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e, UdFEL A EAT TAYRLRA A WelA Fehigs doA WS
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Fads S4d wef dAFozAe FAE ZHAH, Hd 28 THE d) AR
A date] AFH Bedo] E&3HA fok whebA ook st 2 A Ad
W2 1 SREAE AR ARAE JogEe] 7HAE o] 2L Fé gudt o
A8 3o Ak Ao ok AMS aREA| god ¢ Eoh,

1. oleiEat 28l Jid

4 ook Al dig HdS EE3}7] Hated AZEYYY 22929 Y
25 BN AHE dert ok F2AA, ‘Aol g2 7 AxEd o 4E
9 19 #gste AR B ZAYY Aoy g B3R JdE 7 de
Aol Add A& F3vta FUA A A1 A dide FAsta Sl F,
‘Azgel AR, ARG Y, “EAZY ARo] aolr} ookEd AdojA 2
Foz QA Hao] g ALYl AAE we7] HAAE A AdE oS- Fe8
2E FYH] Wgo] At PustH AT MEE ABA gt et 2 J
Ao aAlet W47} weiA]7] GRo|ch B3] FY AF AlFH 58S FF]
M Fr8A=FEA, 282 0 FEAEAY JERANA FhH 2 YrET HrA
o8 Qato] ookEe] A i AdFde df o2& i gtk 2k E A
Z2AYY Az 739 EBFHLR Qste 1 AYE &A= oHgel o
Bt} mEkA A 939 P oe AHEEA I Y HYE ook & A gtk

Z, tFoj M Restatement of Torts (2d) 402 A, comment (DA T3E9] A

12) Aeks|Alet R7|HE #29 773 57 - FHolze B4 S o FHE Aol slen, AY
BAbe AgEe] ATRARA, Tl Aste oalelA HAG AA - FAnE deof 32, 98
AL HAEd dnME 71Fez gx9 Y3 dEte] U4E S BEElo YrE i 2
A4o2 HY ArznE 7lslol 39, wetq or|oM Mg ome HYRde A7t
Yeldr o] Fo] Fate] FAZ neofstd ouUEe Age FRER Hejd 1 Tk 9l
of AAE AR 547 ¢ A FdAA ged o Ak

13) 2000 19 129 HE Al6I9Z

14) Restatement of Torts 2d, $402 A(Special habihty of seller of product for physical harm to user or
consumen)d] Ul $-& 423 7o} (1) One who sells any product i defechve condition unreasonably
dangerous to the user or consumer or to s property 15 subject to babihity for physical harm thereby
caused to the ultimate user or consumer, or to hs property, if {a) the seller 15 engaged n the
business of selling such a product, and {b) 1t 15 expected to and does reach the user or consumer
without substantial change in the condition 1t which 1t 15 sold (2) The rule stated 1n subsection(1)
apphes although (a) the seller has exercised all possible care i the preparation and sale of his
product, and (b) the user or consumer has not bought the product from or entered mio any
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& o]gx Ee AulAd gt FgEA A8 del.in a defectve condition
unreasonably dangerous..)ol U= 79, 198 3t el SUAAE FAPE Agdzo
A 914 8 (Gefahrdungshaftung)o) AAsted i. SlbEE TR whe} FLGSE
E7sn 9oz dgHE: IAZ gol fag wiol gAY, i E I 990]
A e AzSANH FASGE W, i, A HAREA G FA EE A
Aol ojsled &7 B dels QoE Azgals HAIge] drisin glohe),
o] Zo] A ZMe] AFFAES FH 2 W), JIFAM] Bl B2 23
ook ol AHgoZ FxolA Bg dES /1L dunreasonably dangerous to the
user)oll = ©]oFFe) A¥o] Ao T+ A& A 2t

ojgh Zo] FEL gelA ol UFEF wie} o], J%Eo] JHAL e FFHE
I AAE Aol dAste AL A%Fe] §4& usHH] FE AYo|ER ofE
EFgatA] ok o ofEe HRd Bl ofste] o] g3 g AAE A4
AFsHA Hdst o)g v HES, 19 F449 Hr $9E AAsA 2 o
oJekE oMY ENG XA HY, ool AEHoE A5 MAE AR H

pesta, F¥E BAe ANADY HFdol dobFe AT FHH BEHe
A Bt wgeA ooFe g o 2L Fed S0 & £ ok ¢4
AobEe] AT FAFR T disd, ARAA Aol dF B8-S do, A%
9 33 T 98L& W, F FFHY FEE FE A8 AT UgEL A
Ack & = gk o]k o] FH] R oA EFETS AF2E BAE =
Ao, EAE ate wdsd, #al (el Atde A9 v AR F
A7 BAgEhd ojstel Addre & 23T 9, 9oy A8 e ¥
grie HEo R olg E Afolgty dRde AR AT Ark o Aol A
woie] 718E 29 glof 9G] dAd) wE g FELE A Hed, 9
FEANNE MPET FBE 5t dd T o 39 FHue| o, g3t §9 &
Y 7lgsEel 718] Hojok shuf, o W §1@e] Fo] YEF dhoof 5L, 9

contractual relation with the seller

15) Restatement of Torts (2d) $402 A comment 1914 FFalA $id8 Ve|E o8 o] A=sin
alth “The article sold must be dangerous to the extend beyond that which would be contemplated
by the ordmary consumer who purchases if, with the knowledge common to the commumty as its

charactensics”,
16) Erwin Deutsch, Arztrecht und Arzneimutterecht, Sprngger-Verlag, Gefahrdungshafiung wegen
Arzneimuttel~ Herstellung, $84 S 2 mff 1 AMG, S421
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£ 233tn A4S Peldvks ouldA Al Aoz B £ AT of F2 AL 9
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AR A} Gt AZEC s UAUs) A= & 7oz Aostn o 9
FEAME o} I F8E Fote T 1, dSPeE A Eol JeER o7
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SJE ARG Afold okFY AzZAANA LA AR, A2FY F
o FAE X3 AY € Al EFE 2R Astq vehdth q%E A4
Az F o]BAo} Zo7AY, AF Al 3T Rl EFE A% ol o9 3
gttt 2Ee] 3¢ EwS(contamination)o] E/AY, HES (adulteration), -
AEE Az Ao old #HPsl, JFFY AzdAE 1 Axiyd wez gx
AzY SoHEINY AL Az Ao QA @k
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17) Richard A. Epsten, Modern Products Eiabtity Law, Quorun Books, 1980, at 8.
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&AM o 547 A fegel g A 2 EAY ¥, i GF AR
o o} A A9 Fejdd] e "H8,) F Aug A6, i, AFY PAANEE
At AAE (AL 9 s8] Folth T2y okFelA Fade AL AA4F A4
o AN HRAF ALY B ANTL g olfe Fe) de HE T
Hog AZE ¢ doh A4FE PG ARHH(FAR, 71 Flol AAH o} &
3, YekEY 2AE F A FHE vy Fol e ookEd] tisl, oJoE Az
Az 7 JFES Adste dal dAF FolA QAR At ol RoAA gow <t
gt wek AnANE Adz 5 Gg A Aol dkz & F Yok ol o
AAE A2 g e, AGF AxATL qUHFL AR FEAT AAA o
27b FF3AF @t of TL WAL ZHY AFHYY BARA Yoz HE
g

(3) TN At Zg

ool A$- Aokel Aue 2AAZ AXA Hed® 1 dhie FA490 ¢drtd
AMOKIND; investigation new druglo]x, 2 Fhpe AABNDA . new drug
applicanon)gele}. ols JFFAZAT} e AT o FDAY AVHE EE HA
22X £3HE Ak st ARG AR ARPPAEEAY TIeE 784
I 44 A3 FE 984 A5t HaZ I, JAAE ARUGS AE ¥
NEozH A ARgA JgAgol AAE oo ojFofRlt. oo BT AY
o] ¢i&& FDAY 1A32, JAAYS s}t AH L FDAY AFsjojok &y, B} 73
Hoz oFFo HAAH FEAC AY AR ASE FPsoF Tt o) 7E gt
Ao 5d FRt Pt Hn, o] MTdANA EAG A5 et dAF AY &
A7} ot Ak A ML= BES A5 Yo wif oHE EANHE]
Qoks Aotk o] #slds 2 F8A4<) vFo 2 vpro} F ALFHAF A
o Sgat (Dol AHEr2 sl

3. Zglel 74 - 51

oln] Wl wle} o) lobE] AWt 12UH LY EALARAY B W
$ oleie AT & AYEL YHHRBAZ o|TolAgo), AA WA b

18) Marden G. Dixen, Drug Products Liabibty, Matthew Bender, 1982, at 3-14
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£87 s s Adade A A5t 4FeE AL 2 B
gz} folstr] & A7t Bt metd YEe AT F94d AFFYA AAAA o
20902 AFIEALY FA)ET ATKAY A2 18 DA, AT6R 1% DA,
e 159 HAH4ARY A4S 23 3¢ o] 948 1 Ui B AL 2
gtz Jafia 59 439 A= gasA FAsteor & deAo] 4r)H,
Agoz AF HNA 29 UF9 AEE GSSAY AT Do AL

(1) eiEHelel ZHo|2

71840z Az2AYAY oA 45 FeHoR YU FYE BoE
312 gtow Qi H ZAo) st AFE 7§E—1 744 A3 (Wahrscheinhchkeit) 2 ¢
%3 Ee1y, AaE QA FEAY B3 # A g4de HIne
Zlo] o| 2w} H‘Eé ]%O]E} o] o]&d o&id A FHL AdH Hxd 4
2% FANNE SHAU, “dae QA9 %FHQ A& TR Fatn
e dzo gy AstuAt EAEA oFE FHsA o 9 AYS wE
oA Bk debd AHjREo] dEeE Qg E}Eﬂtﬁﬂw‘ﬂl g WddTE 8 3
2o 244 2 AASA ookEe kiAol Ao JuE WEE ABHLE
z

197 12 10 A, 720 1744
wdel WA S8, AZBd FAHeR g dddS Zold Az dgez st
o Azt 4% - A AZE 2 AA 99 B el EEt YT Aol 1 AEA
%9 AzdAFAA At SHAFHLE gt

Ag 5 Qolol dtm, . &3jg AgBA ol Al diste SAA Bod
k|

19)
200
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% Ak 53 GokEd 544 nAT o AFBEY R FL4 2oy
ANZne MAEY S Ud 2 A€ BYA SA8T, 1 92 2
& FAglok Ak of W JobEe) 54, Yidon diHE AH4FH, A=A
71 dokge] 4 BE S nefslel, dAFe) A §39 JINY 248 F
RHo.z usoof dut

2) ol%xuoiol :&-[g’z}o]%

=

1) AR o] @& (res 1psa loquitur)

ApdEA e AAe|d A I AR Bed g uelA Aol 19
S glole dold ¢ gle A sjA BAFUE ALl 19 wFo] Y=
g 3ol ol Atz A 4307 YFAYS A FRAYod. 1
e} o] Hele AREY sAeh Eaofe] Atelo] AFFA EA7F F4E Hpol
T2 7lsg E3E F dde 93] gk

2 BadFAe Y& (negligence per se)

wae] PHef Fio] Egcte AL DANTIE FrEAY QHOEA, LHA
€ BR8] 9% HEd ety AF Ee el feHEer 99d 4% 2
ke B 8d 4 gl AF T oobE AxdAY Haef Ede dHARI HoZ
Trete|al ske ol &ojrt. 2y o] FA-E common lawie] A3 2] W 4
SE AAEAE s Aleld A#HRAE YEHE st & Hur 7lqHA4
o AEAFY g of 4  glrf2),

o] Z+& Aol 33 WA A & ABAY FHo B AL BE
THLE EAstAe @A o 2L EAe 2837 H dT7HA 49 &9 Ad
ol T ot IFAYY Ao|goz LA gt

o &

21) Richard A. Epsten, Cases and Matenals on Torts, 6d, Little, Brown and Compary, (1993), p2%
Byme v Boadle 159 Eng Rep. 209 (Ex. 1863)A}71¢1A] Baron Pollock®] “There are certan cases of
which 1t may be said res ipsa loqutur and this seems one of them In some cases the court has
held that the more fact of the accident having occurred 15 evidence of neghgence 2} 3t H& A}
25917, Scett v London & St Katherme Docks Co 3H & C5%, S01(Ex18GAANA a3
Erieo] of] dutal S

2) gk, Al 1 AE, 089
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A5 AZAL AR es A dAE 23 A% sl A GqF A7)
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oA WA es e ol 2 Aol Hrth 2y A9yl PRL Aoz
A 7bed Hao derled Aol B¢ FUYYL AxA} L@a] oy
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49 #3782 F A% 2ol so] ARHoz AagYsl aox teA) A He
237t do APEede] werigd a2 Q58] gdF AzplA Yrtn
SR A2z Yol B F At AYNE AVE 5 Aok AZEYYYLS
ol FHEFCRNE A T4, FAL FE 9FYYo2RE 443 9
o} 74 R AzAe ALoE Z3 5 B o] BRI AT 5o Jus
AolA & o, AdAge] P¥e 2 235 £ray) 48 o8 HAM § Ao
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EAE #AF F AUrvhe AR A dnl} #grEel ofFdE Ho|
t}, S)dd waie Aldate] dAgel duv)Es £ Aot ol = glon, A
299 o] JAD A4 19 AE7E wl e Hold F= vk 2 A Ay
Az gAEAd Qo] HeEel 2 & oo, ¢ Yopr} A add YoNE
AL #le] E4 € A% o EF3 HEEAZ ArE TE Sl

AEAEL A7t 9FAYE AR 244olAe] Ade] B FFE n)A
AHEA BEFgo 2 EAF fgAol daoje o FellA =it & AEHEY
P el d4n) 8L A4 AgolA AZEAYEY HAE LFT oA
= g F4% ANE e 2B AR e did Ade FYE d
A gk A% 19603 ojF wFdAe AFAY(strict liabilty) & ZH3te] 3
A9 9FAYe] ARE A3 A= EFen e HlAE 4AAAE AL
Ha JAE7 S H?@]oﬂ dside AzAdA J9& HelA) &3 Ve FE(state
of the art)y & HEE QAT U} o}& FHZE ofsoA] JGFAL 4E 7
ETE% MENES ﬂai ek L

2. DlgTE, of 2iE Hluy A

(1) ol=2e] &2

D AR e

AAZYL Aol EAshd A F5o BARlel AR AYE AAE He
Z 1944 BscolaAbi2tol & A& A71H |, 19639 Greenmani}ojA AEE o|F
A 5}0] Restatement (2d) of Torts 402 A7} AR E A77F H}. S 5ol
Ae 71658 BT YEYYL A9 AW R ARHT 5 wate] 43AY
sl M FAdd dsie] AzB A U FFol a7dT wHA 444 8
of e e Hetasel FAGH(GANSY, 243 EAV HA Fe=oh
gt 3489 el E AzdrAY 71ePEoE i AZEd 24 £ glE
£AE o = Fuay) 4% 232 dsiddn 432 3¢ 2 Ads B g
Z7} gtk o7l EAe 1e5Ee Ads ALIEY Adol 2R ¥k Hol
th 71&5Fd gEid ARES AT SLHLE o|FFHA ¥ ARARES

24) Escola v Coca Cola Bottlng Co of Fresno, 24 Cal, 2d 453 (1944}
25} Greenman v. Yuba Power Products, 377 P 2d 897 (Cal 1962)
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o FEAE Agolth & ALHYL A EAF AAZ 3 A&l st 7]
2 BAL Az Al JlerEs FHda devke BN =3 A
A 2t

2 7lesEY A

716422 19563 DayAlawol A Ao FA7L A718 ol F thdet or2 A}
4532 Jed M3 YAgNE 22 YFoick. 27 2 gl sl & M &
ok ooluzt e F o] ¥4 elE 2 At gt JesFe daME od o
Ade] AHEse] A °}‘=}J’- g & don, Fdst dejdl e o SRR T
3o Febatn 9l . 5% AZE Az A QA FFAQ B, i H
4 384, ‘EI?%H X}T;—‘i"‘ FAMA7NE, iil. A& BokiMY A4e £
FF, . AHEAARY AdrkedT drhsdel 2o, oo sl §F
9 AzEY Azo FF dA EBEAQN FAFH ¥E3 FAL g4 AFAHQ
FAH712d dgAE 233 AY 9R=2 4 ¢ doy JerEde TEHE
A 2.

p

3) 71&€FEY FANY
71&5FY FAAG BE AFe AL e e, G LA 2
ggdo disld Wid 7125ES PHoE AR FY Auyge AFPPEE
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[abstract]

A Study on the Concepts of Defect in Ethical
Drug and Its Attestation

Moon, Seong-Jea Lee, Kyung—Hwan

All matters concerning ethical drug was not recent ones but already
began to occur as pharmaceutical drugs became commercialized on large
scale and thereby administered to patients owing to the advancement of
pharmaceutical technology. There are some critical harmful aspects behind
ethical drugs, although they consist of synthetic chemical substances to
induce chemical reactions in our body so that they can help heal certan
diseases and keep health. In other words, ethical drugs may still have any
unknown side effect, and resulting harms may bring considerable damages
even within shorter time than we think, because the drugs are often
widely used among many populations around the nation or world.

In the inherent characteristics of pharmaceutical drugs, they are
generally approved as ethical drug mamnly by the judgment of
pharmaceutical values about the final result of comparing their
effectiveness for certain diseases and the properties or extent of
accompanying side effects respectively, However, there are still some
limitations in perfectly estimating any side effect after marketing mainly
through prechimcal{physiochemical and ammal experiment) and clinical
study(human experiment). Besides, ethical drugs are typically subject to
strict regulations throughout all relevant processes including preclinical
and post-marketing process. Medical drugs are often used by practitioners
and generic drugs are sold under the control of apothecary around
pharmacy, drugstore, etc. On the other hand, the existence of ethical drug

is approved with a combination of commodity and information in one. In
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particular, some information such as directions and warning is essential
above all. Here, any pharmaceutical effectiveness and safety are
confirmed and approved on the basis of certain conditions such as
dosage, duration or method of admnistration and the like. Yet, f any
violation of these prerequisites causes more or less damages n health
care, it is unavoidable to bear any damage resulting from medical
malpractice and pharmaceutical side effects.

Therefore, we cannot help considering legal habilities of pharmaceutical
manufacturer that produces drugs causing any harmful side effects.
Unfortunately, in Korea, there has been not yet any case of directly
uncovering and pointing out the liabilities of pharmaceutical manufacturer
in terms of pharmaceutical defect of ethical drugs, although there are a
few literatures referring to the harmful risks mherent mm pharmaceutical
manufacturing.

In the regard of these considerations, this study focuses on the
necessity of suggesting any alternative or solutions for domestic
pharmaceutical administration and relevant social problems - even
somewhat lately - in terms of latest marketing of cold remedy or tablets
that contain phenylpropanolamine.
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