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O efAle]| 21 PA| LHE:

S 73M| 6§40 O| ¥ X|E=ES x[=F Flofl 2016F 625 E
20184A 12& 31LY7X]| pitavastatin 2mg= S

L.

20184 128 31Y atorvastatin/ezetimibe 10/10mg<2
= HE0l] 5S04 0|F = A0/} QTEO|= S0] L
ERtALICH
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$ Atorvastatin/ezetimibe 10/10mg2 O|AX|EHEHS X|
S N|Z A AALRE A0 1Y 13| 2 0otH, =tXte| A
= Sd|AHE(total-C), LDL-SHAHZ(LDL-C), Of
Cti(Apo B), E2|=2|M|2f0|E(TG) & non-HDL Z2{|AH|
E2 d4A|7|12, HDL-ZAHEZ(HDL-C)2 7IAIZL
L.

Atorvastatin/ezetimibe | LUAA|SH0|A] \Q.F-EEEt
Hl== Ediol0] £0 sHe| #HQI0[ & O|dEts

O
- O

Oll=
(0.8%), =25(0.8%), ¢t 24 &5(0.8%)0] 9191’.5'—“1#.

w——

=0
I L
|_,=_
o

SR OIBIOMAE] BIRIQIEIOIS RI=E KIQJOIMZOIMEl  2/7



cN ¢t of At 2

K| 242 2 1 0 HoI MIE]

 ZAOIA X13£(0.01-0.1)
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0t S0| UUALICH, E5| £} B50{A= THIHZ(0.00
1-0.01) AOFS &, E=H|(0.0001-0.001) A|ZH&f017F &
al = HE [SLCEH ot QIabHAT} 8ol A (K= EULLt <
Al O|‘—_|-’-7'|/\ = M0|AF Ot=ad =0| LIEHSES L CY.
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3. Amlodipine&| AT = H|WA M2 B = HElE 0| &Hh
= = HOIA 22|71 H, Al&40]e SO0 AASLIL.
— O|= FDAS| X=0f &o}H 1988-2013% = 131,75
BHO| statins B2 2Kt = 2,325H9| 2tXH1.8%) 0| A A
9| 0|t 0| LIEHSISLICH STIA|0K48.4%), A|ZHE0H
(25.7%)7} 717 0| ENEUCH O[2{ot =2| O|4EIS2
statins A &0 = 72{0]et xH0|F ERSLILE.

LI= statins= =&t #10]| H|6[(1.8%) atorvastatins =
ot UM F=9| 0|AHHZ0] TH0[(2.1%) LIEHSSLICE,

=2 0|EES2 F2 H=EOZ LIEIRICH(60.9%) Z2=2
Ol eSS SAI0| LIEH HR(30.3%) = UqAUS LI

ot S ADRAD(Adverse Drug Reactions Advisory
m

mittee)2] 1988-20114 Xt=0|A = statins2} 2+
=l =9 O|&8I30| 136 LIEfSNCH O] 5 47HO| 2tAt=
SlA|OF, 64| 2tkj= A[ZHO|E S AMSL LY.
[Mizranita V & Pratisto EH(2015). “Statin—associated ocular
disorders: the FDA and ADRAC data”. /nt J Clin Pharm. 2015
Oct;37(5):844-50.]

— 0|27 22 fEH ot 0|&HE 5% 7]&(National R-
eqgistry of Drug-Induced Ocular Side Effects), FDA,
WHO &2 7|10f| statin S& &KXt 256H0| ==X E
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(ptosis), S Al(diplopia), ==2=0fH|(ophthalmoplegia)S

NEHO = HIloIUSLICL fE5 =0l 0423 0]| Lt

EFLL7 |7FK] T 8.37H 0| AQE|YOMH CIE Q012 HYX

ISUELCH &2 SH S 62H0| 3|2E[/UD 14H2 ME

O Al FAlSE O &HHS 0| LIEHG S LL.
-

Ol2{st =2| O|MHISE 2|9t (extraocular muscles) &

— L

= =IHE222(levator palpebrae superioris muscles)
O 2AXMOI ZH(myositis)0| EHAGH LIEHS £~ Q&LICT.
Statins =& 2 LIElLl= MMAQ 2EHS A FAFSH 7| M
o= 4% JtsgiLLt.

[Bhavna P. Sheth, MD(2008). "Statin therapy linked to diplopia,

ptosis and ophthalmoplegia *. American Academy of
Ophthalmology. 2008 Dec]

— JHO|IAH hydroxymethylglutaryl-CoA (HMG-CoA) &t
HaA ANNES 185 F0oIRS I | of =8| =5
Of LIEtSHSLICE. HMG-CoA etelg 4 ANNS 57t
S7}5tH Otef4~(aqueous humor)dil Slalf £=XA|7t 4=0|
=22 o+ USLLCH SYHAHES etH2 =HA Q12 OX
KA 02 SQot HAot=s ofL|CE O] EENA =0 Cloff =
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“1E{L} BXS0| =85ks HMG-CoA Salah Oﬂﬂxﬂq

OO L. = E L—- 1 = [
of(r %—’?320*0 0 A AN L] =8| =
Al 25 A= HYLILE,

R J Gerson, et al.(1990). “On the etiology of subcapsular lenticular

opacities produced in dogs receiving HMG-CoA reductase
inhibitors™. Exp Eye Res. 1990 Jan ;50(1):65-78.]
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Uppsala |
Monitoring
Centre

WHO-UMC 2ldd 87t 712

ey WHO Collaborating Centre for
v International Drug Monitoring

el 80

Causality term

M7} 7|& Assessment criteria
— all points should be reasonably complied

eraet > HIZSA Atdl| 2= ZAK], 2|2E F02E AN A8 JE
Certain Event or laboratory test abnormality, with plausible time relationship to drug
intake

> CHE Q|Z0|Lt Z2to = HHS =~ Qg
Cannot be explained by disease or other drugs
> O|OHE ROISH A| YNEOR EfLfEt IS
Response to withdrawal plausible (pharmacologically, pathologically)
> OFZBIE| L SIASIHOR AYE ALY
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or a recognised pharmacological phenomenon)

> S|UE2| MEH Al 2HELS  Rechallenge satisfactory, if necessary
ool =det D HI™EYH AR B A, QIUF FOQt AN Mo 45

- =1 L-"T L—-
Probable/Likely Event or laboratory test abnormality, with reasonable time relationship to drug
intake
> CH2 QJOFZ 0Lt At JHsH Hg

Unlikely to be attributed to disease or other drugs
> OJOFE ROISE Al QA0 Efgst i
Response to withdrawal clinically reasonable
> o|kE 0| IHEX HE @18  Rechallenge not required

tse D> HI'SSH Atef| L= ALK, YE FHA AZHE d287 98
Possible Event or laboratory test abnormality, with reasonable time relationship to drug
intake

> CH2 QJOHZ0|Lt HSHOR Mgt 4 9Ig
Could also be explained by disease or other drugs

> O|OHE EIZTHO| [H5H HEIt BESI7{Lt 2235
Information on drug withdrawal may be lacking or unclear

tsd Hg D HIEYA At B2 AARK], S[E RO AN A2 27t HEGH| 55
Unlikely (E27ts¢t A2 Otd)

Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)

> CtE 9= 0[Lt Z2to = EtFol HHO| Vst
Disease or other drugs provide plausible explanations

It Mt > H|HAX AHY| EE= ZALR|]  Event or laboratory test abnormality
Conditional/ > Mot WIIE Ploll O H2 A=t HRotHU
Unclassified More data for proper assessment needed, or
> FIt XA2E HE Y Additional data under examination
I 27} > O|MHIES 2 &A|ot= E11  Report suggesting an adverse reaction
Unassessable/ [> HE7t E5&2017LI 4S50 THS 5= gL
Unclassifiable Cannot be judged because information is insufficient or contradictory

> X2 E E2A6IHLL 201t 4~ @18  Data cannot be supplemented or verified
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