* % 2025475 7 SET (HE5h.  ZRERSeFHIER)

* 20244F6 H LZET (3400 ;
n s o (IR EE) L T
B R 4LV VimiaERl (3R = 873929
HREAR : 54 (BEH)) . N
PR ke TSNS R
BEEL OB SR /K A0 RA
l‘ |— [ ] ]
HFER SR 5t 2D me[J—"\ V]
E™ /A |' - J
I E’F@Eﬁnﬁ50mg J ,\’ l’

HFESdhER w0 B [ J— "\

ZINC ACETATE Tablets 25mg - 50mg ,Granule 5% [NOBEL]

$£25mg $50mg YRL5%
HRFRFES | 30500AMX00211000 | 30500AMX00212000 | 30600AMX00049000
1) BRI O S0 & ) T B 2 & k| ERL: 20234121 2024461
2. M2 (ROBEICFBELEVCE) 5e 4 TP S R 5% [/ — X)L
AHI D B K LB RE O BEALIE O & 2 B o - HE o~ (3 1 00 DR
3. #ARE - B 4. EERIIFHR ,
3.1 85 O 1) 9w (FFL > XREME)
SAMAE
s | PERIIEE 25mg RERRIE 405 50mg CERAME
e [ —n] [ —~n] 5. MEERISHBICEBET 3EE
1 g 1 gt (RERMAE)
SN T 5 7K Ty R T S5 KR ﬁ%%ﬂl L BRI T R CE L WBEITHH
P 183.92mg 167.84mg R
(Mg & L C 25mg) (Wigh & LT 50mg) 6. AERUHE
FYEQITFIT Y, Mt vE—A, 202 (T1v 2w (FFL > AREME))
- RKEFY, ebaFy7orkiro—2a, & IS S & L CL il 1 50mg & 1 A 3G %
o . AFTY BN AY YL, ETAAT— R, B, AR SERICE UCHETRRT 505 RARS R 1A
Wb >, <27 aIT—) 6000 250mg (1 [l 50mg % 1 1 5 ml%5) &35,
6 ML L /NI, TSR E LT, B LI 25mg % 1 H 30
Wise 4 RERR T R TR 5% [ —~ L | BTS2 .
T 1L E 6 mRmio/NBIZiE, HigE LT, % 11 25mg %
g o
o ' 1 H 2 RS 5,
Ry l&ﬁ?ﬁ SR o7 ome BB, CTROBE L. K 1ML LA 2 R ES
] mg FTHRET L,
WHRAR, My Ewa s Ty 7y BTV T 7 — (EEESA I E)
L7y 7>, eFufy7alpero—2x, x W AR OETE 30kg BL Lo /RETIE, Mg E LT, 1
WA Frkra =2, 28—l 59 ) VERET b 25~ 50mg % BkAAIIE & L 1 H 2 FHEHS3 %,
U a7 YN DTV, BT A, W, KTE 30kg RO /NETIE, BHE LT, 1H0.5~
A7 TH—A FH 0.75mg/kg % BMAHR L L1 H 2 MREOHRST 255, BEO
3.2 BH DMK REEIZ XD 1 25mg @ 1 0 L&A 5 5B+ 22 &b
N BERETE 65 25meg RERRTE 85 50mg TER 3 o ‘
e [ [l 2, TSRS BH ORI X 0 BRI 525 Bk
Ju E=N i A) 0) > °
S HEBOT AN WEERLEAEO T 4 BOREOTOEBD TR,
G A2 W g 5 e Y A5 R A 0bkD)
: B N OMRTE 30kg DL oo/ | 150mg (1 181 50mg % 1 H 3 Ial)
- ) 25 1K 10kg bl I 30kg K /NE | 75mg (1 25mg % 1 H 3 )
= ’ (T 10ke ilior /I 25mg (118112.5mg % 1 H 2 [al,
A — s i 118 25mg % 1 H 1 1)
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pren 129mg 256mg BIEGEYED ™ £ VY 2RI & LT AR B T
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WRRDO LNT A3 G 2 IET 5 2 EEY R LE 21T 2 &,
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1.1 SARZE (HEAM)

ARAENIWSH % EA T 5720, MWEIT X D SO ABHE X IR Z
EZHEZTBENDD S FIRIREAR RO BHZ THRZIHES Pl
B, B2 $ 2B b, [7.3.7.4,8.3.9.5.2
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MR H UG 24T ) DN S TRIIINO % B3 5, L
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HIIBEILE B L CHERIA &S0 EE L OHEZ T2 L8
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16. MBS
16.1 IMAEE
16.1.1 HERE

AV VIR 3T BUCERERR ISR A T v RS Lz L
EDARY FMRPHSHPELEIZU T LB TH 72810,

i (BI%D) 0 | &5

VY VR 23 BN BRI ARIN A 7 L & M 5 L 7 Wik R | g | EF | 1286 | 2486 | 48 H
L XOEWINE ST A— 5 (RS LIRS & DD i) K 2.1640 | 3.9296 | 3.9504 | 4.3634 | 4.0000
OSPATSRIE () ORFBIEMFO L 350 Tho7: 5, %tk (37) P R R
RGN Cowe | twm | tiz [AUCor 1.90316 | 1.69023 | 1.34670 | 1.45465 | 1.66166
2tk (23) 42.3 | 1.995 | 2.059 | 118.67 16 Ml (20) | 1.4541 | 3.3098 | 3.2941 | 4.3821 | 3.7777
16 sl b (16) 50mg Wil 51.2 | 2.158 | 2.067 | 175.32 150mg/ H + + + * =
; ﬁéuj:~ 16 8K ©)7 25me b0 5 | | a17 | 2056 | 50.90 és;&gixfll?% 0.90904 | 0.83202 | 0.98218 | 1.47796 | 1.67382
. : . 2.2568 | 3.9504 | 4.5351 | 3.9287 | 3.9860
Ll b~ 6 i (1) @ 25mg 18.0 _ = 1 a7.00 Fiiti (15) - N N N N N
Hifn] ) ) 75mg/ H . . N n -
W G 2 g/ o o (T AU 2 WL (o w 3y | 1-21081 | 0.81727 | 1.29246 | 0.8045 | 154069
(ng-dL Il = SE VEUE~6R | g seee | 9.0040 | 6.1287 | 7.4358 | 6.3280
300 — 16MULE (B =16) i (2) - . . N N
el O HEL LA & 16 il (F1 =6) ?gg“rf; E o | 140452 | 1.12323 | 0.58331 | 1.97533 | 1.05098
""" VRPN 6 sl (PR 1) Tl SD. WAL ug/mg- 7 LT F= Y (WIEM)
200 |
= 17. BREREXIE
= 150 | 17.1 BHERVUR2M(CET 58
= (T4 i (FFL > AREME))
= 100 | 17.1.1 ERETHERER
LY R 37 B (16 ML 20 61, 6 B -~ 16 Mk 15 1.
50 | 1 bl b~ 6 ik 2 B1) & % GICEEERIE SR KA 7 72 (16
WL E O BE X 50mg x 31/ H. 6l b~ 16wk o fE &
0 25mg x 318/ H.1 2L b~ 6 kim0 E# 1% 25mg x 20/ H)

0 1 2 3 4 5 12
1% D% IR ) (IR [])

16.1.2 EMFHIFEFMEHER
filt e Bl N 58 P 30 9 VS TR HE SRS 5% [/ — XV | RROY ) X
YV UEES0mg (WINHHEEE LT50mg) %27 O ARG —/N—iE
12 & 0 MR SRR G L 72 & & oI g h iR (R
OB SR OB 22 LWz OB K 03y
BRE/NT 2 —% (AUCo24 o U Cmax) ZLTFDEBY TH o 726
AUCo-24 K U Cnax DRI EL D F-FAH D #2122 T 90 % 15 FAIX [ 1%
log (0.80) ~log (1.25) OH#PANTH o722 Lh 5. AWEN
WK% THD DR INLY,

200
—o— R S A 5% [/ — )L
O J NIV Y Y EES 0 mg
]
2
@l
!
12 15 18 21 24
B (hr)
P53 AUCo2t (ug-h/dL) | Cmax (u g/dL)
= Jers _‘;7\ P =0)
Mﬁ&ﬁfu%ﬂ 5% 672.44 + 165.38 144.67 = 31.11
[ =~
J XV Y Y EE 50mg 685.63 = 177.49 144 .17 = 35.28

P+ SD
16.5 HEitt
T AV VB 35 PICRERRIES KR A T v R ik L
&0 24 W R P HER PRI I T O L B ) TH 72 Y

S (BIED - R 4 W% 24 W%
R 2,535.6 3,918.1
wfk 35 +1,153.74 +1,826.40
16 %D E (20) 2,553.4 4,515.3
150me/ H (50mg x 3[) |  + 1,192.93 +1,772.68
6 mebl -~ 16w (15) 2.511.9 3,121.9
75mg/ H (25mg x 3 [i) +1,140.31 +1,627.19

S+ SD. WAL ¢ ou g/24 WERE

% A8 MM F G L BRSO RIE T D EB Y TH o720

FHFMIEH TH 5 ALT OFHEOHBIIDTO LB T, &
ERX D TRE LR EZ R LT,

(IU/L)
B0y P+ SE
— 165D (B =20)
----- 6% LA L S 16 i Kb (B1%=15)
wt 1T Tilh a5 6 ki (Bl =2)
=
—
<
50 |
0 1 1 1 1 1
0 4 12 24 36 48
P51 ) (3)

BB 4 vy UiEEE (6REE) THRE Sz 24 B R
PRI DI T o L B0 T, 4%, 24HBE B EHEIME (125
ug/24 WERE]) PAFICHERE S L7,

e (B1FD - Y - e 4 1% 24 1%
16 Ll (20) :

150mg/ H (50mg x 3 lal) 60.571 52.209
6 L E~ 16 kGl (15) - + 93.0539 + 35.2677
75mg/ H (25mg x 3 [Al)

S+ SD. WAL ¢ ou g/24 WEIE
THIDT 4 vy VIREETHE SN ARy MRP PR X
VDToLBY T 5 4 BHUEAREISHS L,



i (R - Eracy

VA - i1 e 438t | 12:8% | 24 Btk | 48 8%

16 w2l L (20) :

150mg/ H

(50mg x 3 [H])

6 L b~

16 A (15) 0.5431 | 0.0677 | 0.0677 | 0.0688 | 0.0644
75mg/ H + + + + +

(25mg x 3 Ial) 0.94768 | 0.05120 | 0.04371 | 0.04977 | 0.04421
1D b~

6 A (2)
50mg/ H

(25mg x 2 [a])

SPIfE+ SD, Hifv @ pg/mg - 7 LT = (HFME)

FIVER B E 12 91.9% (34/3761) TH o7tz FEREIEM
(10%LL 1) &, U s— B8N 75.7% (28/37 1), 7 I 5 — L
H54.1% (20737 B1). MiESAKT 45.9% (17/37 1), B APLE
16.2% (6/37#1), 3L AFa— i 10.8% (4/37 ). R
IR 10.8% (4/37 Bl) Tdy 572819,

R FE SR M AE)

17.1.2 ENS IR (H8HRER)
A SIS B 56 B (24 5 DL L 93 i LR ) % 0 S0 R R f 6
AKHsE (25mg x 21/ H) Xid 75Kz 8 BMKEG LT
F e R IR - EHE MBI BT, L SR o 5Pl a2
5 8 % / IR OZLE TR, WIS EANRD O
7z (p<0.001),

W SRR BERE | 75 AT
(30 1) (26 1)
Zbm (/b gesfly) @ 23.7 1.3
(95% 12 X 1)) (19.1 ~ 28.3) (-3.7~6.2)
FER 2 22.4
(95% 15 HEIX 1) (15.6. 29.2)
t MiGE p<0.001

a: PG BIIAIME 2 45258 & L7 ANCOVA, Hify © 4 g/dL
EIVEF OFEBME1X12.9% (4/3161) TH D L 6.5% (2/31 1) .
Z I IEAE 6.5% (2/31 B1) MLk 3.2% (1/31 1) Wk 3.2%
(1/31 1), PN 3.2% (1/31#1) THo72'",

17.1.3 ENE IHERR (AEREEREIHER)
R SR IMLE AR 43 B (4 DL b 82 M LAT) 2 x4, FEFRME &7
KA (BGGH & @ RE 30kg PL 1o %1% 25mg x 20 / H
X 1% 50mg x 2 M / H. 30kg A {if o B 25mg x 1\ / H)
Z Ik 24 JARPES- L. H R i i S EE (80 DLk 200 1 g/dL i)
F3E F TOMRFRE T R OFIE S ORI % Bead L2 R
BRIZB T, HEBLMEE W h i 2 8 MR © X 7 ER o E A1
86.0% (37/43 %) TH o7z
FIVER O3 BUEEE 12 44.2% (19/43 61) TH Y E%EIEH 5%
Vb)) 13, ) 8= Hih 14.0% (6/43 B) & 7.0% (3/43 1),
MEHIEA 7.0% (3/43 1) Tho7212,

17.1.4 ENELERR (MR)
NVEACTR SR ME R 1260 (10 » AL E 17 LLTF) #xF 412,
WP S K A Ok, (BRAG T = @ 1.0mg/kg/ H i 1.5mg/kg/
H) %ok 28 M PES Lz iR RS B¢, H R I 6 g
i (80w g/dL DA k) %W —#% 58T 8 EMMEIF T & ER 0E
£41391.7% (11/1261) THh o720
BIVEF OFE B 33.3% (4712 61) TaH Y AF16.7% (2/12
). ALT 3¥m16.7% (2/12 %)), WH:-8.3% (1/12%1). AST
BN 8.3% (1/1261). y-Z V¥ IV AT T — LR
8.3% (1/12 1), 38#8.3% (1/12%1) TH-72",

17.2 SISERSERAES

(1 oim (FFL > ABEMEE))

17.2.1 FEFERARERAE
B A VEIRAT R G 9E B 707 B O BIVE T O FEBBHIE 13 49.1% (347/
707 1) . 561 (0.7%) VLEFEH L 2EZ2EEH . Tl 84
Bl (11.9%). V/s—EHIme62 4% (8.8%). 7 I I — il 6l
Bl (8.6%). ALT 84/m43 %1 (6.1%). AST 54/ 33 61 (4.7%).
JEERASPLIE 31 B (4.4%) ZTH o 720 BEHHAITEN1
HULE T ] &l S sk 29 FIEE S, BIFERIIE S
Bl 6P (T, AERMUERE. FKBA, T B EME. N LIE.
WEYR) Tholzo MAEWR2HRTANLIELZIKRE 1

3 5B I3Fo R (BRILREE, LERE, RETHRE)
BRED LN W, (HFEAKTH)
17.2.2 SLERRFTERERARER

[E PN &5 AT RIS SR O BT 2 1 G0 BRI SRR 7 7
LVRER P DIRGR T ETOREEOKRF Z Hiv e LaRE
WCOE B IR GRBR 2 0 L 720 BRI O SEBUHEEIE 14.7% (5/34
Bl THY, ROSNAREWEZ, Mhgigd 5.9% (2/34 61),
ALT 800, AST ¥n. 1 7 & — VB Oov) 78— BB s34
2.9% (1/3461) THo7=",

18. ZhEEIP
18.1 {ER¥EF

(7149w (FFL > ABEME))

WEREH S RI P 12 i g0 & L CRhE 2 F8H0 L. TR B 3l M
TOAZUFF A VERFETHL O, 2y uF+ A Vid,
VAFAVICEOEATER YL MEHEREL, AacE I
5 8 f OTHALHE P2 4 S 72 R 0 8 & s ARG L sz e ©
WAL, OMRERP~NOBITZHET 5, A7 0F+ 2L~
LAEE L7z, WIS NI EpIcHl s s, F72, HHEE.
BElgSE, MOMMERIcBWTd Ay aF+ x4 v a2kE L, fEH%
BHTH250EEZHNTVWE TE,
18.2 M FERBREETOHEFDE
(B TSR MAE)

SHHO M SRR T E €70 (R3S v b, UL
RFERFEMITFELE S v PROETIVEATFa Y /NaidstE7 v R
270 VMET v b)) 2BV, BEERH SN SO ER i 65 2 I ey
TFREOFS Lz e &, M oWeRREEsmL. Zhsoiy
EFVICBIT A MRS TAUET 2 2 &P shTn

~21)
2 19 21,O

19. BRI T 2 BLEAEA
— MR 2R - BEER WSS KFIY (Zine acetate hydrate)
1b&44 © Zine acetate dihydrate
7 F3\ 1 CaHeO4Zn - 2H20
2t 219.50
55 0 (HsC-CO2) 2Zn - 2H20
PR AR OR S SUIESTEO R R TH 0 CHEBR R D 5,
KIZHETFRT L, 87— (95) IZRREITFIT v,
Blopi:237C (4r#)

%* %20, MBPVLEDEE

(&)
20.1 BEBIESERSEEZ BT TRAEL, IRTER £ TPTP ¥ — b
PO IS T &,
(FBRL)
20.2 F MV ARIE U LS AR. FBRSIEE R CRIFT 2
: kO
22. B
(BrEAE $A%E 25mg [/ —~NIL))
100 $2 [10 8 (PTP) x 10]
(BEBSEE $ASE 50mg [/ —~NIL))
100 ¢ [10 & (PTP) x 10]
(EEES B SATERI 5% [/ — NIV ])
50g [Ji]

23. EE W

1)Brewer GJ, et al. Harrison's Principles of Internal
Medicine. 20th Edition. McGraw-Hill. 2018 : 2982-4

2)Brewer GJ, et al. Hepatology. 2000 ; 31 (2) : 364-70

3)Keen CL, et al. Drug-Nutr Interact. 1983 ; 2 (1) : 17-34

4)Cohen NL, et al. Drug-Nutr Interact. 1983 ; 2 (3) : 203-10

5)Lewis MR, et al. J Toxicol Clin Toxicol. 1998 ; 36 : 99-101

6)Cowan GAB. Br Med J. 1947 ; 1 : 451-2

7)Burkhart KK, et al. Ann Emerg Med. 1990 ; 19 (10) :
1167-70

&) 4 VY VIHIIKT HENE MMHRER (V XV yh T
2008 41 F 25 H7KRE. WIREEAHgSE 2.7.6 (10))

Q) FEPIEEL © SEH & BURFI O AW FEERE () XY v/
WKL 0 2021 4F 1 H 22 HARFR, HEEERHN% 2.7.6.1)



10) 7 4 VY YIRICHT  EIN R G5-8E8 (VXVvy v h TR
2008 4E 1 H 25 HAKRA, HGGEEE 2.7.6 (13))

1) KR SR IR (2R3~ 2 I 28 TAH — F E ML () Xvy
7V /g 2017 4R 3 H 24 HAKGR. HIREEFHRE 2.7.6.1)

12) fECHE SR IfIRE V2089 2 A 45 TAH ) s B st ide e il (/ Ny
YATXIV/FE2017 43 A 24 HAGE, HWRFERMEE 2.7.6.2)

13) 4IRS IR (%3 % IS AHEER (2 Xov s
UHE /WKL : 2021 4E 1 H 22 HIKFE. HESERHMYE 2.7.6.2)

14) Frg R (2 NV 8¢ £ 2020 4E 12 B 9 H s
RAFER)

15) BB IR Fe R R R (2 NV Y U §E 1 2020 4F 12 H 9 H R4
FERAER)

16) Yuzbasiyan-Gurkan V, et al. J Lab Clin Med. 1992 ; 120
(3) : 380-6

17)Lee DY, et al. J Lab Clin Med. 1989 ; 114 (6) : 639-45

IR (2 NIV Y v 7Rl 2008 4E 1 A 25 HAKZE, ik
ERESE 2.6.1)

19)Sunar F, et al. Pak J Pharm Sci, 2009 ; 22 : 150-4

20)Riggio O, et al. Hepatology. 1992 ; 16 : 785-9

21)Gandhi MS, et al. J Cardiovasc Pharmacol. 2008 ; 52 :
245-52

24. XEERERVEVEDESL
¥4 MEREHE A~ —kr Iy —
T 101-0047 HHAEB TR H X I 3-6-2
7Y — %4 ¥ ) 1 0120-051-335
26. WERFGTEESE

26.1 ﬂﬁﬂﬁ-}'ﬁi
Eha ik gL
EILIRE L) \ BRI 3265
26.2 BR5cie#
/=N 77— ARH
SREPREH 1~ 17 - 24

55ED



