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Abstract

For approval of medical devices manufactured or imported, submission of technical documents as well as the application form is required.
The manufacturer (or importer) should properly identify the raw materials the applied product is made of and the manufacturing processes
the product undergoes before it is shipped in the application form. In the technical documents, scientific data to evaluate the efficacy, safety,
and quality of the applied product that has been described in the application form should be provided. Therefore, identifying the raw
materials that were used for the parts of the applied product and describing the physical and chemical characteristics of the raw materials are
quite important and essential in ensuring the efficacy, safety, and quality of the applied product. To describe the physical and chemical
characteristics of the raw materials correctively, the applicant is required to have broad knowledge in the scientific fields such as chemical,
polymer, metal, and ceramic science and engineering. But most of the applicant are not experts in these fields, so that the description in the
application form often includes wrong and improper descriptions. Thus, we developed a guideline which explains the raw materials for
medical devices, show the their examples. The purpose of this description guideline is to help the applicant properly completing the “Raw
materials or constituents and their volumes” part in the application form.
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Interscience, New York, 1999,” & 2tx3lt},
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Solution/Extraction Behavior of Polymers in water, 1996”

(3) YAA A=A 2 HE 9] A H(Information from raw
material manufacturer)

1) Al ZA4

ERR P ESE:

2) AFY(EE FEY)

AAA A Z2A7} oI g AR ] o] F(FEE)

NAFHT B I

AR A 2A7} FoI g A =

4) QA TFAGER) EEAF

S g8717] AzA7F AR 2] Al zAZ R A E Fofsto]

Az A%, DA A% 71 B AEAS

5)W7baRel 52

R E RS EEEDCE Hn Es b g

- o) REPPAA, UV F4A, A, 1A, Ak - e, 5
a4 5

!

WS Ee A
AL

™

o,
ot
flo

s, cA

7
Joi

W%, CFRYS, A127]%, A4

fole 12,
offt =

# e C1 WA C4 35 FAT) Bad guo
2 S7MIAP] DE ) B o,

@) B4 (FDH)E W
number)

ST A(ASTM, 1SO 5)ef| 2
D) AL S

< (Official standard name and

1251

45 DA B9, 1T

(5) Pk2E 9 55 5 (Master file registration number)
@A Tﬂﬂra}ﬂ]L old welE|o] 9lx] e A wolA|ut A

=M e ste] 23 “%% It} ortvl=, A& 53 2ol vt
A A =7 = E a7k 558 LA L B Folle =7
I FENSE Had —’F 9)\‘:}.
(6) 3FeHE4(Chemical analysis)
S A= W A2 S

SptEA A, 1 B E2 S W 5e] s, Algut
A

HPLC, FT IR 5< z} Aa(chart peak)ol gk ¢
S e geoz golsh 4 it
2) A 5.3}8}A] & (Material chemical test)
FATA(ED)S 7IFor &3] d8u1 A dut A =stet

A EATE B ZaiAIR) el nhet SRl g o= = 7iell A 1%

436 | J. Biomed. Eng. Res.

skal e A2 =] Y 57171R1571E Sl A e A =st
A EAE T2 82/ 8T F =3

3) A EAF T2 4 (Polymer structure ana1y51s)
DEAEA ] FF2 o] BHE X A] k& 7 9= ATR(attenuated
total reflectance)/FT-IR 2~# E&(Fourier transform Infrared
spectrum), Pyrolysis-GC(gas chromatography), Thermal Analysis
o2 It S AEE 4l AHEE = ok

_|°"

. o& 2 22

AT A ZAAE TlolEglel e ol9} e HAE uE st

%717 FBA7L - 1S BRGNS TR Y
YA, (A e A A 5 o) o]

719 A% el Azl tigh shetx, A9l
AAEE, &4, WA, W, A, A E, %i
wejsletd 54 B ok Ael Bk Ate @3 Ats
o Fuae &8 2 5 e HH o o] ME}.

4 494 N8 Lukesl Hohly] 919 o217 A=
FULA oA A e B2 E sla e AEbe) 977
7] P Al HEstal e AEH /P H, AR B A
of thetmr, ATA 2 T4 ¢ 3l ‘:'5‘6}71 A 7=
T oA G22 wel TeRo))9 AESA g BohE
4% DA el - 33 54 spolsekel vkl g AR
2P E RS ARFAE Folel /4 Dol A
A 287171 o X}ZH‘Z;:‘ FEHoR TS g ole 457}71(4@)
o] F8 A & FE5(Metals), L5, B4, D7t
A](Rubbers, Thermosettlng Resins, Thermoplastic Resins), &
/93 LA Absorbent Synthetic Polymers), S5/d - 1L
2 Absorbent Natural Polymers), #&A+3}eHE2(Low-
molecular Chemical Substances)< 417815 2, o] & Z Az}
Aol tste] dgrzAL, A4 1S010993-187 L& T4 =
9] A=, 71817k AR A ol ek Abs AV S Farste] 7t
ol=glRl(eheS sk w, 3xbdlel AEges F9(13k
2008.09.25. 2} 2008.10.21. 32k 2008.11.07.)F &3t 2%
A9l o] Egjel & £33l

AERe|S S Fole] 2H Telnrlve] 4RI Sy 3
7 A% DA Be - B8 54 shol =gkl & b @
FA7 2] WS Tk ol wo)7le] AgetA kA W7} A
1HE F e G Y] 58S Uhstia, A el A1
A= AR ol el =4 C’J’ﬂé F7F Al A S o A8t

=

gov, Bl 34| L A7) FAE FuHES ek B A7
o - s A el 8] 495 87 19
A9l Jto| Egel e AAse] A BgEom, 7k F 715 EA A

AN TAAA R 0 B, A5 B wﬂm

A|Eo] 23] o] FolA 87171 817} - HAFEL WA 2o &=



Ki-jung-Park, Gyu-Ha Ryu, Sung-hee Lee, Chang-hyung Lee, Jin-baek Jung, Jae-keun Lee, Chan-hoi Hur, Hyung-bum Kim, Min-Yong Choi,
Yong-woo Kim, Sang-yeon Hwang, Jae-hoon Jung, Ja-jung Koo, Hye-kyung Hong, Kyung-Taek Lim, Se-ku Kang, Young-ji Kwak

o] Tl AT E At 9L o] A3}= 2350 o : Evaluation and testing”

Sl = Jom, g AfE 230 o 1 d g

P B X P B e K % B tn. a3} A 9] 2 98 7] %% [2] ISO 10993-18 “Biological evaluation of medical devices - Part 18
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[3] “Descriptions of Raw Materials on Medical Device Manufacturing
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