KFDA Commissioner, an agency that issues a test report under the

MRegulations and Review of Medical

on Approval, Notification,

Devicess (KFDA Notification) or concludes mutual recognition
agreement with a testing laboratory designated by the KFDA
Commissioner

5. Regarding a test report issued by the head of a testing
laboratory as provided in Item 4, only a test report under, at least,
test method accepted by the KFDA Commissioner shall be approved.

6.

those items shall be accepted, and testing as provided in Item 1

If just the requirements for some of test items are met, only

through 5 shall be conducted for the other items.

7. The head of a testing laboratory, if the result of total inspection

as per Paragraph 2 of Article 20 of the TRegulations on Approval,
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HE 29 A3z 78 BEE S5 “TgR77] 71EEA 5 AA &3 73, "S|Notification, and Review of Medical Devicesy is conformable, shall
5}

“ o577 S7FAIILAAL Goll #ek Ay "o = S, issue a test certificate(as held by the testing laboratory), and if the
@ ol5717] AF 7ol #Hek A4 AdFE v o] A g, result is nonconformable, shall inform the applicant for testing and
11]47‘2%]1"'5L 5 TRV swAA TR BETFA S ¢ T8 7]7] 8714l the Regional KFDA Commissioner of the reason.
IAAL SOl #e AL ToR Sk (2) of 7.1 General Requirements of Attached Table 3 shall be as
® 98587171 ABAIE Agdsd A dFE g3 2ol AT follows:
A2zA2g 5 “ Toar|7lsrtsoldstAd, , T B87|77]&A 5 dA el (2) The testing laboratory, for the specialty of testing, except for
ShtA 7S ¢ T g7 SRR A AAL Sl e g, "o g o dental materials of 39 product groups mentioned in Attached Table 5
ANAZALTAIE F “ Tdmr|7|17|EEASAA AT, 'S “ "985 7]7]|of the "Korea Good Manufacturing, Importing, and Quality Control
S 7bAI AL A AL ol T g, Vo R Practices for Medical Devices, (KFDA Notification), shall be equipped

with testing facilities for at least 5 fields.
@ Part of the Korea Good Manufacturing, Importing, and Quality
Control Practices for Medical Devices is amended as follows:

Sub-item A, Item 3, Article 4-2 shall be as mentioned below,
and Attached Table of the existing [Regulations for Approval, etc.
of Medical Device; shall be newly established into Attached Table 5
as mentioned as stated in the accompanying document.

A. In case that the medical device manufacturer or importer adds
a medical device product group as per Attached Table 5
@ Part of the Regulations on Designation of a technical document
review agency for medical device is amended as follows:

In Paragraph 2 of Article 2, the “ "Regulations for Approval, etc.
of Medical Devices and the TRegulations for Reviewing Technical
Document, etc. of Medical Devices ” shall be changed into the
“ TRegulations on Approval, Notification, and Review of Medical
Devices, ”

In the text of Sub-item A of Paragraph 3 of Attached Table 2,

the “ "TRegulations for Reviewing Technical Document, etc. of Medical
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shall
Notification, and Review of Medical Devices; ”
@ Part of the Regulations on Medical
amended as follows:

In Paragraph 1 of Article 4, the
Technical Document, etc. of Medical Devices ”
the “

Devices ”

Device, ” be changed into the “ "Regulations on Approval,

Device Re-evaluation is
“ TRegulations for Reviewing
shall be changed into

"Regulations on Approval, Notification, and Review of Medical

® Part of the Guidelines on Medical Device Protocol Approval is
amended as follows:

In Paragraph 2 of Article 2, the “ "Regulations for Approval, etc.

of Medical Device; and [Regulations for Reviewing Technical
Document, etc. of Medical Devices ” shall be changed into the
“ TRegulations on Approval, Notification, and Review of Medical

Devices, ”
In Item 3 of Paragraph 1 of Article 4, the “ "Regulations for
shall be

MRegulations on Approval, Notification, and Review

Reviewing Technical Document, etc. of Medical Device, ”
changed into the

of Medical Devices, ”

Article 6(Relation with Other Notifications) In case that the existing
Medical

MRegulations for Reviewing Technical Document,

Device and
of Medical

in the regulations

Regulations for Approval, etc. of
etc.
Devices or the provisions are cited including
other notifications at the time of enforcement of this Notification,
when there is a relevant provision in this Notification, it is deemed
that this Notification or the relevant provision of this Notification is

cited as substituted with the existing provision.

A 7Z(FE LA 9] #H#])

Article 7(Abolition of Other Notifications) The "Regulations for

Reviewing Technical Document, etc. of Medical Device, shall be
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[Attached Table 1]
Medical Devices Subject to Item Approval(Declaration)

(in connection with Clause 1, Article 3)

1. Medical devices subject to item declaration

Classifica
. Clas L
No. tion Item Definition
S
Code
manually-operated device
Knife, used for cutting and dissection of body tissue
1 |A41010.01| manually-operated, 1 ) _
reusable during surgical
intervention. It is reusable.
A manually-operated device used in
i i ophthalmic surgery involving the eye and
> |A41010.03 Knife, orthopaedic, 1 p gery g y
reusable surrounding structures. It
is reusable.
Knife, capsula bag, A manually-operated knife used to
3 |A41010.05 1 )
reusable cut the capsula bag of the eye. It is reusable.
Knife, A manually-operated
4 |A41010.07 jmanually-operated, 1 |knife used during dental treatment. It is
dental, reusable reusable.
Scissors, A manually-operated
5 |A42010.01 manually-operated, 1 |medical instrument used to cut off body tissues.
reusable It is reusable.
) ) A surgical instrument used to cut
Scissors, orthopaedic, . ) ) _
6 |A42010.03 1 |bone or cartilage tissue during orthopaedic
reusable .
surgery. It is reusable.
Scissors, dental, A manually-operated surgical device
7 |A42010.05 1 ) )
reusable used during dental treatment. It is reusable.
A manually-operated
Curette, scraping surgical instrument used to obtain or
8 |A43010.01 |manually-operated, 1 |remove tissue. It is

reusable

reusable. It includes a spoon shaped or ring-like

tip.
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Classifica

. Clas o
No. tion Item Definition
S
Code
A manually-operated scraping
. surgical instrument used to obtain or remove
Curette, ophthalmic, . . )
9 |A43010.03 1 |the eye and surrounding tissues. It is reusable.
reusable
It includes a spoon shaped or
ring-like tip.
Forceps, dressing, A surgical
10 |A45010.01 jmanually-operated, 1 |instrument generally used during medical
reusable treatment. It is reusable.
Forceps, articulation A dental instrument used for holding
11 |A45010.04 1 ) .
paper articulation paper
A hand-held dental instrument used in the
12 |A45010.05|Forceps, dental 1 |mouth
during dental practices
A forceps generally used to grasp, manipulate,
compress, or combine the tissues during medical
13 |A45020.01|Forceps, reusable 1
treatment. It is
reusable.
A device used to hold or protect
dental orthodontic material or to bend metal
Forceps, dental, strips or wire. It is
14 |A45020.08 1
orthodontic also used to remove dental adhesives or
separate from the teeth and
orthodontic material.
A device used to perfectly
remove the crown by cutting the crown with a
Forceps, dental, .
15 |A45020.10 1 |bur and separating
crown removal
adhesives between the tooth and the crown
during dental practices
Saw, surgical, A saw-shaped
16 |A46010.01 |manually-operated, 1 |manually-operated device used to cut the tissues,

flexible

etc.
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Classifica

i Clas o
No. tion Item Definition
S
Code
Cast cutter, A manually-operated device used
17 |A46020.01 1 _ ) )
manually-operated to cut splint and cast during surgical procedure
Cutter, dental, plaster A device used to cut plaster model
18 |A46030.01 I _
model in dental practices
A manually-operated surgical
Chisel, surgical, instrument intended for use in cutting or
19 |A47010.01 1 ) .
manually-operated contouring hard tissue, e.g.
bone.
A surgical instrument used
_ to lift, the cross section of tissues, bone root of
Elevator, surgical, _
20 |A48010.01 1 |a tooth, or surgical
manually-operated . o )
instrument, it includes elevator, periosteum
elevator, and lifter.
A device used to perfectly
remove the crown by cutting the crown with a
Elevator, dental,
21 |A48010.02 1 |bur and separating
crown removal
adhesives between the tooth and the crown
during dental practices
A surgical device used to lift up the dental
tissues
22 |A48010.04 Root elevator 1 |or other anatomical structures for extraction of
a tooth during
dental treatment
Dissector, periosteum, A manually-operated
23 |A48020.01 1 ) _ .
manually-operated device used to dissect the periosteum
A manually-operated device
in form of a hammer, used in various surgical
Hammer, surgical,
24 |A49010.01 1 |procedures to impart

manually-operated

a force on, e.g. a prosthesis, pin, screw, plate

or appliance.
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Classifica

. Clas o
No. tion Item Definition
S
Code
) A manually-operated
Rasp, surgical, bone, _ ) )
25 |A50010.01 1 |rasp used to grind or cut the tissues during
manually-operated .
medical treatment
. A manually-operated
Lever, surgical, bone, ] .
26 |A51010.01 1 |lever used to open or stretch the tissue during
manually-operated
medical treatment
) A manually-operated
Snare, surgical, bone, _ o
27 [A52010.01 1 |cutter in form of a snare, which includes
manually-operated .
Tonsillectome.
A
' manually-operated device used to puncture the
Puncture instrument,
tissues. It is reusable.
surgical, _
28 |A55010.01 1 |It includes a drill, reamer, and a device used to
manually-operated,
magnify the
reusable ) ) o
punctured site to insert a prosthesis into the
bone.
Surgical drill A manual handpiece connected
29 |A55030.01 handpiece, 1 |to a device puncturing or cutting the tissues. It
manual is reusable.
o A device designed to mix liquid medications,
30 |A61020.01 |[Spatula, mixing 1
etc
An instrument intended to displace the tongue
Tongue depressor, to facilitate examination of the surrounding
31 |A63010.01 1
surgical organs and
tissues
A surgical instrument intended to
Depressor, displace organs or tissue to facilitate
32 |A63020.01 1 o .
general-purpose examination of the surrounding
organs and tissue
Spatula, surgical, A spatula for compressing the
33 |A63030.01 1

general-purpose

human tissues
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Classifica

i Clas o
No. tion Item Definition
S
Code
A sheet of latex rubber that is punched with
holes and placed over the teeth during dental
34 |A72020.01|Dental rubber dam 1 |procedures to isolate
the field of operation from the rest of the oral
cavity
A clamp used to hold a rubber dam
Dental rubber dam ) _
35 |A72020.02 1 |down to the cervical region of the exposed
clamp
tooth
A flexible frame that holds a rubber
Dental rubber dam
36 |A72020.03 1 |dam in a stretched state to improve access to
frame
the field of operation
A colored sheet or thin tape used to
Dental articulation
37 |A73030.01 1 |see the bite between maxillary and mandibular
paper
teeth
Dental articulation Ink used to see the bite between
38 |A73030.02 1
liquid maxillary and mandibular teeth
A metal or plastic container
Dental impression
39 |A73050.01 . 1 |containing impression material to make a mold
material tray )
of the jaw or tooth
A metal or plastic container to fill a fluoride
40 |A73050.02 |Fluoride gel tray 1
gel at dental treatment
A supportive device designed to
pressurize and immobilize part of the
Splint, general body(waist, knee, neck, etc.). It
41 |B05010.01 1| . .
purpose includes a casting tape and a dental splint,
however, those without
supporting functions are excluded.
] A device used to immobilize an injured hand
42 |B05010.02 |Hand/finger splint 1
or finger
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Classifica

i Clas o
No. tion Item Definition
s
Code
Splint, extremity, A sleeve placed around an arm or
43 |B05020.01| 1 _ ) - .
inflatable leg and inflated to immobilize the limb.
. ] A supportive device that is designed to
44 |B05030.01 [Splint, Denis Brown 1 ) )
correct the talipes equinovarus.
A device used to immobilize an injured body
45 |B05040.03 |Splint, mouldable 1 |part. The device is mouldable for better fitting
to the body component.
A device used to immobilize an
injured body part. Immobilization is achieved by
Splint, mouldable, placing the device
46 |B05040.04 1
vacuum around the body part in question and then
withdrawing air from the
device
. A padded device used to immobilize an
47 |B05040.05 |Splint, padded stays 1|
injured body part
_ . . A supportive device
Splint, cogenital hip ] . ) . ) _
48 |B05050.01 1 |that is designed to immobilize patients with
dislocation abduction
congenital hip dislocation
o ) Made of resin such as methyl meta
49 |C26010.01 |resin, impression tray | 1
acrylate, it is used to make an impression tray.
Impression
impression material, material with synthetic rubber-like material as
50 |C13130.01 jmodel 1 |main component such
duplicator, elastomer as silicone, etc., which is used to make a
duplicator model
Impression material
impression material,
with agar as main component, which is used to
51 |C13140.01 |model 1 _
) make a duplicator
duplicator, agar

model
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Classifica
tion
Code

Item

Clas

Definition

52

C14010.01

Bite registration,

polyether/silicone

Dental material used to
record occlusal relation, which includes materials
of

polyether/silicone, except wax.

53

C14020.01

wax,

casting,

preformed

Wax that is used to make casting wax

patterns such as floor, bar, clasp, etc.

54

C14030.01

wax,

others

Multi-purpose wax that is subsidiarily used to
make dental prosthesis, e.g. utility wax, boxing

wax, sticky wax, etc.

55

C14040.01

wax,

laboratory use

Multi-purpose wax that is subsidiarily used
to make dental prosthesis, e.g. utility wax,
boxing wax, sticky wax,

etc.

56

C14050.01

wax,

casting

A dental material used as casting wax which is
used in making patterns in the production of
fixed restorative

prosthesis by the "lost-wax" casting technique

57

C14060.01

wax,

base plate

A schematic model of the dental arch attached
to a temporary or permanent base for recording
occlusal relation.

Occlusal rims can be individually made or

adjusted to one patient from preformed devices

58

C14070.01

wax,

base plate,

shellac

A foundation on which an occlusal rim

is built or a trial denture set up. Dental base
plates are made of

wax, shellac or polymers and formed
individually for one patient

(custom-made)

59

C26050.01

material, fit checker

Material that is used to test fit of the

restoration, e.g. silicon, wax product, etc.
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Classifica

. Clas —
No. tion Item Definition
s
Code
Materials and laboratory
implant, endosseous, ) _
60 |C20020.01 1 |supplies that are used during lab process of a

laboratory supplies

dental implant
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2. Medical devices subject to item approval

Classificati
No. Item Class Definition
on No.
1 |A34050.01|Blood bank refrigerator| 2 A device intended for cold storage  of
blood
A device intended for cold storage of
2 |A34050.02| Refrigerator, pharmacy | 2 o
medicines
3 |A34060.01 |Freezer, blood product 2 |A device intended for freezing blood
o A rigid endoscope used to observe the inside
4 |A31090.02|Stomatoscope, rigid 2
of the mouth
A rigid endoscope intended to be used for
5 |A31090.05 |Sinoscope, rigid 2 |observation, diagnosis, and treatment of the
paranasal sinuses
A rigid endoscope used for observation,
6 |A31090.08 |Antroscope, rigid 2 |diagnosis and treatment mainly of the
maxillary antrum
Chair, An electrically-powered chair for
examination/treatment, examination/treatment in the ENT
7 |A88030.02 2 . )
ENT(ear/nose/throat), (ear/nose/throat)It is not equipped
electrically-powered with medical treatment system
An
Chair,
o electrically-powered chair for
examination/treatment,
8 [A89030.02 2 |examination/treatment in the
ophthalmic,
) ophthamlic. It is not equipped with medical
electrically-powered
treatment system.
' A manually-operated device
Knife,
used for cutting and dissection of body tissue
9 |A41010.02 jmanually-operated, 2 ) .
) during surgical
single-use . . o
intervention. It is disposable.
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Classificati

No. Item Class Definition
on No.
A manually-operated device used
Knife, orthopaedic, in ophthalmic surgery involving the eye and
10 |A41010.04| P 2 P ) e s Y
single-use surrounding structures.
It is disposable.
. A manually-operated knife used to
Knife, capsula bag, )
11 |A41010.06| 2 |cut the capsula bag of the eye. It is
single-use
disposable.
Knife, A manually-operated
12 |A41010.08 jmanually-operated, 2 |knife used during dental treatment. It is
dental,single-use disposable.
Scissors, A manually-operated
13 |A42010.02 |manually-operated, 2 |medical instrument used to cut off body
single-use tissues. It is disposable.
A manually-operated surgical
Scissors, ophthalmic, instrument used to cut the eye and
14 |A42010.04| 2 L .
single-use surrounding tissues. It is
disposable.
Scissors, dental, A manually-operated surgical device
15 |A42010.06| 2 ) o
single-use used during dental treatment. It is disposable.
A manually-operated scraping surgical
Curette,
instrument used to obtain or remove tissue. It
16 |A43010.02 jmanually-operated, 2 ) )
) is disposable. It includes a spoon shaped or
single-use
ring-like tip.
A manually-operated scraping
surgical instrument used to obtain or remove
Curette, ophthalmic, the eye and
17 |A43010.04 2

single-use

surrounding tissues. It is disposable. It
includes a spoon shaped or

ring-like tip.
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Classificati

No. Item Class Definition
on No.
Forceps, dressing, A surgical
18 |A45010.02 jmanually-operated, 2 linstrument generally used during medical
single-use treatment. It is disposable.
A
manually-operated device used to puncture the
Puncture instrument,
tissues. It is
surgical, )
19 |A55010.02 2 |disposable. It includes a drill, reamer, and a

manually-operated,

single use

device used to magnify
the punctured site to insert a prosthesis into

the bone.

_68_




I}
FE

EooS01019 ELHMIOEMIS 2t&

)

Ad =l 7%
KS P ISO 11137-1,2,3
1 | AAEE (A 29
ISO 11137-1,2,3
KS P ISO 11135
2 Abstoll =l E et
ISO 11135-1,2
KS P ISO 17665-1
3 TEET
ISO 17665-1,2
KS P ISO 13408-1,2,3/4,5,6
4 | FatA e
ISO 13408-1,2,3,4,5,6
5 | 718 B+t

ISO 14937

_69_




[Attached Table 2]

Sterilization Method for Medical Sterilizers

(in connection with Item 1, Article 10)

No. Type of sterilization Standard
.y e KS P ISO 11137-1,2,3
Radiation sterilization
1
(including electronic beam)
ISO 11137-1,2,3
KS P ISO 11135
2 Ethylene oxide sterilization
ISO 11135-1,2
KS P ISO 17665-1
3 Sterilization by moist heat
ISO 17665-1,2
KS P ISO 13408-1,2,3,4,5,6
4 Aseptic treatment
ISO 13408-1,2,3,4,5,6
5 Other sterilization ISO 14937

_70_




B

_
il

z)

t

A

CIPNIQSARSES

3

100

Ab

oy

7]
0]

2

oy

N

)
03
Jl
o) T
o
| =
O 1Hr_o ,,.._.vﬂl = ‘.M ﬂo
i oot < m__,_ = go
o < | < B o —_
o N O 700 2
il | 2 X O
T x| K " R
_— -~
X T wr ~ [ 3 o/
T % o A E 50|
nl N X o W s |l
iy o | ® ™ El .
M.l # ~ 3 ] %o of JJo U
o ~ _— ) X0 N
Re o | T A mm % m% D B |~ W
~ \Iﬂ ) i En_
w | 4 3 Mo | B[ T w | ®© . Mm T Wo S M_.
B | o I T e | B w | 5 | o . W R = | )
pl# X ZITIEE o | T2 ] b o | F BT e
3 Nd o < G <R | W oo = ol 3 ol i m.ﬁ
_ T 3 o)) <X o 1”_I =0 o o - .‘_MT.: MA L o | X0 ﬂﬂ
.Q_A.ﬂ ) H ‘MK &M e Zx_ K i o) o J o K = Mo Hin I
e | W = w | < e | = g | P T i [ M
R Nfo o = | =~ | ® o) = 3
== w | ® 7|7 | NN N = Mo o
Wl T N|E < | AF ™ T I B | o T = = o 1 XA
Plm | SN aq | W | M O Tl B
T gl I I T [ m% ) Gl of = |® o
b fa o | o B i = o+ | o = | =
=~ |t EN A vl |32 oo | s o I gl [ =
— | ®° o t+ | % ~ iy W &m = | = ERR: m o Mu .y i o |2 ‘.,m.u s oF
y R e e Ay Sl T e =l =" | X oo - o o 2] NS
o |7 S| F| R84 |7 B | ® R D N e el » T
) S = | ~ = i = | T % | M- oo oM
i <o |= WLWWW%M N e mrmnﬁwmﬂo
o | < C) | ol IR IS o i <
o | o TR @ = o = | D W o] pM =
S I DR N LV e
o = — o ° n 3 dl_. _ Hr R
=l =] S2 o SRS o
— M 7o)
L
—

- 71 -



19 A715 AH&ske QB8 71719 FAF T 71RE, &9, 94ZE4 7] (remote control) o] A4t
tE AR WA

20 A71E AR&skE om717]19 4% T EUH Ev H2Eg o] Ao AREA 273 (User
Interface)®] A4 W7

21 | 3ol TFY WA F BUHL AL TI 3PS wdY Foee B9

5. 98571719 oj# ¥A

22 | e WA

23 | EFole e e A WA
AA S ARHA Fe A3t dmrr|(@gis, F5, o3 =gl 7)o &

SR

25 ojg AT EY o] ~71(Skin) A Z W (menu) ¥ WA
ANE ABaE JEN79 Fe Ax L= 229 £10% o019 BASIE1719] A%

* 9o 99s oA gt e B

6. 4871719 x4, &7] W73

27 | Ee) AR, IARE WA 5

28 | ARV AHAOE AxHA g §719 W

29 | 871719 ARE Al AAEE vH, @9 B WA

s S DEMHERE

30 | 2dH F7F == WA

31 | B, 72 ®E X4 WA

32 | A8 WA

33 | AR e AR WA

34 | AREY =T ARSI WA

35 | AldatA W7

8. A7I& Ab&ste AlF #d WA kAl ABEAIZA6S R A20ZATFASS A ot

g} AFgFddd FE7IETAd wE S 1 F At

36 | o] F& 71719 WA AREEE upH Y] A7) WA

37 | AR RS9 Aol UL WAQAN AEHA e ¥R

38 | AARINVY Aoz £, £F TE AR WAQA AEHA gt 2R

39 | AAelErI7)e) nRwH, A WA AEEA Be )

40 | DEFGEEIINA AHEHE SRR 27] WA

_72_




S
—~

ﬁo
B mmqr = W
o y 2 H
B o ol ol
el ks g o e
X m = T | T W
N iy S 2 ©F |5 *
ol oF Y o~ !
T & T w o 80 ﬁw el W.o = o)
] vk B = E T |
o \w..._ — el \m..._ — _.\.;.E X =
iy < ~ o | R = | o N | A
ay T M T = o g N
iy S| T ol a = % 2lxlE |Fx
= t NN o O i w | S N K NSy
—_ T 0 [ O X ,_nr H — =0~
X i MO \Wv‘._ \HIO — _— 0 = plo U__A X AU
L1E LR EE |LzlE LS : SE
T £3 Jjo | Ho B | o | oF NS ) = | M | - o] B :i
o} 5 3 70 " | QO <] B 2 w | % ) gl F 3 o’ = =
2|z z 3 == & x 2 Col G A
=R S A R o | MW - = | X el IS N A=) e
T3 ||~ |x |2 R oK 3 oF I B O N W oF
g | % o A el Nl IR [ m | R 2 . ool IS I (o TR
ol oA m|l. | T|E|=|XT o <1 | © bjo | &% wo | = o — o =
iy i o iy Q| 2 | T N - g B = N o = | 9 ~ 0
—~ n Gy ] — = Ho T 75 R~
w | P || N|F ||| E]]|® Wl g | 2wl =g " Fl= o |4 o Vo L
— iy — = )
I e I B I B T Eldlala|®|T|=e|3| |7 D N ol I Il Iy |2 wr| W o
o o ) ~ o | | &K i = o | O A = | ® ajo o Dol IX o) o
TlalE|e| | 7o P | X | I = = g i iy mr —_ < T Ly 1
I | v |8 e|w|e A ES A 3 B > | o i T % S byl |
— X ~— | — ~ ot
Rl = B 5 eI il IR B I o R e i ,__Lm T|F|lE|® A e N
e |w || Bl |F|® <= | Fw|= 1 i = I P )
el TNT| R || T | = 0 R Bl I i Il I sl T T = =T I A I !
A - Mo | X N 5 iy ~ ~ A | o S |~ TR | x| o | oo MME AR | o8 w o ,mmo Bo B
£ %o | & dr | - B = | <X | = | % > | N | = | = W= | = | NS
W | %o | X KO ~o o X o O | ® | - x = ; X0 o X X |— do il
a || |2 SlEle|e || wla| 20| u.xﬂ%mcmmmﬂoaﬁoﬂmr@mwm
x| 3 aﬁ%ﬂ@oﬂﬁﬂ@,%Ew%%wi_ﬁ%( . DR s iy
%wﬁmw@mﬂo@%wm&wﬂﬂ@.%%%MMHQ@#m@M.%
- of BB | T | W = <= o — | = X |7 | K |9 o ro= T
Mw@ﬂﬂmw%m;mwwwwﬂ%zwMﬂ@ﬁ@%mﬁwiﬂw
ki R e R il I W[ oo | z w | TR R R R
N ] R| _ A 1 T T - I ~ do || W | Ve =R = | . i
ool I B P - B ol e ol Bl Bl .& w__m @ |® | BT T |47 | Nl B I S e do T | o
0 X JL = " < | B —_ X o X N T ou_o o = \_Iﬂ_/l o
1ol B I I I B Il ! T i
TS| F(L([S(2[2]8 R [ I o
ISR |B|8|J (S| F|IB[B|B|B|IB|I |3 9T
(o]
BB I3 |T8|L|Q[IT|8] 8|« RS 8

- 73 -



R
o Gl o T K
= | o O A P B
oy T O )
i m o) o o o
T : ~ R Ak
*E g i i S N I
%o = x = |= R N B (v ¥
T o | v i |E R L T e =
N | oo P o W ER IS 5= o <T
B IR el g2 ok | | B = f
H ok T~ B + | do BT - o
gl O K I ) i M ] Rl
o ® oo N o | A sl oE | _ | "
oo (M2 M 7 oy | A ™ <5 | °F
Wl ww [ TR T GRS e |2 Bl X
£ A T I R S S e B ) e
= il = Mo o TR w| To N = |F ~ 0 | N W_a
o | A o= o AR w | ™ i o | T — o X
olew |x < i Ilor | & do | o x| N L L )
i ™4 I I R R S Nl IS FITE g
x|l T lmro T3 HFIX N I RSN R Mm_/r_xaLA ]
i Bo = ki ~ = D , 0|
_m wow N m_%mﬂﬁr oy | ® Hu N)mfmnvmm%wﬂw X a%W% o0
El g w |F R co G S | N R
R g ®E Nz ey O 3 - IR g S ) e
£l G} il =N Nd T o T g [T & B | F = T
Flee et e SN |=(C D IR Gy = sl e e I e
= = & m_muﬂmﬁﬁ*ﬁﬁo_xﬁy;]@ N Il i I I o [ | H B
gl o/ 1_,_A| o xR W JiJ m_l o . o n_rmz w | o ul| T 3 !
w L N m W x| 0| X | R o & ] I o|
T —_ OT X X ) xX iy o Eo —~— 0 a ~J gl X T ‘:‘._
Sl o R b A R o = R el ol I I
—_— ) ) ) ~ — — jrvan ~ )
< lmﬂ&m.z,ﬂ.?ﬂié TR wwmr mlmaﬂ_w,ﬂo%%_ﬁ mmu%?% g
mm 7AOA%ﬂuﬂﬂmr&W. | 2 |- wﬁﬂﬂ@\ﬂo%a_e% ~|F x| o’
w | o T mwao%ﬁ,m&o%uloh%M, B ol 7 (M X 4| e @ |F | B £
Y moﬂogfbﬁﬁmmﬁem%mn A L%%Mmﬁﬁ,mﬂ M i P - T
<N N ol N -l XK= = A |—
%@%&m%%ﬂ%mrﬁﬂmﬂnﬁmmfﬁo%zﬂ@m_zﬂﬂVa_xmfmm )
=l w k[T X X0 of B W| = L N mﬂﬂr:lnm_. 0 4%%@ o o By £
ol éﬂzf_zoﬂ%awmumgﬁ zThET%P@%%ﬂmﬂ@ T
S TR _NAT mw T = Jk|mr mm any o e il ,_M] (R m_m s,
] = | K —_ >
o 7%7%(§mﬁx%?ﬁrmﬂ§%ﬂm@
<] —
O D~ n ol s} < o N
S IS O I N - B = = R I =T

- 74 -



[Attached Table 3]

Examples of Minor Changes(in connection with Article 18)

No.

Changes

1. Changes involving no change in the Medical Device per se

1 Change in the location of the manufacturer due to a change in administrative districts

) Change in the location of the manufacturer of the exporting country for the imported Medical
Device

3 Change as a result of which a low-risk component Medical Device of a Medical Device Kit
is excluded from such a kit

4 Adding to the list of cautions for use in accordance with safety information

5 Specifying more detailed testing methods as a result of an amendment of the standards set as
the test specification; provided that there is no change in the Medical Device

p If there is a distributor and multiple manufacturers, any manufacturers that are not engaged
in manufacturing any more shall be deleted.

2. Change of the item, model, and product names

7 Deleting some of the model names due to suspension of production

g Adding model names to an electrically-driven Medical Device due to changes in the
appearance or colors of such Medical Device

9 Adding, with respect to a domestically sold Medical Device, a new model name for export

10 | Changing, with respect to a domestically sold Medical Device, a new model name for export

11 | Change in the name of product being marketed in Korea

12 | Change in the name of the manufacturer and the brand name with change in the trade name

3. Changes in the raw materials of Medical Devices

13 | Change in the name of the same raw materials
Change in the name or serial number of the specifications as a result of an amendment off

14 | the standards set as the specifications for the raw materials (example of the standards: ASTM,
etc.); provided that the raw materials remain the same; or

s Change in the supplier of the raw materials; provided that the raw materials remain the same

4. Change in the components of Medical Devices

16

Change in the management name or serial number of the components of an electrically-driven

Medical Device

17

Removal of a component which, alone, does not constitute a Medical Device(limited to the case

where the performance and safety of the Medical Device is not affected)
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Change in the color of a component which, alone, does not constitute a Medical Device

18
(limited to the case where the performance
19 Change in the color or raw materials of the keyboard, switch or remote control, which forms
part of an electrically-driven Medical Device
0 Change in the user interface color of the monitor or display, which forms part of an
electrically-driven Medical Device
) The needle excluded or the model name of non-needle suture added, among sutures with needle
included
5. Change in the appearance of Medical Devices
22 | Change in the color of the appearance of a Medical Device
23 | Change in the shape or location of a handle of a Medical Device
Change simply in the length of a to-be-notified Medical Device which is not inserted into the
24
human body (elastic band, splint put on a leg, surgical drape, etc.); or
25 | Change in the skin color and menu location of medical software
Change simply in the size or weight of an electrically-driven Medical Device by up to 10%
26
(limited to the case where the performance and safety of the Medical Device is not affected).
6. Change in the packing or container of Medical Devices (other than sterilized Medical Devices)
27 | Change in packing design, trade mark, etc.
28 |Change in the container not directly contacting the Medical Devices
29 |Change in the shape of a cap or cover which is removed when the Medical Device is used
7. Change involving Medical Devices for export
30 | Adding or changing the model names of the Medical Devices
31 | Change in the shape, structure or size of the Medical Devices
32 | Change in the raw materials of the Medical Devices
33 | Change in the methods of manufacture or use of the Medical Devices
34 | Change in the methods of storage or period of use of the Medical Devices; or
35 | Change in the test specification of the Medical Devices
8. Changes related with electrically-powered products (% These products shall be sold only after
their safety is verified under the Common Standard Specifications of KFDA as provided in Item
6, Clause 1, Article 15 and Item 5, Clause 1, Article 20 of the Enforcement Regulations.)
36 | Change in the size of wheels used in transporting mobile devices
37 Change in the case design of electronic Medical Devices(not directly contacting the human
body)
38 | Change in the case coating, plating, or material of electronic Medical Devices
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Change in the rubber bearing and size of electronic Medical Devices(parts not directly

39
contacting the human body)

40 | Change in the size of the footing switch used in high-frequency surgical instruments

41 Change in the rail travel range of traveling devices

42 | Change in the location of LED used for the indication of the output of microwave stimulator

53 Change in the end sound generated at the end of measurement with electronic
sphygmomanometer

44 | Change in the display of ultrasound imaging system from single monitor to dual monitor

45 Change in the monitor size of ultrasound imaging system

46 Change in the printer of the same performance as that equipped in the electrocardiographic
analyser

47 Change in the direct current power unit of the same performance in the Medical Device
adopting direct current power unit(adapter)

48 | Change in the database product used for medical image processing software system

49 | Change in the display of infrared electronic thermometer from7-Segment into LCD

50 | Change in the output adjuster mode of medical light source from knob into switch

51 Change in the handle and grip design of medical endoscope

52 | Change in the length of probe used for ultrasound imaging system

53 Change in the camera sensor used for medical endoscope and fundus camera from CCD
into C-MOS

54 | Change in the handles of ultrasound probes to be applied to the same part

55 | Change in the control panel or PCB layout of electromyograph
Change in the x-ray tube supporter in the analogue, hand-held, general-purpose, X-ray system

56
such as ceiling etc.

57 | Change in the inner rack structure of blood bank refrigerator and pharmacy refrigerator

58 | Change in the dental units and the spitton in the design

59 | Change in the monitor specification etc. in the x-ray system console

60 Change in the switch of impedance body fat/lean ratio analyser from Dip Type into Toggle
Type

61 Addition of a small device for installation(hook or screw for installation), or change in the
location or direction

62 | Change in the position of module equipped in patient monitor

63 Change in the memory capacity used in Electrocardiographic Holter analyser

64 | Change in the range of alarm setting(only for manual mode) of patient monitor

65 Change in the headset of the same specification in auditory stimulator and evoked-response
audiometer

66 Change in the electric parts of transformer, converter, etc. for external connection, not

involving design change
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9.

Changes in medical supplies(?* These products shall be sold only after their safety is verified
under the quality control procedures of manufacturers as provided in Item 6-2, Clause 1, Article

15 and Item 5-2, Clause 1, Article 20 of the Enforcement Regulations.)

67

Cut covering materials(only for non-sterile products) of gel type whose raw material, purpose of]
use, usage, and principle of action are identical, change in the volume of dental adhesives,
dental adhesive cement, root canal treatment materials, denture materials, aesthetic dental

materials, or addition of model with the changed volume

68

Change in the appearance of dental alloy without change in weight

69

Addition of model with the changed size without change of raw material in milling ceramic

70

Change in the color and design of peripherals except for optic part in contact lens, although
they are same as the approved product (For color of the peripherals, only on condition that

dye whose safety is verified is used.)

71

Change in the size without changing the structure, usage, purpose of use, and raw material,
or addition of model with the changed size(provided that orthopedic and dental implants and
permanent implants are excluded.)

- Change in the length of needles, trocars, puncture needles, tubes, catheters, and cannulas

- Change in the plane size of cut covering material, surgical drape, synthetic polymer
material, and silicon material

- Change in the length of connection tubes for infusion device, catheterization Kkit,
intravascular administration set, and blood transfusion set

+ Change in the length of suture and ligature

- Change in the size of intra oral, tissue regeneration barrier made of titanium and PTFE

72

Change in the marker position and marker quantity outside of the Medical Device such as

syringe, catheter guidewire, etc.

73

Change in the external diameter of catheter, not exceeding the applicable range

74

Change in the hub design of catheter and cannula

75

Change in the needle tip angle of infusion devices, needles, and suture needles, and the

number of needles for drug absorption skin stimulator

76

Addition of volume of intravenous fluid container, blood collection container, and low
pressure suction system(e.g.: 100ml, 200ml). (Provided that the addition of volume with the

changed structure is excluded.)

71

Change in the shape of outer container lid such as hemodialyzer, hemofilter, etc.

78

Addition of model within the approved size range of maxillofacial fixation materials(plate,
screw, file), orthodontic materials(orthodontic band, orthodontic bracket, orthodontic wire,

orthodontic anchor appliance)

79

Change with different dyes to differentiate the size of Medical Device such as needle,

catheter, etc. whose raw material, purpose of use, structure, and usage are identical

80

Change in the shelf life of hard contact lens(However, distribution while they are contained

in the conservative solution is excluded.)

81

Change in the shape of the tip for subcutaneous endoscopic dilator and the outer diameter

not exceeding the acceptable range

82

Superstructure endosseous implant whose model is to be added within the approved size

range (Provided that change in the size of the connective structure and part is excluded.)

83

Deletion of sterilizing method that is not available any more among products adopting

multiple sterilizing methods
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10. Others

84

If judged as minor changes as per Attached Table 4
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[Attached Table 4]
Flow Chart on Judgment of Subject of Change

(in connection with Article 18)

[ Main Flow Chart J

-'/-.\\ Wi

o . Change without chanzing the '
iy Bw Madical Device itself?

|

Flow Chart 1

L New Approval

E Flow Cham 2

Flow Chart 3

h 4

Minor Change
(anmual report)
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Flow Chart 1 - Change without influencing the Medical Device itself

//"\\ |

Eq)miuiﬂd.aysa;pe:
Clause 5, Amicle 217

Miner chanze a5 per _}
[Amached Table 2J7

Approval of change of Mamufacrured amd imported
products for Medical Devices (pechnical decument
review mof required)

Minor Change
{anwal report)
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Flow Chart 2 - Change in technical properties

N

Flow Chamt 1
Mimor Change
(ammual repart)
Tes

Tes

Char.gr m

shape/circuitinsulatio 7

n?

Fo !

_.--"""‘H""“‘-u-._

ez

Change m
== >__ﬁ Approval of chanzz of Mamsfacnured and impariad
' products for Medical Devices (techmical decument

Teview oot reguired)

Mo ¥

Does the change infiusnce
safety and effectdvensss?

Yes

Approval of change of Marufactured and imported
prodocts for Madical Devices (technical docoment
TEview Dot required)

New Approval

Yes

Approval of chanee of Mamafactared and imported
products for Medical Devices (technical document
Teview not required)
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Flow Chart 3 - Change in raw materials

Flow Chart 3

New Approval

o i

. Change in the name Does the device directly/indirectly =
or ingredient of raw = conmact the human tisswe or flod
marerial? or insemed?
» / Minor Change
Yas {annual report)
Change i the quanmiity er .
miming s of raw material?
Ho
Yes
Chmze @ the Ko
specification of maw
marsrial?
No
. | [ya— ; ; Approval of change of Mamsfactured and imported
e Tni : Hi-m Mo products for Medical Devicss (techrical documens
products for Medical Devicss (techmical document L e it i)
TEViEW not Tequired)
HNo

Ho

Approval of chanze of Mamfacnred and mpomed
products for Meadical Devices (techmical document
Teview required)
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[Attached Table 5]

|Identical Product Decision Criteria(in connection with Article 21)
O:identical, @:different, x : N/A

Purpose of Principle of Raw Perform Test
Item R . . . Usage
use action material ance specification
Electricity Oor @ Oor @ x ] Oor @ O or @
New product
Medical supplies O o @ O o @ Oo @ o O o @ Oo @
Electricity O O x [ ] O o @ Oo @
Improved
roduct
g Medical supplies O O O o O or @ Oor @
Product identical .
to approved Electricity O O x O O O
product
(identical Medical supplies O O @) @) O O
product)

O “New product” refers to Medical Device whose purpose of use or principle of action, or raw material is not identical to
the already approved one.

O “Improved product” refers to Medical Device whose purpose of use or principle of action, or raw material(medical
supplies) is identical to the already approved one but performance, test specification, and usage are not identical.

O “Identical product” refers to Medical Device whose purpose of use, principle of action, raw material, performance, test

specification, and usage are identical to the already approved one.

Purpose of use : Indications, efficacy & effectiveness, and purpose of use of the product.

Principle of action : Physicochemical and electromechanical principle of action or structure applied to achieve the purpose
of use during development of the product

(If the principle of action is different : e.g.) laser-based knife and energy-based knife contrary to general knife among
electrically-powered knives)

- Raw material : Raw material that composes the Medical Device or parts of the Medical Device

(?% Different raw material means that raw material of the Medical Device is different from the new material or approved
product. : e.g.) product made of silicone contrary to catheter made of polyurethane)

- Performance : Physicochemical and electromechanical properties of product

Test specification : Specification applied to verify only safety of the product(e.g.: specification acknowledged by the

KFDA Commissioner or internationally authorized specification)

Usage : Applicable part or method to apply the product to patients

Electricity : Products adopting power supply and including machinery and devices

Medical supplies : Products directly contacting blood, fluid, or drug to contact or be inserted into the human body, or to be

injected into the human body

For product in a combination of electricity and medical supplies, the Identical Product Decision Criteria shall be applied
respectively.

- Products requiring clinical practice such as electronic sphygmomanometer, blood glucose meter, etc. are excluded from
identical products.

- Applicable to different raw material for products containing animal-derived ingredient or with animal-derived ingredient

used during manufacturing process
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[Attached Table 6]
<Range of Submissions Including Technical Documents> (in connection with Article 25)

<Electric field>

o 1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions _
Essentially S d'ongm’
] rinci i iscovery,
eqlhnvalent Purpo ple Electri | Radiatio Electro Biologic | Perfor Physico . Clinica and Overseas
items se of : magneti chemica | Stability
, of city n al mance 1 grounds for | use status
Item compariso use . c wave 1
action developmen
n sheet t
f;e Different purpose of O O X O A\ Note 4) O X O X X O O O
I. N e w |B. Different principle of Note 4)
C. Different raw material O X X X X X X X X X X X X
Note
5 D. Different performance O X X X X X X O X X An X X
Imprové E. Different test QNote Note2)4) Note2)
d specification O X X ) - O X X X X X X X
roduct Note
P F. Different usage O X | x | x X X X X X X | ® O
3. Equivalent product O X X X X X X X X X X X X

O : Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: If the performance becomes partially different with CAD(Computer
Aided Diagnosis) added to the medical software)

Note 2) If specification out of the test specifications accepted by the KFDA Commissioner is established

Note 3) If safety and effectiveness validation is needed due to different applicable parts and operational modes (e.g.: if an electric stimulator applies to
the brain and spinal cord, which usually applies to the nerves of low extremities(facies nerve, femoral nerve, etc.) to improve the gait function of
patients with partial paralysis in lower extremities
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Note 4) "Safety data on radiation" only applies to radiologic devices.
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

<Medical supplies>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
ESSentiaHy o discove
i Princi El 87
lent ectro : Oversea
equivalent | Purpo ple | Electri | Radiatio | magnet | Biologi | Perfor Ui Stabili | Clinica and
items se of ; : ochem grounds S use
) use of city n ic cal mance Sl ty 1 P
Item compariso . T or status
n sheet action developme
nt

ﬁxs.e Different purpose of O O X X X X O O O O O O O
I. N e w|B. Different principle of

oroduct | aetion O X | O] x X X O o | o | o] x O ®

Note

C. Different raw material O X X X X X O O O O 1) O O

5 D. Different performance O X X X X X X O X X X X X
Imprové E. Different test

d specification O X X X X X O X X X X X X

oduct Note
P F. Different usage O X | X X X X X X X X | 5 O ®
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If raw material that has not been used for the approved product is used(e.g.: if new copolymer or metal applies to dental material)
Note 2) If safety and effectiveness validation is needed due to different applications(e.g.: if adhesive transparent wound—covering material applies to the
opened wound, which applies to the unopened wound and is used to minimize the scar)

¥ In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity’ shall be additionally submitted.



Range of Submission of Technical Documents and Data by Sub—major Group(104 items)

O A01000 Table for Examination/Treatment and Operating Table(one item of heater for infants)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | cipl g Oversea
eqliltl;i:n ose m(}))fe Electric | Radiati rﬁ?i{% Biologi | Perfor EEZ;ISS Stabilit Clinical (;mui ds s use
. of . ity on g cal mance 1 y &
Item compariso | uyse | actio ¢ wave a for status
n sheet n developme
nt
ﬁ;e Different purpose of O O X O X O X O X X O O O
1. N ‘e w| B, Different principle of
C. Different raw material O X X X X X X X X X X X X
Note
D. Different performance O X | x X X X X O X X 2y X X
2.Improve B Diff : rost
. ifferen es
broduct | specification O X X O X O X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: products for treating jaundice or skin disease by applying heat
source or light energy to the heater for infants, etc.)

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be

additionally submitted.

e.g.) heater for infants[2]
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O A02000 Bed for Medical Use(4 items including air fluidized bed)
<Electric field>

<Range of Submissions Including Technical Documents>

o 1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions -
Essentially Princ diOrlgln,
ivalent ipl g SCOVery, | QOverseas
cquvarent | Purpo | ¢ | plotric | Radiati | EIOTO | Biologi | Perfor | LAYSIO | gpapitit | . . and
items se of | of : magneti chemic Clinical use
. use . ity on cal mance 1 y grounds for
e comparison actio © WS a developmen status
sheet n t
A. Different purpose of
use O O X O X O X O X X O O O
1. N e w | B. Different principle of
product action O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X
D. Different performance O X X X X O X X X X X
2.Improve
d E. Different test
product | specification O X X O X O X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) Mattress for flotation therapy[2]
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O A03000 Medical Light and Lamps(1 item including light source for endoscope)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions _
Essentially Princ | d.Orlgln,
i i Electro . iscovery, |
equivalent | pyrpo | iple .. L Physic . . verseas
items se of | of Electrici Radiation | Magnet Biologi | Perfor ochem Stabili | Clinica and use
) use ) ty ic cal mance <l ty 1 grounds for
Ttem comparison actio wave developmen status
sheet n t
ll?s.e Different purpose of O O X O X O X O X X O O
1. N e w | B. Different principle of
product action X O X X O X X O
C. Different raw material O X X X X X X X X
2 | D. Different performance O X X X X O X X X X X
Improve :
d E.  Different test O X X O X O X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) light source for endoscope[2]
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O A04000 Medical Sterilizing Apparatus(21 items including Best—type, Moist Heat Sterilizer)

<Electric field>

<Range of Submissions Including Technical Documents>

o 1 2 3 4-A 4-B 4-C 4-D 4E | 4F | 4G 5 6 7
Submissions —
Essentially Princ | djOrlgm,
ivalent iple Electro 3 SCOVErY, | Overseas
equvarent | Purpo | 1P Electrici i magnet | Biologi | Perfor PhySIC | giapili | Clinica and
items se of | of : Radiation { ochem use
) use ) y ic cal mance oal ty 1 grounds for
Item comparison actio wave developmen status
sheet n ¢
I?S.e Different purpose of O O X X X O X X O O O
1. N e w | B. Different principle of
product action O X X O X X O O O
C. Different raw material O X X X X X X X X X X X
5 | D. Different performance O X X X X X O X X X X X
Improve :
d E. . leferent test O X X o) X O X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on

additionally submitted.

e.g.) Best-type, Moist Heat Sterilizer[2]
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O A05000 Medical Water Sterilizers(1 item including medical water sterilizers)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions —
Essentially Princ | diOrlgln,
ivalent inl Electr . SCovery, | QOverseas
cauivarent | Purpo | 1P'E Electric - omagn | Biolog Jerior | Ml Stabil | Clinic and
items se of | of : Radiation : : manc | coche : use
) use X ity etic ical o il ity al grounds for
Ttem comparison actio wave developmen status
sheet n t
{?S.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product action O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X
2 | D. Different performance O X X X X X O X X X X X
Improve ;
d E.  Different test O X X O X O X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) Medical water sterilizers[2]
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O A06000 Anesthesia Apparatus(5 items including Gas Anesthesia System)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions —
Essentially Princ Origin,
equivalent ipl Electr ~ discovery, | Qverseas
q. Purpo | 1P'€ Electric - omagn | Biolog Jerior | Ml Stabil | Clinic and
items se of | of : Radiation : : manc | coche : use
; use X ity etic ical o il ity al grounds for
Item comparison actio wave developmen status
sheet n t
{?S.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product action O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X
2 | D. Different performance O X X X X X O X X X X X
Improve ;
d E.  Different test O X X O X O X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) Gas Anesthesia System[3]
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O A07000 Respiratory Apparatus(21 items including oxygen concentrator)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4B 4-C 4-D 4E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ discovery,
ivalent iple i Overseas
cquvaent | Purpo | '€ | ploctic | Radiati | EIOTO | Biologi | Perfor | DAYSIO | gpapitit | .. . and
items se of | of : magneti chemic Clinical | grounds use
) . ity on cal mance y
Item comparison | YS¢ | actio ¢ wave al for status
sheet n developme
nt
lllxs.e Different purpose of O O X O X O X O X X O O @)
I. N e W/ B, Different principle of
product | action princip O @) O O O O O O
C. Different raw material O X X X X X X X
D. Different performance O X X X X X X O X X X X X
2.Improve
d .
E. Different test
product | ghecification O X O O X X X X
F. Different usage O X X
3. Equivalent product O X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) oxygen concentrator[2]

- 211 -



O A08000 Medical Chamber (4 items including hyperbaric chamber)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions —
Essentially Princ | diongmj
ivalent o Electro ] SCOVETY, | Overseas
cauvatent | Purpo | IP'E Electrici - magnet | Biologi | Perfor i Stabili | Clinica and
items se of | of ¢ Radiation ; 1 ochem 1 use
. - t' y 1c ca mance ical ty grounds for
Ttem comparison actio AN developmen status
sheet n t
lllks.e Different purpose of O O X O X O X O X X O O O
I. N e w | B. Different principle of
product et O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
2 | D. Different performance O X X X X X X O X X A]) X X
Improve -
E. . I?lfferent test O X X O X O X X X X X X X
product | Specification
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner
(e.q.: If oxygen amounts to 60% or more in the chamber, there is risk of oxygen intoxication owing to excessive oxygen supply.)

¥ In case of medical device in a combination or a kit or parts to directly contact the human body, common data on 'medical supplies' shall be
additionally submitted

e.g.) hyperbaric chamber[2]
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O A09000 Artificial Internal Organ Apparatus(10 items including cardiopulmonary bypass system)

<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions - Orizi
Essentially Prin | i g,
ivalent Purp ciple Electro . 1scovery, Overseas
eqliltl:;:n ose (l:f Electrici Radiation | magnet Biologi | Perfor ggl}llesrlrcl Stabili | Clinica and use
) of ) ty ic cal mance ical ty 1 grounds for
Ttem com};arlio use | actio wave developmen status
n shee n t
1/1%8.6 Different purpose of O O e O X O e O X X 0O O O
I. N e w . .
product | 5: Different principle of | Xx | O] O X e e e e O
C. Different raw material O X X X X X X X X
Note
) D. Different performance O X X X X O A2) X X
Improve :
d E.  Different test O X X O X O X e X X X X X
specification
product o
F. Different usage O X | x X X X X X X X |5 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner

(e.g. : If the implantable cardiac pacemaker(including implantable cardiac pacemaker electrode) is implanted and becomes available during MRI)
Note 2) If safety and effectiveness validation is needed due to different applicable parts and operational modes

(e.g.: In case of circulatory assist system, implantation into tissues beyond implantation in the chest or abdomen)
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) implantable cardiac pacemaker[4], circulatory assist system[4]
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<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions
Essentially Prin | diOﬂgin,
ivalent | Purp | cipl Electr i SCovery, | Qverseas
cduivaren ose mLE Electri | Radiati | omagn | Biologi | Perform Fhiysic Stabili | Clinica and
items of of : ; 1 ochem 1 s fi use
T compariso e city on etic ca ance ical ty grounds for
p use wave developmen status
n sheet n ¢
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
Note
C. Different raw material O X X X X X O O O O 1) O O
D. Different performance O X X X X X X O X X X X X
2.Improved :
E. Different test
product speeifiaion O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X X O
3. Equivalent product O X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If raw material that has not been used for the approved product is used(e.g.; in case of applying new drug)
¥ |If medical device in a combination or a kit or its part is electrically-powered, data on 'electricity' shall be additionally submitted.

e.g.) Blood dialysis circuits[2]
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O A10000 Neonatal Incubator(3 items including incubator for infants)

<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions —
Essentially Princ | diOl‘lgm,
i i Electro . scovery, |
equivalent iple .. . . Physic - o g verseas
items Is’élrg? of Ele;:tr1c1 Radiation | Mmagnet Biologi | Perfor ocl}llem Stabili | Clinica and use
) use ) y ic cal mance Tl ty 1 grounds for
Ttem comparison actio wave developmen status
sheet n t
lllks.e Different purpose of O O X O X O X O X X O O O
I. N e w | B. Different principle of
product " O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E. - Different —test) g X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or parts to directly contact the human body, common data on 'medical supplies' shall be
additionally submitted

e.g.) incubator for infants[3]
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O A11000 Diagnostic X-ray System(35 items including full-body CT system)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin | discovery,
ivalent | Purp | ciple Electro : Overseas
edmvaren ose s Electrici e magnet | Biologi | Perfor iR Stabili | Clinica and
items of of ¢ Radiation : ochem grounds use
) ) y ic cal mance ical ty 1
Item comparison | yse | actio wave 1ca for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X O O O X O X X O O O
1. N e w | B. Different principle of
product action O X © O X O X X O O
C. Different raw material O X X X X X X
ANole
2 | D. Different performance O X X X O X X ) X X
Improve :
d E.  Different test O X X O O O X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: 2D digital stationary mammographic x—-ray system with radiation
output decreased and 3D function added)

¥ |If medical device in a combination or a kit or its part is electrically-powered, data on 'electricity' shall be additionally submitted.

e.g.) digital stationary mammographic x—ray system(2)
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O A12000 Non-ionization Diagnostic Device(12 items including superconducting magnet, full-body MRI
system)

<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
equivalent | Purp | ciple : .. | Electro | r: 1 - Physico o and Overseas
items Osfe of Electric | Radiati magneti Biologi | Perfor i Stabilit Clinical | grounds use
. 0 . ity on cal mance 1 y
Item compariso | uyse | actio ¢ wave a for status
n sheet n developme
nt
ﬁ;s.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
prOduct aCtiOIl O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
2 | D. Different performance O X X X X X X O X X AI) X X
Improv :
e d|E . Different —test] g X | x O X O X X X X X X X
product | Specification
F. Different usage O X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: if magnetic field strength exceeds 3T(Tesla))
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be

additionally submitted.
e.g.) superconducting magnet, full-body MRI system(2)
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O A13000 Radiologic Device(14 items including PET system)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) i Origin,
Essentially Prin discovery,
ivalent | Purp | ciple ; Overseas
P ose 2 Electric | Radiati ity Biologi | Perfor Wiryeizo Stabilit . and
items of of ity on magneti cal mance chemic y Clinical | grounds use
Ttem compariso | yge | actio ¢ wave al for status
n sheet n developme
nt
111%8.6 Different purpose of O O X O O O X O X X O O O
I. N e w - —
product | b Different principle of | ¢ X | O] O O O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
) | D. Different performance O X X X X X X O X X AI) X X
Improv :
E. Different test
e d specification O X X O O O X X X X X X X
product o
F. Different usage O X X X X X X X X X 2) O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner
(Example 1: If an atom except hydrogen is used for accelerator system collimator electron applicator of proton treatment mode)
(Example 2: In case of improvement in performance with CAD(Computer Aided Diagnosis) functions(diagnosis of tumor, herniated disc, etc.) added
to the medical software / If an atom except hydrogen is used for the accelerator system collimator electron applicator of proton treatment mode)
Note 2) If safety and effectiveness validation is needed due to different applicable parts and operational modes
(Example: If the accelerator system collimator electron applicator is also available for other internal organs except head and neck(brain))
% In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) PET system(2), Accelerator system collimator electron applicator(3)
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O A16000 Physical Devices for Medical Use(54 items including microwave stimulator)

<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions . . Origin,
Essentially Prin discovery,
ivalent | Purp | cipl g Overseas
el ose v Electric | Radiati ey Biologi | Perfor Wlisiog Stabilit - and
items of of ity on magneti cal mance chemic y Clinical | grounds use
| compariso | yse | actio ¢ wave al for status
tom n sheet n developme
nt
ﬁxs.e Different purpose of O O X O X O X O X X O O O
I. N e w : —
product Ec.ﬁ(])Dnlfferent principle. of O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
) | D. Different performance O X X X X X X O X X X X X
Improv | E. Different test
e d | specification O X X O X © X X X X X X X
roduct Note
P F. Different usage O X X X X X X X X X A2) O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If safety and effectiveness validation is needed due to different applicable parts and operational modes
(Example 1: If the electrical stimulation system used in the nerves of low extremities(facies nerve, femoral nerve, etc.) to improve the gait function of
patients with partial paralysis in lower extremities applies to the brain and spinal cord
(Example 2: If a probe of not general electrode pad type but needle or rod type is implanted in the human body to apply stimulation in case of
microwave stimulator)
(Example 3: If used for treating varicose veins in not the muscles or nerves but blood vessels in case of microwave stimulator)
% In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) microwave stimulator(2)
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O A17000 Cardiovascular Devices(50 items including low—powered defibrillator)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
ivalent | Purp | ciple g Overseas
G ose o Electric | Radiati Sl Biologi | Perfor Ll Stabilit " and
items of of : magneti chemic Clinical | grounds use
) ) ity on cal mance 1 y
ltem compariso | yse | actio c wave a for status
n sheet n developme
nt
ﬁxs.e Different purpose of O O X O X O X O X X O O O
I. N e w i inci
product Ec.ti(]));fferent principle of O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
2 . | D. Different performance O X X X X X X O X X AI) X X
Oy I Difforont  tost
e d|E. ifferen es
product specification O X X O X O X X X X X X
F. Different usage O X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If safety and effectiveness validation is difficult just by preclinical data due to new or different performance(e.g.: if a function of non—invasively
measuring blood components including total hemoglobin count in the pulse oximeter, except oxygen saturation)

¥In case of medical device in a combination or a kit, or its part to directly contact the human body, common data on 'medical supplies' shall be
additionally submitted.

e.g.) pulse oximeter(2)
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<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin 1 discovery,
ivalent | Purp | ciple Electro : Oversea
N ose . Electric | Radiatio | magnet | Biologica | Perfor Ehysic Stabili | Clinica and
items F of ] : ochem grounds S use
) 0 ) ity n ic 1 mance ical ty 1
Item comparison | yse | actio R 1ca for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
Note
C. Different raw material O X X X X X O O O O A1) O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product soestifieriion O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If raw material that has not been used for the approved product is used(e.g.: if the product is made of PET(Polyethylene terephthalate), contrary
to embolization implant inserter made of PVA(Poly Vinyl Alcohol))
¥ |f medical device in a combination or a kit or its part is electrically-powered, data on 'electricity’ shall be additionally submitted.

e.g.) embolization implant inserter[3]
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O A18000 Urology Devices(21 items including renal water jet catheter system)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
ivalent | Purp | ciple g Overseas
eqliltl;?l:n ose (E)f Electric | Radiati rlrilile(:tgt)i Biologi | Perfor Elﬁ};ﬁg Stabilit Clinical :11?1 ds use
i of ) ity on en cal mance 1 y &
Item compariso | yse | actio ¢ wave a for status
n sheet n developme
nt
és.e Different purpose of O O X O X O X O X X O O O
I. N e w i inci
product E‘J.ti(l))nlfferent principle of O X O O X O X O X e O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improv | g, Different test
€ d | specification O X X O X O X X X X X X X
product A Note
F. Different usage O X X X X X X X X X 1) O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If safety and effectiveness validation is needed due to different applicable parts and operational modes
(Example 1: Implantable incontinence stimulator programmer designed to give electric stimulation to the wall of the bladder or pelvis by inserting a
receiver into the abdomen for treatment of incontinence etc.)
(Example 2: Lithotriptor intended to disintegrate stones generated in the organs such as bile duct, except for urinary system)
% In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) renal water jet catheter system(2)
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O A19000 Patient Transport(7 items including electrically-powered wheelchair)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | ciple 3 Overseas
AL ose o Electric | Radiati Sl Biologi | Perfor Ll Stabilit " and
items - of : magneti chemic Clinical | grounds use
i 0 ) ity on cal mance 1 y
Ttem compariso | yse | actio c wave a for status
n sheet n developme
nt
ﬁxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Loy E Different test
e d Lo . O X X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered wheelchair(2)
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O A20000 Stethoscope(3 items including electronic stethoscope)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin ' discovery,
equivalent | Purp | ciple . Electro o Physi i o el Overseas
items ostg of Electric Radiation | Magnet Biologi | Perfor coche Stabili | Clinica s use
) 0 ) ity ic cal mance cal ty 1
T comparison | yse | actio TERE mica for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
I e O X | O] O X o | x | ol x| x |oO O O
C. Different raw material O X X X X X X X X X X X X
Note
0 | D. Different performance O X X X X X X O X X An X X
Improve :
d E. . ]31fferent test O X X O X O X X X X X X X
product | Specification
F. Different usage O X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If safety and effectiveness validation is difficult just by preclinical data due to new or different performance(e.g.: If the function of deciding
cardiac disease through heart sound, except for sensing the sound from heart, lung, blood flow, etc.)

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) Electronic stethoscope(2)
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O A21000 Clinical Thermometric System(5 items including electronic thermometer)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | cipl i Overseas
edmvaren ose we Electric | Radiati Sl Biologi | Perfor Physico Stabilit 5 and
items of : magneti chemic Clinical | grounds use
) of . ity on cal mance y
Item compariso | yse | actio ¢ wave al for status
n sheet n developme
nt
ﬁxs.e Different purpose of O O X O X O X O X X O O
1. N e w | B. Different principle of
product action O X O O X O X O X X @) O
C. Different raw material O X X X X X X X X X X X
D. Different performance O X X X X O X X X X X
2.Improve
d E. Different test
product | specification O X X O X O X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) Electronic thermometer(2)
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O A22000 Hematological Testing Apparatus(1 item of self-testing glucose meter)

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
ivalent | Purp | cipl i Overseas
I Cose | “P | Electric | Radiati rﬁfgrfre‘t’l Biologi | Perfor | PIYSIO | geapifit | . gri“ug " o
. X
Ttem compariso J)se actio ity on ¢ wave cal fanee al J for status
n sheet n developme
nt
ﬁxs.e Different purpose of O O X O X O X O X X O O O
I. N e w i inci
product Ec.ti(])Dnlfferent principle of O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
)1 D. Different performance O X X X X X X O X X 1 X X
.Improve
d E. Different test
product | specification O X X O X O X X X X X X X
Note
F. Different usage O X X X X X X X X X 2 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: if measurement with smaller sample(blood) volume compared to the
approved product is possible in self-testing glucose meter)

Note 2) If safety and effectiveness validation is needed due to different applicable parts and operational modes(e.g.: Blood glucose level shall be
measured by collecting blood when using the existing self-testing glucose meters, but such usage is different from glucose meters without
collecting blood.)

% In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be

additionally submitted.

e.g.) Self-testing glucose meter(2)
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O A22500 Gene Analysers(2 items of microarray chip analyser)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | cipl i Overseas
edmvaren ose we Electric | Radiati Sl Biologi | Perfor Physico Stabilit 5 and
items of : magneti chemic Clinical | grounds use
) of . ity on cal mance 1 y
Item compariso | yse | actio ¢ wave a for status
n sheet n developme
nt
i;e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
IR ® x | O] O X e X e X X e O e
C. Different raw material O X X X X X X X X X X X X
Note
D. Different performance O X X X X X X O X X AI) X X
2.Improve
d E. Different test
product | specification O X X O X O X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g. : microarray chip analyser capable of diagnosing and deciding a
certain disease)

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) DNA amplifier[2]
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O A23000 Sphygmomanometers and sphygmographs(11 items including non-portable, manual-inflation,
electronic sphygmomanometer)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions . . Origin,
Essentially Prin discovery,
equivalent | Purp | ciple , .. | Electro | . . . Physico . and Overseas
items ose of Electric | Radiati magneti Biologi | Perfor . Stabilit Clinicall | grounds use
. of . ity on cal mance y
I compariso | yge | actio ¢ wave al for status
fem n sheet n developme
nt
ﬁ;s.e Different purpose of O O X O X O X O X X O O O
I. N e w - .
product E(;ticl))nlfferent pineiple off O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
2 Improve | D. Different performance | O X | x X X X X ®) X x |4 X X
d :
product fbeciﬁcgfg‘erem st O X | X O X O X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: CAD(Computer Aided Diagnosis)(diagnosis of hypertension,
hypotension, etc.) added to medical software, leading to different performance in part / in case of measurement of blood pressure with pulse wave
velocity(PWV) and arterial characteristics)

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) Non—portable, automatic—inflation, electrnoic, sphygmomanometer(2)
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O A26000 Visceral Function Testing Instruments(81 items including electrocardiographic analyser)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin Bl discovery,
ivalent | Purp | ciple ectr . Overseas
P ose 5 Electric o omagn | Biologic | Perfor i Stabilit . and
items ¢ of : Radiation : chemic Clinical | grounds use
) 0 ) ity etic al mance al y P
Ttem comparison | yse | actio wave o status
sheet n developme
nt
1/1%8.6 Different purpose of O O X O X O e O X e O O O
I. N e w 3 -
oduct B. Different principle of O X O O e O e O X ¢ O O O
p action
C. Different raw material O X X X X X X X X X X X X
Note
) | D. Different performance O X X X X X X O X X i X X
Improve :
d E.  Different test O X X O X O X X X X e e X
specification
product S Nae
F. Different usage O X X X X X X X X X 2) O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: CAD(Computer Aided Diagnosis) added to medical software, leading
to different performance in part)
Note 2) If safety and effectiveness validation is needed due to different applicable parts and operational modes(e.g.: in case of conducting ECG on
clothes with CCE(Charged—-Coupled Electrode) in ECG on the surface of the body through limb and chest leads
% |f Medical Device in a combination or a complex or the parts contact(s) the human body, common data on 'medical supplies' shall be additionally
submitted.

e.g.) Electrocardiograph(?2)
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O A27000 Respiratory Function Testing Apparatus (21 items including diagnostic spirometer)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . .. | Electro | . 1 . Physico - and Overseas
items Osfe of Electric | Radiati magneti Biologi | Perfor T Stabilit Clinical | grounds use
) 0 . ity on cal mance y
Item compariso | uyse | actio ¢ wave al for status
n sheet n developme
nt

ﬁxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of

oroduct | S o |x|o]| o X O X O X X ® O O

C. Different raw material O X X X X X X X X X X X X

Note
D. Different performance O X X X X X X O X X AI) X X
2. Improve

E. Different test

product | specification O X X O X O X X X X X X X

F. Different usage O X X X X X X X X X O O

3. Equivalent product O X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: CAD(Computer Aided Diagnosis)(bronchial asthma, pulmonary
fibrosis, etc.) added to medical software, leading to different performance in part)

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) Diagnostic spirometer(2)
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O A28000 Eye Testing Instruments(17 items including manual ophthalmic refractometer)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin 1 discovery,
ivalent | Purp | ciple Electro : Overseas
eduivaren ose o Electri | Radiati | magne | Biolog | Perfor e Stabilit | Clinica and
items - of : : : ochem grounds use
) 0 . city on tic ical mance cal y 1
T compariso | uyse | actio TN 1ca for status
n sheet n developme
nt

i;e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of

oroduct | S 0 x| ol o | x| o | x | 0] x X | O 0 e

C. Different raw material O X X X X X X X X X X X X

Note
D. Different performance O X X X X X X O X X A1) X X
2. Improve

E. Different test

product | specification O X X © X O X X X X X X

F. Different usage O X X X X X X X X X O O

3. Equivalent product O X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: in case of adding the performance of existing measurement range
by changing the light source used for fundus camera)

¥ |In case of medical device in a combination or a kit or parts to directly contact the human body, common data on 'medical supplies' shall be
additionally submitted.

e.g.) Manual ophthalmic refractometer(2)
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O A29000 Hearing Testing Instruments (11 items including evoked response audiometer)
<Electric field>

<Range of Submissions Including Technical Documents>

o 1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions -
Essentially Prin - diOrlgln,
ivalent | Purp | ciple ectro ' SCOVELY, | Overseas
eql;::;:n ose é)f Electrici Radiation | Mmagnet Biologi | Perfor ggg:;rcl Stabili | Clinica and use
) of X ty ic cal mance : ty 1 grounds for
Item comparison | yge | actio — ical desalegirzn status
sheet n ¢
ﬁs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product action O O O X O X O X X O O ©
C. Different raw material O X X X X X X X X X X X X
) | D. Different performance O X X X X O X X X X X
Improve :
d E.  Different test O X X O X O X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ |In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) evoked response audiometer[2]
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O A30000 Perception and Organs Diagnostic Devices (41 items including electromyograph)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
ivalent | Purp | ciple : Overseas
P ose 5 Electric o ety Biologic | Perfor Iirete Stabilit 5 g and
items of of ity Radiation | magneti al mance chemic y Clinical | grounds use
Ttem comparison | yge | actio C wave al for status
sheet n developme
nt
1?8.6 Different purpose of O O X O X O X O X X O O O
I. N e w g Aoyt
product Ec.ti(l))n]fferent principle of O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
2 . | D. Different performance O X X X X X X O X X 1) X X
Oy Different  tost
d . ifferen es
product | specification O X X O X O X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If safety and effectiveness validation is difficult just by preclinical data due to new or different performance(e.g.: if abnormal diagnostic
function of the human organ is added by sensing the meridian point and meridian system as dermohygrometer, contrary to measurement of skin
resistance of the body)

¥ |In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) Dermohygrometer[2]
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O A31000 Speculums for Medical Use(151 items including single—use endoscopic evacuator)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
ivalent | Purp | ciple g Overseas
P ose i Electric | Radiati ity Biologi | Perfor Wiryeico Stabilit - and
items r of : magneti chemic Clinical | grounds use
) 0 . ity on cal mance 1 y
Ttem compariso | yge | actio ¢ wave a for status
n sheet n developme
nt
1?8.6 Different purpose of O O X O X O X O X X O O O
I. N e w g Aoyt
product Ec.ti(l))n]fferent principle of O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
D. Different performance O X | X X X X X O X X 2y X X
2.Improve
d E. Different test
product | specification O X X © X © X X X X X X X
Note
F. Different usage O X X X X X X X X X A3) O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: If ultrasonic function is added to endoscope in order to measure
the blood volume, walls of blood vessels, etc.)

Note 2) If safety and effectiveness validation is needed due to different applicable parts and operational modes(e.g.: If the location of endoscope is
adjusted by using the external magnetic field in the capsule endoscopy for medical use)

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be

additionally submitted.

e.g.) endoscope for medical use(2)
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O A32000 Centrifuge for Medical Use (3 items including cooled centrifuge)
<Electric field>

<Range of Submissions Including Technical Documents>

o 1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions -
Essentially Prin | diOngm,
ivalent | Purp | ciple Electr : SCOVeLY, | Overseas
cduivaen ose 5 Electric o omagn | Biologi | Perfor Hipeic Stabili | Clinica and
items of ] Radiation ] ochem use
) of ) ity etic cal mance foal ty 1 grounds for
Item comparison | yge | actio TTRNE 1ca developmen status
sheet n t
A. Different purpose of
use O O X O X O X O X X O O O
1. N e w | B. Different principle of
product action O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
) D. Different performance O X X X X X X O X X X X X
Improve .
d g, Lifiteni 550 X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) Cooled centrifuge(2)
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O A33000 Tissue Processing Device(2 items including line—powered dermatome)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
equivalent | Purp | ciple _ Electr | Perfor | Physi . - and Overseas
] ose Electric L omagn | Biolog Stabilit | Clinic
items of of ity Radiation s izl manc cophe y al grounds use
Item comparison | yge | actio AV € mical for status
sheet n developme
nt
ll?s.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product action O X O O X O X O X X
C. Different raw material O X X X X X X X
2 | D. Different performance O X X X X X O X X X X X
Improve :
d E. Different test O X X O X O X X X X X
specification
product
F. Different usage O X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) line—powered dermatome[2]
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O A34000 Thermostats for Medical Use(13 items including blood/solution warmer)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions . Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . Electro | = Physic . and Overseas
] ose Electrici Qs magnet | Biologi | Perfor - Clinica
items ¢ of Radiation : ochem | Stability grounds use
. Y . ty ic cal mance : 1
Item comparison | yge | actio AV ical for status
sheet n developme
nt
i;e Different purpose of O O X O X O X O X X
1. N e w | B. Different principle of
product action © X O X X O X X © O ©
C. Different raw material O X X X X X X X X
2 | D. Different performance O X X X X O X X X X X
Improve .
d E. Different test O X X O X O X X X X X
specification
product
F. Different usage O X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) blood/solution warmer[2]
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O A35000 Electrosurgical device(23 items including general—purpose electrosurgical system)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
equivalent | Purp | ciple , Electr | Perfor | Physi . - and Overseas
’ ose Electric e omagn | Biolog Stabilit | Clinic
items of of ity Radiation s Sl manc cophe y al grounds use
Ttem comparison | yse | actio S € mical for status
sheet n developme
nt
A. Different purpose of
& o o] x| o X o| x| o| x| x |O O ®
1. N e W | B, Different principle of
C. Different raw material O X X X X X X X X X X X X
Note
2 | D. Different performance O X X X X X X O X X 1 X X
Improve :
d E.  Different test O X X O X O X X X X X X X
specification
product ot
F. Different usage O X X X X X X X X X 2) O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner
(e.g.: in case if different ultrasonic energy output to be used onto the same part for ultrasonic surgical system)
Note 2) If safety and effectiveness validation is needed due to different applicable parts and operational modes(e.g.: if ultrasonic energy is given to the
human organs but ultrasonic energy is irradiated onto bones for bone reduction in case of ultrasonic surgical system)
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) ultrasonic surgical system[3]
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O A36000 Freezing Surgical Instruments(3 items including freezing surgical instruments)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
equivalent | Purp | ciple _ Electr | Perfor | Physi . . and Overseas
] ose Electric e omagn | Biolog Stabilit | Clinic
items of of ity Radiation s izl manc cqche y al grounds use
Item comparison | yge | actio TEE € mical for status
sheet n developme
nt
ll?s.e Different purpose of O O O X X O X X O O O
1. N e w | B. Different principle of
product action X O O X X O X X O O ©
C. Different raw material O X X X X X X
) | D. Different performance O X X X X O X X X X X
Improve ;
d E.  Different test O X X O X O X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be

additionally submitted.

e.g.) Probe for freezing surgical instruments[2]
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O A37000 Laser Apparatus for Medical Use (18 items including surgical laser)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
equivalent | Purp | ciple _ Electr | Perfor | Physi . . and Overseas
] ose Electric e omagn | Biolog Stabilit | Clinic
items of of ity Radiation s izl manc cqche y al grounds use
Item comparison | yge | actio TEE € mical for status
sheet n developme
nt
ll?s.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product action O X O O X O X O X X O O O
C. Different raw material O X X X X X X X
) | D. Different performance O X X X X O X X X X X
Improve ;
d E.  Different test O X X O X O X X X X X
specification
product o
F. Different usage O X X X X X X X X X 0 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If safety and effectiveness validation is needed due to different applicable parts and operational modes

(e.g.: If light energy is irradiated into nostril, earhole, and mouth for laser)
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) surgical laser[3]
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O A38000 Instruments for Ligature and Suture(25 items including single—use suture instrument)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin ' discovery,
ivalent | Purp | cipl Electro . Oversea
eduvaren ose oL Electric | Radiatio | magnet | Biologica | Perfor e Stabili | Clinica and
items F of : s ochem grounds S use
) 0 ) ity n ic 1 mance cal ty 1
Ttem comparison | yse | actio N 1ca for status
sheet n developme
nt
i;e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O O X X X O O O O X O O
Note
C. Different raw material O X X X X X O O O O 1) O O
) | D. Different performance O X X X X X X O X X X X X
Improve :
d E.  Different test O X X X X X O X X X X X X
specification
product o
F. Different usage O X X X X X X X X X 2 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If raw material that has not been used for the approved product is used(e.g.: if an absorptive staple is made of new polymer, contrary to staple made
of titanium)

Note 2) If safety and effectiveness validation is needed due to different applications (e.g.: applied onto the upper part of the stomach of patients with extreme
obesity in order to suppress appetite)

% In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity’ shall be additionally submitted.

e.g.) single—use suture instrument[2]
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O A39000 Aspirators for Medical Use(13 items including line—powered, general-purpose suction system)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Princ 1 discovery,
g g Electro . 0]
equivalent | pyrpo | 1iple . L Physic . . and verseas
items se of of Electrici Radiation magnet Biologi | Perfor ochem Stabili | Clinica il use
) . ty ic cal mance : ty 1
Item comparison | UYS€ | actio TENE ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
broduet | astion O x | 0| O X o | x | o] x| x |oO O ®
C. Different raw material O X X X X X X X X X X X X
Note
2 | D. Different performance O X X X X X X O X X 2 X X
Improve :
d E.  Different test O X X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: if the aspirator for medical use has the feature of aspirating a
part of the body to expand the tissue, in addition to the performance of aspirating blood, sebum, etc.)

#In case of medical device in a combination or a kit, or its part to directly contact the human body, common data on 'medical supplies' shall be
additionally submitted.

e.g.)line—powered, general-purpose, suction system[2]
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O A40000 Pnemothorax apparatus and pnemoperitoneum apparatus(3

apparatus)

<Medical supplies>

items

<Range of Submissions Including Technical Documents>

including pneumothorax

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions . Origin,
Essentially Princ =i discovery,
ivalent iple ectro g Oversea
equivaient | Purpo | P Electric | Radiatio | magnet | Biologica | Perfor Physic | giabiti | Clinica and
items se of of : b ochem grounds S use
) . ity n ic 1 mance - ty 1
Item comparison use actio TRNE ical for status
sheet n developme
nt
A. Different purpose of
use O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
) | D. Different performance O X X X X X X O X X X X X
Improve :
d E.  Different test O X X X X X O X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.)Pnemoperitoneum apparatus[2]
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O A41000 Knives for Medical Use(10 items including electrically-powered knife)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electro ' Overseas
equivarent | Purpo | 1P Electrici e magnet | Biologi | Perfor P Stabili | Clinica and
items se of of : Radiation ; ochem grounds use
. . y ic cal mance : ty 1
Ttem comparison | YS¢ | actio ENE ical for status
sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product e O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E, Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered knife[2]
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O A42000 Scissors for Medical Use(7 items including electrically-powered scissors)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electr ' Overseas
equivarent | Purpo | 1P Electric - omagn | Biolog Perfor | Physi | git | Clinic and
items se of of : Radiation 3 : manc | coche G grounds use
) ) ity etic ical 3 ity al
Item comparison | US€ | actio wave e mical for status
sheet n developme
nt
és.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product " O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E_  Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered scissors[2]
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O A43000 Curettes for Medical Use(8 items including electrically—-powered curette)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electro ' Overseas
equivarent | Purpo | 1P Electrici e magnet | Biologi | Perfor P Stabili | Clinica and
items se of of : Radiation ; ochem grounds use
. . y ic cal mance : ty 1
Ttem comparison | YS¢ | actio ENE ical for status
sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product e O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E, Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered curette[2]

- 246 -



O A44000 Clamp for Medical Use(30 items including electrically-powered clamp)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electr ' Overseas
equivarent | Purpo | 1P Electric - omagn | Biolog Perfor | Physi | git | Clinic and
items se of of : Radiation 3 : manc | coche G grounds use
) ) ity etic ical 3 ity al
Item comparison | US€ | actio wave e mical for status
sheet n developme
nt
és.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product " O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E_  Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered clamp[2]
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O A45000 Forceps for Medical Use(15 items including electrically-powered dressing forceps)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electro ' Overseas
equivarent | Purpo | 1P Electrici e magnet | Biologi | Perfor P Stabili | Clinica and
items se of of : Radiation ; ochem grounds use
. . y ic cal mance : ty 1
Ttem comparison | YS¢ | actio ENE ical for status
sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product e O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E, Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered dressing forceps[2]
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O A46000 Saw for Medical Use(6 items including electrically-powered surgical saw)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electr ' Overseas
equivarent | Purpo | 1P Electric - omagn | Biolog Perfor | Physi | git | Clinic and
items se of of : Radiation 3 : manc | coche G grounds use
) ) ity etic ical 3 ity al
Item comparison | US€ | actio wave e mical for status
sheet n developme
nt
és.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product " O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E_  Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered surgical saw[2]
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O A47000 Chisel for medical use(4 items including electrically-powered surgical chiesel)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electro ' Overseas
equivarent | Purpo | 1P Electrici e magnet | Biologi | Perfor P Stabili | Clinica and
items se of of : Radiation ; ochem grounds use
. . y ic cal mance : ty 1
Ttem comparison | YS¢ | actio ENE ical for status
sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product e O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E, Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered surgical chisel[2]
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O A48000 Raspatories for Medical Use(10 items including electrically-powered surgical elevator)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electr ' Overseas
equivarent | Purpo | 1P Electric - omagn | Biolog Perfor | Physi | git | Clinic and
items se of of : Radiation 3 : manc | coche G grounds use
) ) ity etic ical 3 ity al
Item comparison | US€ | actio wave e mical for status
sheet n developme
nt
és.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product " O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E_  Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered surgical elevator[2]
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O A49000 Mallet for Medical Use(2 items including electrically-powered surgical hammer)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electr ' Overseas
equivarent | Purpo | 1P Electric - omagn | Biolog Perfor | Physi | git | Clinic and
items se of of : Radiation 3 : manc | coche G grounds use
) ) ity etic ical 3 ity al
Item comparison | US€ | actio wave e mical for status
sheet n developme
nt
és.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product " O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E_  Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered surgical hammer[2]
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O A50000 File for Medical Use(3 items including electronically—operated bone surgical rasp)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electr ' Overseas
equivarent | Purpo | 1P Electric - omagn | Biolog Perfor | Physi | git | Clinic and
items se of of : Radiation 3 : manc | coche G grounds use
) ) ity etic ical 3 ity al
Item comparison | US€ | actio wave e mical for status
sheet n developme
nt
és.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product " O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E_  Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electronically-operated bone surgical rasp[2]
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O A51000 Lever for Medical Use(2 items including electrically-powered bone surgical lever)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electro ' Overseas
equivarent | Purpo | 1P Electrici e magnet | Biologi | Perfor P Stabili | Clinica and
items se of of : Radiation ; ochem grounds use
. . y ic cal mance : ty 1
Ttem comparison | YS¢ | actio ENE ical for status
sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product e O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E, Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered bone surgical lever[2]
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O A52000 Snare for Medical Use(2 items including electrically-powered bone surgical snare)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electro ' Overseas
equivarent | Purpo | 1P Electrici e magnet | Biologi | Perfor P Stabili | Clinica and
items se of of : Radiation ; ochem grounds use
. . y ic cal mance : ty 1
Ttem comparison | YS¢ | actio ENE ical for status
sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product e O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E, Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.
¥ |f not a system composed with the main body, data on electricity and electromagnetic wave may be omitted.

e.g.) Electrically-powered bone surgical snare[2]
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O A53000 Needle for Syringe and Puncture(24 items including single—use, aspiration/injection needle)

<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin | discovery,
ivalent | Purp | cipl Electro ' Oversea
eduvaren ose oL Electric | Radiatio | magnet | Biologica | Perfor e Stabili | Clinica and
items F of : s ochem grounds S use
) 0 X ity n ic 1 mance cal ty 1
Ttem comparison | yse | actio N 1ca for status
sheet n developme
nt
]?S.e Different purpose of O O X X X X O O O O O O O
I. N e w | B. Different principle of
Mrodiot | aition O X | O] x X X O o | o] o] x O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) single—use, aspiration/injection needle[2]
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O A54000 Syringes(2 items including syringe, medication/vaccine injector)

<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin | discovery,
ivalent | Purp | cipl Electro ' Oversea
eduvaren ose oL Electric | Radiatio | magnet | Biologica | Perfor e Stabili | Clinica and
items F of : s ochem grounds S use
) 0 X ity n ic 1 mance cal ty 1
Ttem comparison | yse | actio N 1ca for status
sheet n developme
nt
]?S.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2 .Improved :
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) Syringes[?]
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O  A55000 Puncturing, Abrasion, Perforating Instrument for Medical Use(27 items including
electrically-powered, manual, surgical, puncture instrument)
<Electric field>
<Range of Submissions Including Technical Documents>
1 2 3 4-A 4-B 4-C 4-D 4-E 4F | 4G 5 6 7
Submissions Origin,
Essentially Princ - discovery,
equivalent | p iple . ectro | Physic N o - Overseas
items Sgrg(f) of Ele;:tr1c1 Radiation | magnet Biologi | Perfor ochem Stabili | Clinica sl use
. . y ic cal mance : ty 1
Item comparison | UYS€ | actio wave ical for status
sheet n developme
nt
A. Different purpose of
use O O X O X O X O X X O O O
1. N e w | B. Different principle of
product action O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
) | D. Different performance O X X X X X X O X X X X X
Inprove E. Different test
d specification O X X O X O X X X X X X X
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data

additionally submitted.

. Data required to be judged per individual product

e.g.) electrically-powered, manual, surgical, puncture instrument[2]
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<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin 1 discovery,
ivalent | Purp | ciple Electro . Oversea
N ose . Electric | Radiatio | magnet | Biologica | Perfor Ehysic Stabili | Clinica and
items of of ity n = 1 mance oc_hem ty 1 grounds S use
Item comparison | yse | actio R ical for status
sheet n developme
nt
i;e Different purpose of O O X X e X O O O O O O O
1. N e w | B. Different principle of
e Sotion O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2 .
Improve :
d E.  Different test O X X X X X O X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity’ shall be additionally submitted.

e.g.) single—use, manually—operated, surgical, puncture instrument[2]
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O A56000 Wound Retractors and Speculums(1 item of electrically-powered, surgical retractor)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ ! discovery,
ivalent iple Electr g Overseas
cduvaent | Pupo | P 1 precqic o omagn | Biolog Perfor | Physi | qrapi1 | Clinic and
items se of of : Radiation 3 : manc | coche : grounds use
. ) ity etic ical ] ity al
Item comparison | UYS€ | actio TNE € mical for status
sheet n developme
nt
és.e Different purpose of O O X O X O X O e X O O O
1. N e w | B. Different principle of
product action O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E_ Different test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered, surgical retractor[2]
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O A57000 Tube and Catheter for Medical Use(166 items including short—term gastrointestinal catheter)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions . Origin,
Essentially Prin 1 discovery,
ivalent | Purp | cipl Electro . Oversea
eduvaren ose oL Electric | Radiatio | magnet | Biologica | Perfor e Stabili | Clinica and
items F of : s ochem grounds S use
) 0 ) ity n ic 1 mance cal ty 1
Ttem comparison | yse | actio N 1ca for status
sheet n developme
nt
1?8.6 Different purpose of O O X X X X O O O O O O O
I. N e w | B. Different principle of
Mrodiot | aition o | x| o] x X X O o | o] o] x O O
Note
C. Different raw material O X X X X X O O O O 2 O O
5 D. Different performance O X X X X X X O X X X X X
Improve :
d E.  Different test O X X X X X @) X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) if raw material that has not been used in the approved product is used(e.g.; if new drug is applied)
¥ In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) short—term use, irrigation catheter[2]
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O A58000 Probe and Sound for Medical Use(27 items including electrically-powered, fistula, surgical probe)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Princ ! discovery,
ivalent iple Electro i Overseas
equivarent | Purpo | 1P Electrici e magnet | Biologi | Perfor i Stabili | Clinica and
items se of of : Radiation s ochem grounds use
) use ) y ic cal mance Ll ty 1 P
T comparison actio wave o status
sheet n developme
nt
i;e Different purpose of O O X O X O X O X X O O O
I. N e w g -
product E(;ti(]));fferent principle of O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
2 | D. Different performance O X X X X X X O X X An X X
Improve :
E.  Different test O X e O X O e X e X X X X
specification
product ~ Noe
F. Different usage O X X X X X X X X X 2) O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: in case of measuring the thickness of blood vessels with vascular,
diagnostic, ultrasonic probe, and diagnosing coronary—artery disease, stenosis, etc.)

Note 2) If safety and effectiveness validation is needed due to different applicable parts and operational modes(e.g.: if used for diagnosing the
esophageal status not by insertion into the esophagus but non-insertion)

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be

additionally submitted.

e.g.) vascular, diagnostic, ultrasonic probe[3], oesophageal, ultrasonic probe[2]
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O A59000 Dilator and Expander for Medical Use (7 items including powered, oesophageal dilator)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ : discovery,
ivalent iple Electro ' Overseas
equivarent | Purpo | 1P Electrici e magnet | Biologi | Perfor P Stabili | Clinica and
items se of of : Radiation ; ochem grounds use
. . y ic cal mance : ty 1
Ttem comparison | YS¢ | actio ENE ical for status
sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product e O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E, Different  test O X | X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ |In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered, vascular dilator[2]
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O AB62000 Filling Instruments for Medical Use(1 item of heat—sourced, endodontic, root canal, plugger)

<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin | discovery,
ivalent | Pup | ciple Electro : Oversea
eduivaren ose s Electric | Radiatio | magnet | Biologica | Perfor e Stabili | Clinica and
items of : g ochem grounds S use
) of ) ity n ic 1 mance : ty 1
Ttem comparison | yse | actio R ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
2 - | D. Different performance @) X | X X X X X @) X X X X X
Improve
d .
E. Different test
product specification O X X X X X O X X X X X X
(lmfrfgvem F. Different usage O X | X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) heat-sourced, endodontic, root canal, plugger[2]
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O AB3000 Depressors for Medical Use (1 item of drug absorption, skin stimulator)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Princ , discovery,
ivalent iple Electro ' Overseas
equivarent | Purpo | 1P Electrici e magnet | Biologi | Perfor P Stabili | Clinica and
items se of of : Radiation ; ochem grounds use
) ) y ic cal mance : ty 1
Ttem comparison | YS¢ | actio ENE ical for status
sheet n developme
nt
I?S.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
product e O X O O X O X O X X @) O O
C. Different raw material O X X X X X X X X X X X X
Note
) | D. Different performance O X | x X X X X ®) X X |5 X X
Improve .
B ifcanMerent fest O X | x O X O X X X X X X X
product P
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner
(e.g. : if the drug absorption, skin stimulator has the feature of electric stimulation to help drug absorption)

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) drug absorption, skin stimulator[2]
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<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin 1 discovery,
ivalent | Purp | ciple Electro : Oversea
N ose . Electric | Radiatio | magnet | Biologica | Perfor Ehysic Stabili | Clinica and
items F of ] : ochem grounds S use
) 0 ) ity n ic 1 mance ical ty 1
Item comparison | yse | actio R 1ca for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
5 D. Different performance O X X X X X X O X X X X X
Improve :
d E. Different test O X X X X X O X X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) drug absorption, skin stimulator[2]
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O AB64000 Measuring and Introducing Instrument(21 items including powered, clinical goniometer)
<Electric field>

<Range of Submissions Including Technical Documents>

o 1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions -
Essentially Princ diOrlgln,
ivalent inl . scovery,
cquvarent | Purpo | ¢ | plotric | Radiati | EIOTO | Biologi | Perfor | LAYSIO | gpapitit | . . and Overseas
items se of | of : magneti chemic Clinical
. _— . ity on cal mance y grounds for | yse status
Item comparison actio © WENE al developmen
sheet n t
A. Different purpose of
& O O | x| O X O X O X X O O O
N e w | B. Different principle of
product action O X O O X @) X @) X X O O O
C. Different raw material O X X X X X X X X X X X X
D. Different performance O X X X X X X O X X X X X
2.Improve
E. Different test
product | specification O X X O X O X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be

additionally submitted.

e.g.) navigation, stereotaxic unit[2]

- 267 -




<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
ESSentially Prln discovery’
ivalent | Purp | ciple ] Oversea
A ose . Electric | Radiatio Lozt Biologica | Perfor e Stabili | Clinica and
items of of . magneti ochem grounds S use
) ) ity n 1 mance : ty 1
Item comparison | yse | actio ¢ wave ical for status
sheet n developme
nt
i;e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
e e O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
ANote
F. Different usage O X X X X X X X X X 1 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If safety and effectiveness validation is needed due to different applications(e.g.: if the vascular catheter guidewire is used in the blood vessels of
the brain)

¥ In case of medical device in a combination or a kit or electrically-powered product, data on 'electricity’ shall be additionally submitted.

e.g.) vascular, catheter guidewire[2]
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O AB5000 Douche Instruments for Medical Use(22 items including electrically-powered, general purpose,

irrigation unit)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
equivalent | Purp | ciple .. Electro . . and Overseas
items | 0 | of | Blectricl | ogigrion | magnet | Biologi | Performa | Physicoc | iy | Clinical | grounds | use
) of ) ty ic cal nce hemical y
Item comparison | yse | actio wave for status
sheet n developme
nt
111%8.6 Different purpose of O O X X O X X O O
1. N e w | B. Different principle of
product action © © X X © X X © ©
C. Different raw material O X X X X X X X X X
2 | D. Different performance O X X X X O X X X X X
Improve :
d E.  Different test O X X O X O X X X X X
specification
product
F. Different usage O X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered, general purpose, irrigation unit[2]
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O A66000 Blood Donor or Transfusion and Biopsy Set(11 items including blood collection container)

<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin ! discovery,
ivalent | Purp | ciple Electro g Overse
edqmvaren ose s Electric | Radiatio | magnet . . Perform il Stabili | Clinica and
items of of ity n o Biological ance ochem ty 1 grounds as use
Item comparison | yse | actio wave ical for status
sheet n developme
nt
A. Different purpose of
use O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
ANote
C. Different raw material O X X X X X O O O O n O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X X O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If raw material that has not been used for the approved product is used(0ll; if new drug is applied)

¥ |If medical device in a combination or a kit or its part is driven by electricity, data on 'electricity' shall be additionally submitted.

e.g.)blood collection set[2]
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O A67000 Medical Device for Orthopedics and Restoration(17 items including electrically—powered, traction
unit)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
equivalent | Purp | ciple _ Electr | Physico and Overseas
] ose Electric s omagn | Biolog | Perform : - 5 o
items of of ity Radiation i ezl ance chemica | Stability | Clinical grounds use
Ttem comparison | yge | actio wave 1 for status
sheet n developme
nt
I?S.e Different purpose of O O X O X O X O X X O O O
I. N e w | B. Different principle of
product - O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
E.  Different test O X X O X O X X X X X X X
specification
product
F. Different usage O X X X X X X X X X A O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
Note 1) If safety and effectiveness validation is needed due to different applicable parts and operational modes
(Example 1: if used for the restoration of muscles with robot system for children in case of electrically-powered, traction unit)
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) electrically-powered, traction unit[2]
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O AB68000 Dental Unit and Chair(2 items including dental unit and chair)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | ciple g Overseas
edmvaren ose o Electric | Radiati Sl Biologi | Perfor Physico Stabilit 5 and
items - of : magneti chemic Clinical | grounds use
: o . ity on cal mance 1 y
Item compariso | yse | actio ¢ wave a for status
n sheet n developme
nt

i;e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of

product B O X O O X O X O X X O O O

C. Different raw material O X X X X X X X X X X X X

D. Different performance O X X X X X X O X X X X X

2.Improve

E. Different test

product | specification O X X O X © X X X X X X X

F. Different usage O X X X X X X X X X X O O

3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) dental unit and chair[2]

- 272 -



O AB69000 Dental Engine(2 items including dental engine)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
ivalent | Purp | cipl 3 Overseas
G ose i Electric | Radiati Sy Biologi | Perfor 5150 Stabilit " and
items r of . magneti chemic Clinical | grounds use
) o . ity on cal mance y
Item compariso | yse | actio ¢ wave al for status
n sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
I. N e w | B. Different principle of
product ot O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
D. Different performance O X X X X X X O X X X X X
2. Improve
d E. Different test
product | specification O X X © X O X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) implant surgery, dental handpiece[2]
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O A72000 Moisture—excluding Instruments for Dental Use(1 item of tooth dryer)

<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | cipl i Overseas
i ose we Electric | Radiati ity Biologi | Perfor iz Stabilit 5 and
items r of : magneti chemic Clinical | grounds use
) 0 . ity on cal mance y
Item compariso | yse | actio ¢ wave al for status
n sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
I. N e w | B. Different principle of
product action O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
D. Different performance O X X X X X X O X X X X X
2.Improve
d E. Different test
product | specification O X X © X O X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) tooth dryer[2]
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O A77000 Ophthalmic Lens(9 items including sight corrective ophthalmic lens)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin ! discovery,
ivalent | Purp | cipl Electro g Oversea
edqmvaren ose mLE Electrici | Radiatio | magnet | Biologic | Perfor Lty Stabil 5 g and
items of : ochem 5 Clinical grounds S use
. of . ty n ic al mance | - ity
Item comparison | yse | actio wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O @
C. Different raw material O X X X X X O O O O O O O
D. Different performance O X X X X X X O X X X X X
2.Improved :
E. Different test
product speeifieaien O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X X O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ |If medical device in a combination or a kit or its part is driven by electricity, data on 'electricity' shall be additionally submitted.

e.g.) daily-wear, hard contact lens[2]
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O A78000 Hearing Aid(7 items including bone—conduction, hearing aid)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
ivalent | Purp | cipl g Overseas
eqliltz:l:n ose cg)fe Electric | Radiati rlrallle;ntfe(t)i Biologi | Perfor Eg}e’frllf(? Stabilit Clinical grgnuﬂ ds use
of it on cal mance
Ttem compariso | yse | actio v ¢ wave al e for status
n sheet n developme
nt
ﬁxs.e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of
oroduct | eetion o |x|o| o X O X O X X ® O O
C. Different raw material O X X X X X X X X X X X X
Note
D. Different performance O X X X X X X O X X AI) X X
2. Improve r
d E. Different test
product | specification O X X O X O X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner
(Example 1: if an amplification rate becomes different by frequency band of middle ear implant system)

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) bone—conduction, hearing aid[2]
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O A79000 Infusion Instruments (20 items including infusion pump)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin Bl discovery,
ivalent | Purp | ciple ectro 3 Overseas
eql;::;:n ose é)f Electrici Radiation | Mmagnet Biologi | Perfor ggg:;rcl Stabili | Clinica zﬂg ds use
: of ; ty ic cal mance | . ty 1 &
Ttem comparison | yge | actio A 1ca for status
sheet n developme
nt
1?8.6 Different purpose of O O X O X O X O X X O O O
I. N e w i inci
product Ec.ti(l))n]fferent principle of O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
Note
) | D. Different performance O X X X X X X O X X 1 X X
Improve :
d DEeDircenss X | X O X O X X X X X X X
specification
product PRAE
F. Different usage O X X X X X X X X X 2) O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If the improved performance can be identified only in a clinical manner(e.g.: if the infusion pump sets the infusion volume by automatically
analyzing the patient condition)

Note 2) If safety and effectiveness validation is needed due to different applicable parts and operational modes(e.g.: if there is change in the drug
administration mode of infusion pump)

% In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be

additionally submitted.

e.g.) infusion pump[2]
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<Medical supplies>

<Range of Submissions Including Technical Documents>

| 2 3 4-A 4-B 4-C 4-D 4E | 4F | 4G 5 6 7
Submissions
Essentially Princ d.Origin,
ivalent iple : ISCOVETY, | Overse
cauvaent | Purpo | 1P Electrici | Radiatio | Electro Biologic | Perfor Physic | gebili | Clinic and
items se of | of 7 magneti 1 ochem : 1 s for | @ use
Item compariso | US¢ | actio y n c wave a mance ical y a grounas tor |-
P developmen | Status
n sheet n ¢
ﬁs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
ANote
C. Different raw material O X X X X X O O O O N O O
D. Different performance O X X X X X X O X X X X X
2.Improved :
E. Different test
product Soesiitention O X X X X X O X X X X X O
F. Different usage O X X X X X X X X X X X X
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If raw material that has not been used for the approved product is used(e.g.; if new drug is applied)
¥ |If medical device in a combination or a kit or its part is driven by electricity, data on 'electricity' shall be additionally submitted.

e.g.) direct infusion device[2]
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O A81000 Inhalators for Medical Use (5 items including heated nebulizing system)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | cipl i Overseas
edmvaren ose we Electric | Radiati Sl Biologi | Perfor Physico Stabilit 5 and
items of : magneti chemic Clinical | grounds use
) of . ity on cal mance 1 y
Item compariso | yse | actio ¢ wave a for status
n sheet n developme
nt

i;e Different purpose of O O X O X O X O X X O O O
1. N e w | B. Different principle of

IR e x | O] O X O X e X X e O O

C. Different raw material O X X X X X X X X X X X X

D. Different performance O X X X X X X O X X X X X

2. Improve

E. Different test

product | specification O X X © X O X X X X X X X

F. Different usage O X X X X X X X X X X O O

3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ |In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) non—heated nebulizing system[2]
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O A82000 Vibrators(1 item of vibrators for medical use)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
ivalent | Purp | cipl 3 Overseas
G ose i Electric | Radiati Sy Biologi | Perfor 5150 Stabilit " and
items r of . magneti chemic Clinical | grounds use
) o . ity on cal mance y
Item compariso | yse | actio ¢ wave al for status
n sheet n developme
nt
l/lxs.e Different purpose of O O X O X O X O X X O O O
I. N e w | B. Different principle of
product ot O X O O X O X O X X O O O
C. Different raw material O X X X X X X X X X X X X
D. Different performance O X X X X X X O X X X X X
2. Improve
d E. Different test
product | specification O X X © X O X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) vibrators for medical use[2]
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O A83000 Electric Stimulator for Medical Use by Person(13 items including low frequency electric stimulator
for medical use, home use)
<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
ivalent | Purp | ciple 9 Overseas
S ose 2 Electric | Radiati iy Biologi | Perfor 75150 Stabilit - and
items r of : magneti chemic Clinical | grounds use
) 0 ) ity on cal mance 1 y
Ttem compariso | uge | actio ¢ wave a for status
n sheet n developme
nt
ﬁée Different purpose of O O X O X O e O X e O O O
I. N e w : T
FEE Eéticl))nlfferent principle of O X O O e O e O X X O O O
C. Different raw material O X X X X X X X X X X X X
D. Different performance O X X X X X X O X X X X X
2. Improve E Different tost
d ST es O X | X O X O X X X X X X X
product | Specification -
F. Different usage O X | x X X X X X X X A O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If safety and effectiveness validation is needed due to different applicable parts and operational modes
(Example 1: if a probe of needle or rod type, not general electrode pad, is inserted into the body in case of microwave stimulator for personal use)
(Example 2: if used for treating varicose veins by applying not to muscles or nerves but blood vessels in case of microwave stimulator for personal
use)
¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.
e.g.) low frequency electric stimulator for medical use, home use[2]
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O A84000 Acupuncture and moxibustion apparatus(3 items including reusable acupuncture needle)

<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Orici
Essentiall . Origin,
y Princ Elect discovery,
. iple - cCo . . g . o d Overseas
equivalen l;:rl())cf) I())f Electrici Radiation | Mmagnet Biologic | Perform fgg}fé Stabilit | Clinic grz?m ds use
Item  ems use | actio v " al anee mical Y a for status
SOtpats wave developme
on sheet n i
1?8.6 Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O @)
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.0ther
improv | E. Different test
e d | specification O X X X X X © X X X X X X
product
F. Different usage O X X X X X X X X X X X O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ |If medical device in a combination or a kit or its part is driven by electricity, data on 'electricity' shall be additionally submitted.

e.g.) reusable acupuncture needle[2]
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O A85000 Magnetic Induction Apparatus for Medical Use(2 items including magnetic pulse stimulator)

<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
ivalent | Purp | cipl i Overseas
G ose i Electric | Radiati Sy Biologi | Perfor 5150 Stabilit . and
items r of : magneti chemic Clinical | grounds use
) o . ity on cal mance y
Item compariso | yse | actio ¢ wave al for status
n sheet n developme
nt

l/lxs.e Different purpose of O O X O X O X O X e O O O
I. N e w | B. Different principle of

product ot O X O O X O X O X X O O O

C. Different raw material O X X X X X X X X X X X X

D. Different performance O X X X X X X O X X X X X

2.Improve

E. Different test

product | specification O X X O X O X X X X X X X

Note
F. Different usage O X | X X X X X X X X 2 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If safety and effectiveness validation is needed due to different applicable parts and operational modes
(e.g.: if a magnet is inserted or implanted into the body)

¥ |If medical device in a combination or a kit or its part is driven by electricity, data on 'electricity' shall be additionally submitted.

e.g.) magnetic pulse stimulator[2]
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O A86000 Magnetic Induction Apparatus for Medical Use(2 items including alkali water producing equipment)
<Electric field>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions —
. Origin,
Essentially Prin discovery,
ivalent | Purp | cipl ' Overseas
el ose v Electric | Radiati Hlzziny Biologi | Perfor 75150 Stabilit - and
items - of : magneti chemic Clinical | grounds use
) o ) ity on cal mance y
Item compariso | use | actio ¢ wave al for status
n sheet n developme
nt
A. Different purpose of
use O O X O X O X O X X O O O
1. N e w | B. Different principle of
product action O X O O X O X O X X O O ®
C. Different raw material O X X X X X X X X X X X X
D. Different performance O X X X X X X O X X X X X
2.Improve
d E. Different test
product | specification O X X © X © X X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) alkali water producing equipment[2]
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O A88000 Treatment Table for Ear, Nose, and Throat(3 items including ENT(ear/nse/throat),
examination/treatment table and chair)
<Electric field>
<Range of Submissions Including Technical Documents>
1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . Electro ) i Physic o il Overseas
] ose Electrici . magnet | Biologi | Perfor 2 Clinica
items of of t Radiation 5 1 ochem | Stability 1 grounds use
. . y ic ca mance cal
Ttem comparison | yse | actio wave lca for status
sheet n developme
nt
ﬁ;s.e Different purpose of O O X X O X X
1. N e w | B. Different principle of
product action O X © X X O X X © O ©
C. Different raw material O X X X X X X X X X X X
2 | D. Different performance O X X X X X X O X X X X X
Improve :
d E.  Different test O X X O X O X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall

additionally submitted.

e.g.) ENT(ear/nse/throat), examination/treatment table and chair[2]
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O A89000 Ophthalmic Instrument Table and Chair(4 items including ophthalmic, examination/treatment table

and chair)

<Electric field>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . Electro ) i Physic o il Overseas
] ose Electrici . magnet | Biologi | Perfor 2 Clinica
items of Radiation 5 ochem | Stability grounds use
) of ) ty ic cal mance al 1
Ttem comparison | yse | actio wave lca for status
sheet n developme
nt
ﬁ;s.e Different purpose of O O X O X O X ) X X
1. N e w | B. Different principle of
product action O X © X X O X X © O ©
C. Different raw material O X X X X X X X X X X X
2 | D. Different performance O X X X X O X X X X X
Improve :
d E.  Different test O X X O X O X X X X X
specification
product
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

¥ In case of medical device in a combination or a kit or including parts to directly contact the human body, data on 'medical supplies' shall be
additionally submitted.

e.g.) ophthalmic, examination/treatment table and chair[2]

- 286 -



O B02000 Suture and Ligature(33 items including ligature wire)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4F | 4G 5 6 7
Submissions Origin,
Essentially Prin - discovery,
ivalent | Purp | cipl ectro 3 Oversea
b ose oL Electric | Radiatio | magnet | Biologica | Perfor iR Stabili | Clinica and
items of 2 s ochem grounds S use
) of ) ity n ic 1 mance cal ty 1
Item comparison | yse | actio N ica for status
sheet n developme
nt
l?s.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product e O X O X X X O O O O X O O
Note
C. Different raw material O X X X X X O O O O o O O
D. Different performance O X X X X X X O X X X X X
2.Improved :
E. Different test
product speeifisaiion O X X X X X O X X X X
Note
F. Different usage O X X X X X X X X X 2 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
Note 1) if raw material that has not been used in the already approved product is applied(e.g.: suture with drug introduced such as antibiotics, contrary
to suture made of nylon)
Note 2) If safety and effectiveness validation is needed due to different applications(e.g.: product aiming at suturing with a necessary amount of tension
given to the surgical part without suture needle and suture thread.)

e.g.) umbilical tape[2] :
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O B03000 Orthopedic Materials(5 items including orthopaedic external fixation system)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin - discovery,
ivalent | Purp | cipl ectro 3 Oversea
b ose oL Electric | Radiatio | magnet | Biologica | Perfor iR Stabili | Clinica and
items of 2 s ochem grounds S use
) of ) ity n ic 1 mance cal ty 1
Item comparison | yse | actio N ica for status
sheet n developme
nt
l?s.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product . O X O X X X O O O O X O O
Note
C. Different raw material O X X X X X O O O O 2y O O
D. Different performance O X X X X X X O X X X X X
2 .Improved :
E. Different test
product specification O X X X X X O X X X X X X
Note
F. Different usage O X X X X X X X X X 2 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
Note 1) if raw material that has not been used in the already approved product is applied(e.g.: if the product is made of degradable polymer, contrary
to stent made of metal
Note 2) If safety and effectiveness validation is needed due to different applications(e.g.: if the biliary stent is used by passing through the pancreas or
stomach)

e.g.) biliary stent[3] :
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O B04000 Human Tissue and Organ Substitute(45 items including peripheral vascular prosthesis)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4F | 4G 5 6 7
Submissions Origin,
Essentially Prin - discovery,
ivalent | Purp | cipl ectro 3 Oversea
b ose oL Electric | Radiatio | magnet | Biologica | Perfor iR Stabili | Clinica and
items of 2 s ochem grounds S use
) of ) ity n ic 1 mance cal ty 1
Item comparison | yse | actio N ica for status
sheet n developme
nt
l?s.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product e O X O X X X O O O O X O O
Note
C. Different raw material O X X X X X O O O O 2y O O
D. Different performance O X X X X X X O X X X X X
2.Improved :
E. Different test
product speeifisaiion O X X X X X O X X X X
Note
F. Different usage O X X X X X X X X X 2 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
Note 1) If raw material that has not been used for the approved product is used(e.g.: in case of using self-inflatable raw material according to temperature,
contrary to intraocular lens made of silicon)
Note 2) If safety and effectiveness validation is needed due to different applications(e.g.: in case of using the vascular prosthesis applied to non—central
circulation is used for central circulation)

e.g.) non-biological, cardiac, valve prosthesis[4]
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O B07000 Surgical Supplies(20 items including surgical gloves)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4F | 4G 5 6 7
Submissions Origin,
Essentially Prin - discovery,
ivalent | Purp | cipl ectro 3 Oversea
b ose oL Electric | Radiatio | magnet | Biologica | Perfor iR Stabili | Clinica and
items of 2 s ochem grounds S use
) of ) ity n ic 1 mance cal ty 1
Item comparison | yse | actio N ica for status
sheet n developme
nt
l?s.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product e O X O X X X O O O O X O O
Note
C. Different raw material O X X X X X O O O O 2y O O
D. Different performance O X X X X X X O X X X X X
2.Improved :
E. Different test
product speeifisaiion O X X X X X O X X X X
Note
F. Different usage O X X X X X X X X X 2 O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
Note 1) If raw material that has not been used for the approved product is used(e.g.: in case of using new synthetic collagen, contrary to surgical supplies used to regulate
the blood flow on cuts, which are made of collagen)

Note 2) If safety and effectiveness validation is needed due to different applications(e.g.: in case of using adhesive transparent cut covering material
used to minimize the wound by applying to unopened cuts is used for opened cuts)

e.g.) adhesive transparent cut covering material[2]
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O B08000 Condom(2 items including male contraceptive condom)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin | discovery,
ivalent | Purp | cipl Electro ' Oversea
eduvaren ose oL Electric | Radiatio | magnet | Biologica | Perfor e Stabili | Clinica and
items F of : s ochem grounds S use
) 0 X ity n ic 1 mance cal ty 1
Ttem comparison | yse | actio N 1ca for status
sheet n developme
nt
]?S.e Different purpose of O O X X X X O O O O O O O
I. N e w | B. Different principle of
Mrodiot | aition O X | O] x X X O o | o] o] x O O
Note
C. Different raw material O X X X X X O O O O 2 O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If raw material that has not been used for the approved product is used(e.g.: in case of using product made of polyurethane, contrary to that
made of latex)

e.g.) male contraceptive condom/[3]
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O B09000 Contraceptive Device(5 items including Pessary)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin | discovery,
ivalent | Purp | cipl Electro ' Oversea
eduvaren ose oL Electric | Radiatio | magnet | Biologica | Perfor e Stabili | Clinica and
items F of : s ochem grounds S use
) 0 X ity n ic 1 mance cal ty 1
Ttem comparison | yse | actio N 1ca for status
sheet n developme
nt
]?S.e Different purpose of O O X X X X O O O O O O O
I. N e w | B. Different principle of
Mrodiot | aition O X | O] x X X O o | o] o] x O O
Note
C. Different raw material O X X X X X O O O O 2 O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product

Note 1) If raw material that has not been used for the approved product is used(e.g.: in case that drug made of spermicides is contained in the
diaphragm for contraception made of polyurethane)

e.g.) diaphragm for contraception[4]

- 292 -



O C01000 Dental Alloy(2 items including nobel metal, foil alloy)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . . . | Blectro . Physic » - and Oversea
items ost? of Electric | Radiatio magneti Biologica | Perfor ochem Stabili | Clinica oy s use
. 0 . ity n 1 mance : ty 1
Ttem comparison | yse | actio C wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity’ shall be additionally submitted.

e.g.) nobel metal, foil alloy[2] :
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O C02000 Dental Casting Alloy(3 items including nobel metal, casting alloy)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | cipl g Oversea
i ose . Electric | Radiatio Lelizeirg Biologica | Perfor Lty Stabili | Clinica and
items F of : magneti ochem grounds S use
. 0 . ity n mance : ty 1
Ttem comparison | yse | actio C wave ical for status
sheet n developme
nt
i;e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
e Sotion O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity’ shall be additionally submitted.

e.g.) nobel metal, casting alloy[2] :
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O C03000 Metal Ceramic Alloy(3 items including nobel metal, metal-ceramic restorative systems alloy)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . .. | Electro S Physic o - and Oversea
items oost? of El(;,tc;nc Radrllatlo magneti Blolcl)glca rl;zrrfgg ochem Statlblh Clnlnca s s use
T comparison | yse | actio ¢ wave ical 4 for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) other nobel metal, metal-ceramic restorative systems alloy[2]
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O C04000 Soldering Alloy(3 items including nobel metal, soldering alloy)
<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple - o Electro L Physic o . and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol(l)glca rl;zrlfgé ochem Stil;)lll Chrlnca st s use
T comparison | yse | actio ¥ C wave ical for status
sheet n developme
nt
ﬁxs.e leferent purpose Of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) nobel metal, soldering alloy[2]
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O C05000 Wrought Alloy(2 items including temporary, crown artificial teeth)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | cipl g Oversea
i ose . Electrici | Radiatio ety Biologica | Perfor Hiprsie Stabili | Clinica and
items of of ty 0 magneti 1 mance ochem ty 1 grounds S use
Item comparison | yse | actio C wave ical for status
sheet n developme
nt
I?S.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product e O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) temporary, crown artificial teeth[2]
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O C06000 Direct Filling Material(9 items including gold, filling pure metal)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . ... | Electro | o. . . Physic . . and Oversea
items OOSf? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfger: ochem Stil;)lll Chrlnca comids s use
Ttem comparison | yse | actio Y Cc wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
¥ In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity’ shall be additionally submitted.

e.g.) amalgam alloy[2]

- 298 -



O CO07000 Aesthetic Dental Materials(9 items including powder/paste/blank all-ceramic)
<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple - o Electro L Physic o . and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol(l)glca rl;zrlfgé ochem Stil;)lll Chrlnca st s use
T comparison | yse | actio ¥ C wave ical for status
sheet n developme
nt
ﬁxs.e leferent purpose Of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) injection ceramic[2]
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O C04-E000 Denture Materials(13 items including alloy artificial teeth)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) resin artificial teeth[2]
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O C09000 Denture Materials(2 items including adhesive denture material)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) adhesive denture material[2]
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O C10000 Root Canal Treatment Materials(5 items including gutta—percha, solid, endodontic root canal filler)
<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple - o Electro L Physic o . and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol(l)glca rl;zrlfgé ochem Stil;)lll Chrlnca st s use
T comparison | yse | actio ¥ C wave ical for status
sheet n developme
nt
ﬁxs.e leferent purpose Of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) silver, endodontic point[2]
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O C11000 Dental Adhesive Cement(6 items including dental water—-based cement)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) resin composit cement[2]
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O C12000 Dental Adhesives(5 items including conditioner/primer/resin, dentine adhesive)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) conditioner/self-priming resin, dentine adhesive[2]
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O C13000 Dental Impression Material(10 items including compound impression material)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) alginate impression material[2]
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O C16000 Preventive Dental Materials(3 items including cyanoacrylate—based, pit and fissure sealant)
<Medical supplies>

<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple - o Electro L Physic o . and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol(l)glca rl;zrlfgé ochem Stil;)lll Chrlnca st s use
T comparison | yse | actio ¥ C wave ical for status
sheet n developme
nt
ﬁxs.e leferent purpose Of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) resin, pit and fissure sealant[2]
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O C17000 Orthodontic Materials(7 items including orthodontic band)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) orthodontic wire[2]
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O C18000 Maxillofacial Fixation Materials(3 items including fixation plate implant)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) fixation plate implant[3]
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O C19000 Maxillary Bone Fixation(3 items including archwire splint)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) fixation wire bone implant[2]
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O C20000 Dental Implant System(superstructure endosseous implant)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions . T,
Essentially Prin discovery,
ivalent | Purp | cipl g Overseas
eduvaren ose s Electric | Radiati Llisgisy : ] Perform e Stabili | Clinic and
items of of N on magneti | Biological ance chemic ty al grounds use
Item comparison | yse | actio ¥ ¢ wave al for status
sheet n developme
nt
A. Different purpose of
& o |o| x| x X X O O o | o | o O O
1. N e w | B. Different principle of
product action o X O X X X O O O O X O O
ANole
C. Different raw material O X X X X X O O O O i) O O
D. Different performance O X X X X X X O X X X X X
2.Improved | E. Different test
product | specification O X X X X X O X X X X X X
ANote
F. Different usage O X X X X X X X X X 2) O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
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Note 1) If raw material that has not been used for the approved product is used
% However, the following cases require clinical data:
1) Upon one of the followings as new raw material:
- A fixture made of new material(ZrO2 and Ceramic etc.) and an all-in—one dental implant
- New surface treatment(e.g.: protein surface treatment, growth factor surface treatment, gene recombination surface treatment, etc.)
2) Upper structure with abutment in excess of 30°
3) A fixture in length and diameter mentioned below, requiring the validation of the range of use:
- A fixture in less than 3.25mm of maximum diameter of the implanted bone
Exceptional clause — For temporary implant(a fixture that is intended to mount a temporary prosthesis after implanting and be removed when making a
final prosthesis)
- A fixture applied to part to which low load is given(e.g.: anterior teeth, mandible etc.)
- A fixture in less than 7.0mm of length of the implanted bone
Exceptional clause — A fixture in 6mm or more of length of the implanted bone 5mm or more of maximum diameter, which is not solely applied to the
posterior teeth
4) A fixture with the following specific design applied:
- Part of the fixture shall be extensible; or
- Other specific structure or design applied

Note 2) If safety and effectiveness validation is needed due to different applicable parts and operational modes(e.g.: immediately functioning dental
implant)

¥ In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity’ shall be additionally submitted.

e.g.) superstructure endosseous implant[2]
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O C22000 Dental Bone Graft Material(4 items including composit, bone graft material)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ) Origin,
Essentially Prin discovery,
equivalent | Purp | ciple , . . | Electro Physico . . and Overseas
g ose Electric | Radiati : : 3 Perform 2 Stabili | Clinic
items of of it on magneti | Biological ance chemic ¢ al grounds use
Ttem comparison | yge | actio Y ¢ wave al 4 for status
sheet n developme
nt
ﬁs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
Note
C. Different raw material O X X X X X O O O O A1) O O
D. Different performance O X X X X X X @) X X X X X
2.Improved .
E. Different test
product SoestifiErion O X X X X X O X X X X
F. Different usage O X X X X X X X X X X
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
Note 1) If material that has not been used for the already product is used(e.g.: in case of containing bioactive material, contrary to bone implant made
of hydroxyapatite)
¥ In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity’ shall be additionally submitted.

e.g.) composite, bone graft material[4]
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O C23000 Tissue Regeneration, Intra Oral Barrier(3 items including tissue regeneration, intra oral barrier)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions Origin,
Essentially Prin discovery,
ivalent | Purp | ciple g Overseas
eduivaen ose g Electric | Radiati Elcotro : ; Perform i Stabili | Clinic and
items of of ity on magneti | Biological ance chemic ty al grounds use
Item comparison | yse | actio ¢ wave al for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X @) O
Note
C. Different raw material O X X X X X O O O O A1) O O
D. Different performance O X X X X X X O X X X X X
2 .Improved :
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
Note 1) If raw material that has not been used for the approved product is used(e.g.: in case of manufacturing product made of bioactive material,
contrary to barrier made of titanium)
¥ In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) Periodontium regeneration induced materials[3]
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O C26000 Other Prosthodontic Material(2 items including impression pre—treatment material)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) dental attachment[2]
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O C27000 Other Preservative Material(4 items including desensitizer)

<Medical supplies>
<Range of Submissions Including Technical Documents>

1 2 3 4-A 4-B 4-C 4-D 4-E 4-F 4-G 5 6 7
Submissions ' Origin,
Essentially Prin discovery,
equivalent | Purp | ciple . o Electro L Physic o - and Oversea
items oost? of Ele::tr1c1 Radrllatlo magneti Blol?glca rl;zrlfgé ochem Stil}k/nh Chllnca st s use
T comparison | yse | actio ¥ ¢ wave ical for status
sheet n developme
nt
ﬁxs.e Different purpose of O O X X X X O O O O O O O
1. N e w | B. Different principle of
product action O X O X X X O O O O X O O
C. Different raw material O X X X X X O O O O X O O
D. Different performance O X X X X X X O X X X X X
2.Improved .
E. Different test
product specification O X X X X X O X X X X X X
F. Different usage O X X X X X X X X X X O O
3. Equivalent product O X X X X X X X X X X X X

O :Data required to be submitted, x : Data exempt from submission A : Data required to be judged per individual product
% In case of medical device in a combination or a kit, or electrically-powered product, data on 'electricity' shall be additionally submitted.

e.g.) metal endodontic post[2]
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[Attached Table No.1 Form]

Report of Minor Changes in Manufacturing(Importing)
Approval(Notification) for Medical Device

(] Annual Report
[] Immediate

Report
(D Name @ Date of Birth
Reporter
@ Address (Name and Telephone No. of the Responsible Person)
Manufacturer @ Trade Name (® Telephone No.
(importer) ® Address

(@ Category of Business

(] Manufacturing Business

[J Importing Business

Business License No.

@ License(Notification)No.

) Classification
@0 Product Name
No.(class)
Changes
@
) ® Date and Reason
@ Entry Licensed(Approved) Change
for Change
Matters

Day/month/year

Reporter

KFDA Commissioner

Commissioner of O O Regional KFDA

We hereby report minor changes in the manufacturing/importing approval(notification) for
Medical Device pursuant to Clause 4, Article 14 of the Enforcement Regulations of the
Medical Device Act.

(sign or seal)

Recipient
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[Attached Table No.2 Form]

Handling Period

Certificate of Medical Devices for Testing, Etc.

7 days
[Information about the Importer
Name(Represent
] Company License No.
ative)
Address
TEL FAX

[Information about Medical Devices for Testing Etc.

Country of
Manufacturer of Company

Production

the Product .
Location

Product Name

Use

Expected Testing
Quantity

Laboratory

I desire to import a Medical Device for Testing, Etc. as mentioned in the above pursuant to Article 19 of the
MRegulations on Approval and Notification Review of Medical Device and thus ask you to confirm this.
Day/month/year
Applicant (Seal)

% 1. Notes :
If you use for any other purpose except the use in the Confirmation of Medical Devices for Testing,
Etc., you may be punished in violation of the "Medical Device Act. .
2. Attachment :
Data, use plan, etc., which can identify shape, performance, and use of the product. However, if
technical documents, etc. of the Medical Device have been reviewed by the KFDA Commissioner or
the clinical trial plan for the Medical Device has been approved, only a use plan can be submitted

among the attachments.

Day/month/year

I confirm the above-mentioned fact.

Commissioner of OO Regional KFDA

Seal
Head of OO Testing Laboratory

210mmx297mm(general paper 60g/m (recyclable))
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[Attached Table No.3 Form]

Essentially identical items comparison sheet

Item of . . 2
No. . Approved product Applied product Equivalence
comparison
Item
1 (Classification no.
and class)
5 Product
name(model)
3 Manufacturer
(importer) name
A Manufacturer and
the location
5 License no.
Yes (]
6 Purpose of use
No (]
Yes (]
7 Principle of action
No ]
Yes (]
8 Raw material
No L]
Yes (]
9 Performance
No (]
Yes ]
10 Test specification
No ]
Yes (]
11 Usage
No L]
We hereby confirm the equivalence of the above-mentioned item.
Day/month/year Applicant (Sign or seal)

1) Mention necessary items to clarify difference from the approved Medical Device.

2) If information about each item is identical to the approved Medical Device, put a tick in the ‘Yes' box, and if
not, in the ‘No’ box.
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[Attached Table No.4 Form]

Application for Medical Device Testing

Receipt No.

T ¢ [J Product Testing Report [] Request for Product Testing and Examination of Test Report
ype o

Testin,
& [] Request for Examination of Test Report [ Electromagnetic Interference(EMI) Test

Company Representative

Applicant Address

Business  Registration

TEL
No.
Country  of]
Company .
Manufact Production
urer Address
Item
Model
't of
Lot No. ? y .
Application
[] Application for Manufacturing Product License
Purpose  of] o )
. L] Application for Import Product License
Testing
[ Others ( )

I apply for Medical Device Testing as mentioned in the above pursuant to Article 20 of the [Regulations
on Approval and Notification Review of Medical Device,

Day/month/year

Applicant (Sign or seal)
To Head of OO Testing Laboratory

% Notes
Please be advised that the product submitted by your company for testing may be damaged if
inevitable for testing.

Confirmer (Sign or seal)

% Required Documents

1. Data about technical documents, etc. of the product, or a copy of notice of review result for technical
documents, etc.
2. For import, a copy of Confirmation of Medical Device for Testing, Standard Customs Prediction Report,

Import Report Certificate, etc., as data capable of evidencing the Medical Device subject to the test

3. Test Report(only a test report recognized as provided in Item 4, Clause 4, Article 18 of the
MRegulations on Designation of Testing Laboratory for Drugs, Cosmetics, and Medical Devices |

210mmx297mm(General paper 60g/m (recyclable))
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[Attached Table No. 5 Form]

Control No.

History Control Log

Applications subject to prior

review
Name .
) Contact Information
Applicant for |(Corporation)
prior review Address
(Location)
History of prior review
D Subject
Item ocument | e POC - Result |Remarks
no. Technical -
d Clinical study
ocument
Receipt of
application
1 Notification of

meeting date

Notification of
result

Receipt of
application

2 Notification of
meeting date

Notification of
result

Receipt of
application

3 Notification of
meeting date

Notification of
result

Receipt of
application

4 Notification of
meeting date

Notification of
result

Receipt of
application

5 Notification of
meeting date

Notification of
result
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[Attached Table No. 6 Form]

Receipt date Receipt no.
Statement of Objection

Title of application subject to

objection
Name . .
Party who (Corporation) Contact information
raises an
objection Address
(Location)

Date when the result of prior

review 1s notified Day/month/year

Details of result of prior review

Purport and reason of objection

I hereby submit this statement of objection pursuant to Clause 4, Article 11 of the
"Medical Device Act; , Clause 4, Article 13-3 of the Enforcement Regulations of the
Act, and Article 41 of the "Regulations on Product Approval and Notification Review for
Medical Devices, Etc.| .

Day/month/year

Party who raises an objection (Sign or seal)

To (KFDA Commissioner)

- 327 -




"

1

I
=52

ol
=

r

DAIS WA Hl2ste

0

)
A

KO

=K
il

Br
b

SIS/ PIE

i
ok m
o o
3 - ~
o N o}J =0 ]y
- X e o) V
N B N
o) o oo oo WW
il s m <
=K ! !
S ° T |
— o .
,.mo ﬂAlo Em‘ wﬂ Jl ﬂ ;M‘h
—_ o N -~ <
ik X ~ o]
~ o | — ajo oo X L
W | | T i o e O
R o o I ONIE
e 2% |2 : tiiat
) N —_— ==
w | P & X = L R
- oo X0 o ] N oo @
= | 2% " — < o= —
o Radi~a) n - N bo N
KH T A= sk X N PO RN N
do ) K7 o i ~ | N D
ajo - T —_ e i o o
N 2 6% " ~ ) ’ Mu —_
Mo N = - ~ AT B
T ° WM oﬂu o M- o Mo | — gl
o T = = ~ W
= X TN " ) * N O
A gl ‘ﬂ: - N ~O oo > B JI; do -
— — —_
oK | BN SN E RN R k2 DR i R in
& T Nd ~0 Hr olm oo X = =0 :ly i ~ i = SN
= = A R SIS E & Nt In B | Bk
o mM oﬁ = | | < o | T | = i s ~ = | = T
— o ~ |~ | 9 oo _ — X =
<R e B G o | ™ o m ~ do | N o
sEB|w LR L i i I e Pl o | B %
22§ |2 2 @z | eE s o
© <R — X e Q NN ! =K
= ‘_,uo.ﬁ Y ‘|‘_ CIRY U ~ &o
g un_m.vu z = | B ab mﬂm N |
— — _,AO — ) ~ \Mﬂ
r N f — —_— N
* ST = _ | T E
He = ~ = m ,Wo > e ~ N ~
il L I ~ | =
W R i | W R d | W | do N TR ~
~3 2 | wF N ™ Mol oo | w X ™ ~ ~
o B = v | = | % ~3) do | & o £ ~ olo do 0
H [=1 ‘\U‘lﬂ 1:M _,A‘._ — q HM Vt ﬂ puut %0 X
> A [ ) g G| | I S
e — o |l | = | R X
3 —_ =3
= © | o SR
= — o}
— n.M o <
— — Lo
— ©
— [
—

- 328 -



& oo BK do T L | db do do = T T = U
auiﬂiqu m < zoi,om&.ﬂ
do TR T g o il ﬂ.lEoﬂi,

I S X - R X
ﬁXx,Wﬂ,Ho ~ =0 T AW oG X
R A 5 G A
g . X"y |0 y il i
AT | i CIRT .~

0 KT o
NI I S it i,
L S I el FPallfas
o W ¥ ¥ ~ - s ,m_mjmdﬂﬂ
- — T _ Gl
Plodes s Ne | = " M )
ol G > i 0 I e
) - — — — 0
EERET- = |8 TriTiz

P oo % o T GO PaE oo

do do N = | o ~ L~ -

Mol o o Mg Mg L B W % Moo R T

ol I T H o A % x|y gl HIERR g T oW

I P S T |8 T D

o = N — ~a . o | N N oloa o"wo.xx_]zﬁo
Mo = T DN X 5 oo K«

X do %,:ﬂ o ol - | mm | do do 3 2 Mo mm AL s
K T do Ho X | J o T | N | = Ot = SN e o K w
dbom = E AL A c) G B O N
T ow o P oa | T | dp || M . Jo ol lmod e W
Roar W & o e G N R 3 N T T = o o Wy
o . 0 I - N N 0 B ol o B s ) Rl |0l o B g O o
A g rewm xRN X Jo | 3 do | W | = Gl B T ldo |7 | ¥ AF X 5 P =
T MmN E R | o W N | ay| g I A - wx|on| -|do RO W =
= ~ N R e T TR | T e P e | T R L e
Nodo R N dodold- N |IT|R|N | o do | M I |y | g do | % do B o lN @ N R
Ko x Mo M BN R0 |x (< | M |8 & &7 MR " | W RE|EREEE R NN
Mo ™Yok T|F T NIRRT ||| | | [T|R| TR R KX K o
_ S S I O A i
i 1lElElEl 21T | R

| X N ~ || % 0 iy

- XN | ® = A EIEL L N

mr SR R Ca e R R R | - -

i In W= RN R o ||| de Hp | RO B | e i

~ BT R | Hp | de|dl @ TGy |do|cl ) T | do N p | oo | do 3
o N T | |%| o |®|w ||| kM| ||| R|E ||| )
= O EmININ] T (IXK|< | DR | wl || Tl B|S N
.w\_ o0 (@) O | — | N [4@)] T || O 0| DO | = || M < | O || 0 (o]
— — AN | AN | A3 (&N N N N N N N MW om | om | m;m o™ N || o | M ™

<

- 329 -



<Note> Matters related with the amendment of "The Standard for Manufacturing, Importing, and
Quality Control of Medical Devices; mentioned in Clause 2, Article 4(Amendment of
Other Notifications) of the Additional Clause

[Attachment 5]
Categories of Medical Devices

No. Category Product groups

Examination/Treatment | Table for Examination/Treatment and Operating Table, Bed for Medical Use, Dental Unit and
Table/Stand Chair, Treatment Table for Ear, Nose, and Throat, Ophthalmic Instrument Table and Chair

. Medical Light and Lamps, Neonatal Incubator, Inhalators for Medical Use, Film Developer
2 General Devices . o .
for Medical Use, Film Viewing Devices for Medical Use

Medical Sterilizing Apparatus, Medical Water Sterilizers, Medical Chamber, Thermostats for
Medical Use

3 Plated Devices

4 Anesthesia Apparatus Anesthesia Apparatus, Respiratory Apparatus
Artificial  Internal ~ Organ o
5 Artificial Internal Organ Apparatus
Apparatus
Radiation treatment . . o
6 Diagnostic X-ray System, radiation treatment system
system
Non-ionization  diagnostic oL . . .
7 . Non-ionization Diagnostic Device
device
Radiation and Laser e . . . .
8 Radiation Protective Device, Laser Protective Device

Protective Device

Physical Devices for

9 . Physical Devices for Medical Use, Electric Stimulator for Medical Use by Person
Medical Use

10 Cardiovascular Devices Cardiovascular Devices

11 Urology Devices Urology Devices

12 Patient Transport Patient Transport

13 Stethoscope Stethoscope
Clinical thermometric . .

14 Clinical thermometric system
system

s In Vitro Diagnostic | Hematological Testing Apparatus, Urine or Excrement Analyzers, Body Fluid Testing
Device Apparatus, Centrifuge for Medical Use, Gene Analysers, In Vitro Diagnostic Strip

L Sphygmomanometers and sphygmographs, Visceral Function Testing Instruments, Respiratory
Physiological ~ Phenomenon A ) ) . ) . . .
16 . Function Testing Apparatus, Perception and Organs Diagnostic Devices, Hearing Testing
Measuring Instrument .
Instruments, Eye Testing Instruments

Speculums  for medical .
17 Speculums for medical use
use
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No. Category Product groups
Tissue Processing Device, Instruments for Ligature and Suture, Knives for Medical Use, Scissors for
Medical Use, Curettes for Medical Use, Clamp for Medical Use, Forceps for Medical Use, Saw for
Medical Use, Chisel for Medical Use, Raspatories for Medical Use, Mallet for Medical Use, File for Medical Use,
Lever for Medical Use, Snare for Medical Use, Puncturing, Abrasion, Perforating Instrument for Medical Use,
18 Instruments Wound Retractors and Speculums, Probe and Sound for Medical Use, Dilator and Expander for Medical Use,
Applicator for Medical Use, Dispenser and Mixing Instrument, Filling Instruments for Medical Use,
Depressors for Medical Use, Measuring and Introducing Instruments, Broaches for Dental Use, Explorers
for Dental Use, Moisture-excluding Instruments for Dental Use, Impression Taking and Articulating
Instruments
19 Electrically-powered ~ Surgical Electrosurgical System, Cryosurgery Device, Aspirators for Medical Use, Pnemothorax apparatus and
Instruments pnemoperitoneum apparatus, Douche Instruments for Medical Use
Laser Apparatus for Medical .
20 Laser Apparatus for Medical Use
Use
21 Needles and Puncture Needles Needles and puncture needles
22 Syringe Syringe
23 Infusion Device Tube and Catheter for Medical Use, Infusion Instruments, Blood Donor or Transfusion and Biopsy Set
Medical Device for . . . . §
24 . Medical Device for Orthopedics and Restoration, Vibrators
Orthopedics
Medical Device for Dental . . . . . .
25 U Dental Engine, Vulcanizers and Curing Units for Dentaluse, Casting Machine for Dental Use
se
26 Sight Corrective Lens Sight Corrective Lens, Ophthalmic Lens
27 Hearing aid Hearing aid
Acupuncture and moxibustion . .
28 Acupuncture and Moxibustion Apparatus
apparatus
Magnetic induction apparatus . . . .
29 . Magnetic Pulse Stimulator, Electromagnetic Therapy Stimulator
for medical use
Medicinal substance-producing
30 . Medicinal Substance-producing Equipment
equipment
31 Radiation Supplies Radiation Supplies
32 Suture and Ligature Suture and Ligature
33 Orthopedic Materials Orthopedic Materials
Human  Tissue and  Organ . .
34 X Human Tissue and Organ Substitute
Substitute
35 Splints Splints
Test Chart for Visualacuity and X . .
36 . Test Chart for Visualacuity and Color Blindness
Color Blindness
37 Contraceptive Device Condom, Contraceptive Device
38 Surgical Supplies Surgical Supplies, Hernia Supporter
Dental Alloy, Dental Casting Alloy, Metal Ceramic Alloy, Soldering Alloy, Wrought Alloy, Direct Filling
Material, Aesthetic Dental Materials, Denture Materials, Denture Materials, Root Canal Treatment
Materials, Dental Adhesive Cement, Dental Adhesives, Dental Impression Material, Dental Wax, Modeling
39 Dental Materials Material and Investment, Preventive Dental Materials, Orthodontic Materials, Maxillofacial Fixation

Materials, Maxillary Bone Fixation, Dental Implant System, Dental Implant Instruments, Dental Bone Graft

Material, Intra Oral, Tissue Regeneration Barrier, Dental Testing Agent, Prosthesis Remover, Other

Prosthetic Materials, Other Preventive Materials
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