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Gentamicin / Betamethasone Ointment
Formulation
&N E1T H 3H: SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19
GHS B EER
ZEHE : g %‘
1557 D ek
1 56 1 35 B : H360D AJREX AR )Lt it 3
H372 K HABY [ & e fh 20k 8% B i i E .
H401 XK AEAEYIE .
HA10 X 7K A= AE e e Al K I B K AR i
P | EE
P201 15 FHRTHUS & FHULE .
P202 7P IFI T BT 2 iRt U1 270 W3 .
P260 ANEW B/ MW/ SAKk/ WE/ 785 Wi
P264 1E MV JE )G B2 ik
P270 fd FAS = Sl AN EEHE L ROK B A
P273 R B PR
P280 HBH T/ 7 B4 AR/ B B IR BB/ B i L
R R
P308 + P313 unEfh B A5 E: RE/HiL.
P391 WA A
&
P405 F7 AL AN
RFME:
P501 ¥ P 254/ 7% 2832 BN L AE K RV AL FE T AbHE
WAL AR
WA 15 BT #1793,
BREE
AIREXT R Lt 5 . KA ER s B B A 2 0o 8 B i R
HgfaE
WKALEYER. SKAEEVTFEENRIEEEG KPR,
GHS RAFEKHMBEE
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Gentamicin / Betamethasone Ointment
Formulation
A BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19
YIRS D IREY
Hoy
b2 5 A R LE=3'C Kenlin= WRZ SR EEVE (% w/w)
(CAS No.)
I 8009-03-8 94. 8
ey i dli 8012-95-1 5
Gentamicin 1403-66-3 0.1
Betamethasone 378-44-9 0. 064
4. BRIEHE
— MY D e AN ER, LRI EE
EREAR BB A HH0, BEEE .
LSPN DOWRON, BEBEES S M.
M.
J B f D hnEfh, 7R R AN R R K bk
It 2 4 75 G ) A AR AN 8
s
T A AT B VAR
T A AR TS e .
HR 5 22 i Do VEEGE DL K PR R I
W IOR AR RRSE, B
aA DR, ANEgIH,
s
FH KA #E A
ot B PREPR RN 5 52 1) D ATREXT R L A E
Kk I 5 B fh 2 ok 8% B il AR E .
o R e R R DRSBTS NNIVE RN NPT, TE AT REAT TR 5 58 A L N A
AN NBi 2% (S 05 8 1) .
Xof = AR PR ) D XPREREhIRIT .
5. VHBTE i
KK T T K KT e
EIIRS(EMN
ZE ALK (C02)
Tk
ANEIE K K DORNARIE.
e fE R P D BRI AT R 2 R
HEBRE=Y) COBENY
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Gentamicin / Betamethasone Ointment
Formulation
A BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19
WEIR K K 51 D AR E M ORI R & A 1 K K e
WK A EARFT I 2525 o
ELZERERT, BHARBRIEER,
.
THBH N BRI 235 5% DOEE KBS, R E 4 U .
A NB 325 4%
6. TIPS AL
NGB . BN o AN ARG
SN ER WG E W (S 7)) FMA AN 38 @ (S L 8
1) .
PRI LR 15 e DR IR,

WNRERA IR 224, AIREURE By 1k — 20 iR Bt
TR AL B 205 YR ER K -
UNERTC I B B Y, RO AR M )R

MRS SRR . BRI ¢ TEREE SR B IR IE M S R R AL EE

T BT AT FH 1 Ak 5 4 Rk H 7 B A AT REIE T X AR R ORI AL B, DA RS
HEBC A FH AR o 18 75 B AT ol 9
A SDS B 13 F53FIEE 16 Hi4r4h Y 1 e e by B0 R R 1Y)

EESERSS
7. BIELE ST
BIELE
TR it DS AR SRR S (1 TR
ol B A T X DR R, B R AHETE KGR TR
EZE s I REF=E I DB R R R
AT L SR HE . BRI .
ANEEAFIH .
T A 5 IR i
PRl JE W8 B Ak o
Bt TARS P BBV I EE 2R, 1% R (0 Tl AR R 2e 4x i
AT AL
PRFF A A 5 ] o
AT AN BT L OK BRI A .
NGB IR IR B IR B R L HR A .
B 1E4% A 2 TE W) . Al
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Gentamicin / Betamethasone Ointment
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19
g3
GEAEAE A DR E SRR AR .
TR TN .
PRIFFE A o
¥ B F 5 e i M BRI AT
M) R~/ RSl T I B i B il e
5 SE A0 )
FLEER R DOREAWIMEL R ILRIE.
8. BEfihiEH MR
165 40 B S HR b 4 A PR AL
H5y hZ Bl | BUE R A BHISE I B | K
5 (CAS No.) | (¥ffE=X) i3
Ml 8009-03-8 TWA (FTW N | 5 mg/m? ACGIH
PR R)
VL cpl: 8012-95-1 TWA (FTW N | 5 mg/m? ACGIH
PR 24
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB N BB
2)

HAtE 2 0TO

Betamethasone 378-44-9 | TWA | 1 pe/m3 (OFB 4) | Wi

S RENSH YIS

| BB | 10 pe/100 em® | AU

Tz Do B AE B AR A, IR IR BT
MEAZEHIMTT (Bl ARG h AT RIE . TUEEK
I A% TP TR 5 . BB AL -
JITA REA% R BA% B A& I BT AT, IFH 25 B i B
MEVE (GMP)  (JENIFRAE, PAGRIT™ il T ARIIASE
AR LA ST AL 2
A Y P I L R G st AR

MEBIP e
I 2R e B 4 DRV R R HE OB, BE R R VA o B
HEREIR R O RE R, TG PRI R -
dyE AR DAL AN HLAR TR
R R4 D RS PSR ) 22 A IR B H B
IR TAEREEGES) H I R FREB S, 5 E 4 1
PHEB.

USRI R W] e ELE R B A . SR B 5, 3 (T S i
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Gentamicin / Betamethasone Ointment
Formulation
&N &7 H 4 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19
ol H A AR 4 6 15 4
Je AN B AR B 4 D TARARESEIG AN AR
R BEPATHMESS, FRAIMOEER (e, BE. —K
PEARAR) 5 DLIBE G IR R ok
A5 3T 24 PO B A AR FE B 1T BE 5275 G AR W)
TR
R D B FEE
B0 I E Yt TG
DA it D A RAE MR R A AT B Ak e, AR TAE S P R R
HERR IS ik RG2S .
I, AR R
A IR Ve 5 7 T A
BRI EEIEE, MO TREEHIES . &N AP
MBS SRR . T PRSI . EEST WA
i AT S .
9. H{kAFME
LAY IRSTER TN RE
it D B R
SIS D REE VR
AR R D REAE VR
pH 18 D REAE VR
P 0/ B ] A DO REUE R
0338 K R0 A DO REUE R
3PS D REUE R
PR DB R
SR (A, SAR) CORNET SR fE
SRME GO D REUEE R
HBNE LR 1 SR ETR DB R
TRYETRIR 1 BT IR DB R
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Gentamicin / Betamethasone Ointment
Formulation
A BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19

AR D REIEVRE

HEREE D REIEVRE

B E /K T D REIEVRE

25 i D THEE TR

peay R

IRV DOEBUE R

1ESE R/ K B R 3 D ORBUE R

H BRI DO RBUE R

SRR D REE VR

i

BE R DO REHE TR

TRNERS 1 DO RERIEE

At D WY EUR SR SN EAR .

ZANE i DO REHE TR

AR

Kz D EEIE R

10. Fere A0 B

S DR N RN fEE .

etk DOIEEAM T RAE.

JEASAFANA D AT SRR R A N

N 38 4 P 2% A DR IIRIE.

AR DA

fE R B 53 R =4 D ORE BRI R
11. FEZER

Hefuig iz DR
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Gentamicin / Betamethasone Ointment
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19
aA
HER i 422 i
SEEH
WA B B L TIHIT 52K,
ZHA
¥ hE:
St O dE : LD50 (KE): > 5,000 mg/kg
772 OECD WK S 01] 401
vk E TR R
SR R R © LD50 (KKR): > 2,000 mg/kg
J715: OECD i3t S 1] 402
PR Y B A TC S R
v T s
AU
avs &N © LD50 (KF): > 5,000 mg/kg
S B R © LD50 (XKf): > 2,000 mg/kg
PP SE R B A TC 2 Bk dE
Gentamicin:
Sk R © LD50 (K H): 8,000 — 10,000 mg/kg
LD50 (/NBR): 10, 000 mg/kg
SUE N EEHE : LC50 (KAL) > 0.2 mg/l
T FRI ] 4 /N
RIR S : K2/ 10 %
HvE FEXANHE R, WA W R B B
s (LeREBRR © LD50 (CKE): 67 — 96 mg/kg
YLRRIRAE: TRk
LD50 (K BR): 371 — 384 mg/kg
DA SN
LDLo (#%¥): 30 mg/kg
YLREIRAE: Bk
Betamethasone:
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Gentamicin / Betamethasone Ointment
Formulation
&N BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19

Skg O : LD50 (KK): > 5,000 mg/kg

LD50 (/INER): > 4, 500 mg/kg
SERNERE © LC50 (KR): 0.4 mg/1
TR IE]: 4 /A

Bk 8 ot/ 7 B

WA B B L TIHAT 52K,

Hoy:

¥ hE:

M= L

Tk : OECD JiRX 5 404

gk D TC R R

#E DT R

oy i-pi:t

R &

gk D TC R R

Gentamicin:

R &

gk D BRI R R

Betamethasone:

e KR

gk D BRI R TR

= 2 HR B B4 / HE R0 3

WA 15 BT #1793,

ZH A5

¥ he:

e LR

gER D ORI

Fik : OECD Uik 405

HE DT R R
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Gentamicin / Betamethasone Ointment
Formulation
&N E1T H 3H: SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19

AU

R KR

s T HR 5 T 38

Gentamicin:

R KR

s 2 FF P BRI )

Betamethasone:

R KR

g T IR ) 3

TP R % 5% fk it 4t

547 SuK:

WIEBA 5 B LT HAT 93,

TP R et 488

WIEHA 5 B LT HAT 93,

HA5

¥ hE:

MRF il Buehler X565

BEfuhig iz B A fh

b g K B,

7 WERES

& T TR HE

Gentamicin:

#HUE TCEHE TR}

Betamethasone:

Befuig iz 2

R JEK B,

gk EEENELY)

A FE 40 B B oA 1

RIEIAF B TRHEAT K,
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Gentamicin / Betamethasone Ointment

Formulation

A BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19

oy

¥ RE:

AR A0 I K] 5 1 DR AR Gt A R A 6
25 0 B
VR BT B s

AR P 3 R B 1 D SR i LB AL AN B RS (IR P A g A )
g /N
PRI MG ST
J7¥%: OECD PR S0 474
g5 5
e BT R r s

Gentamicin:

A AL DR B Y [£7. v ~p R N B R L i R = SRS BN S W
a5 B

DR ARG e 0 A A X
28 SR Y

A P 3 TR 2 D DR AY: U LS AT AN MRS (AR P A s A D
g /N R
YTz Fe ks St
g5 T

Betamethasone:

PARHM L IR B D DAY g (e B R AR RIS (AMES)
ah 5 B

TSR - A AR L3 A 200 o 356 TR 9% A X s
ah 5 B

TR SEHY : A4 A G o A4 i 22 3006
251 Btk

A P 3 (R =1 S e iU I EA R ) O A A G N A R Ui e W )
g /N
DA T G 2

S5 B P
A TAAR I BCRAR M - PG DOMAESE B E A 2 LUASON AR A B S R A o
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Gentamicin / Betamethasone Ointment
Formulation
A BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19
BoE it

WRAEBA 5 B FHT 2%,
5

¥ RE:

g

PR IR

B FRIN A

ghE R

Gentamicin:

SR - WA

AR
A BERH R ) Lid s 2
ZH4y

¥ hE:
Kot B 1) B M)

XL B IR

Gentamicin:

Xt EEE P R S

xR LA E IR

N
LN
2
o 1

THHE TR

MRARSRAL: £/ R A BRI IR
g KRR

REIRE BN

gE 5L [

B FET 2 i B

TR EHG-R LR E
g KR

YL ksl

g5 [

v BT R 5

TRAZEAL: AR 5 1
Mg KR

" H B8 77: NOAEL: 20 mg/kg A
g T B EIE RS

TAREAL: ERR-RR LR B

FlE: Kt

9% G 2 NOAEL: 3. 6 mg/kg A
gER TERIG-TR ) LEEE

12722
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Gentamicin / Betamethasone Ointment

Formulation

A BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19

TR RAG-HE LK E

g KR

PR N

KRG EEME: LOAEL: 75 mg/kg A
gE 5 REA-HR LB

TR RAG-HE LK E

FhlE: /N

YRz PEIE A

KRG EEE: LOAEL: 10 mg/kg A
GEHL R LAETS R, , RRIIWIE.

TR EG-HR LR E

ThJE: KR

YRz PEIE A

R H #ME: LOAEL: 50 mg/kg A
- IR AE TSR, , RADIEE.

TR - PR DRI ANRRATIR A RORT I, AR R DN AR A R

Betamethasone:

PRI =Rl Al COME KR
PR LN
R & #ME: LOAEL: 0. 05 mg/kg A
R RILE. , K.

g KA

PeFite: F

G E M LOAEL: 0. 42 mg/kg K
ER RO .

g /N

Pt LN

B BEPE: LOAEL: 1 mg/kg 1A
ZER RIETE o

AR - PPAY DORIEES R, A YRR D R B A AR .

RrRERSE RASE- — &M
WRIEIA R ERET 2K,

FrRUIERE RAE- REEM
KM BI s B e fi o 0 4 B 3 R
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Gentamicin / Betamethasone Ointment
Formulation
A BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19

oy

Gentamicin:

mesE D E, AE

PPk D KWIE R B B oo g8 B i .

Betamethasone:

mesE COREER, RS, WA, PR, mk, B AR

PPk D KWIE R B B oo g8 B i .

BHELEEM

ZHA

¥ hE:

e N

NOAEL 5,000 mg/kg

PEIRR DBA

% TR [A] 2 4

AU

s DR, MM

LOAEL © 161 mg/kg

PEIRR DBA

Fe e I [a] © 90 K.

Gentamicin:

e R

LOAEL © 3 mg/kg

PR IR © WA

T 2 I [A] 12 H

e E D HB

JiEIR DOMKEE, EEESNE

e DOETF

LOAEL © 50 mg/kg

P oo S

T 2 I [A] o3 M

SmEsE D E, NE

e DOET

LOAEL . 6 mg/kg
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F2H8 GB/T 16483, GB/T 17519 %t .
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Gentamicin / Betamethasone Ointment
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 eI i FY: 2017/07/19

A S e LA

T 2 IF [A] 3

HOASE mw, %, WHE, HIf

R N

NOAEL 5 mg/kg

LOAEL 10 mg/kg

A 3 WL

R I [A] 52 JH

LR EY B, ik

R N

NOAEL 12.5 mg/kg

LOAEL 50 mg/kg

A 3 WL

TR [A) 13 A

AUASE (=1

Betamethasone:

R ESH

LOAEL 0.05 %

VA Se B A fh

7% i [a) 10 - 30 R

BB R s, RIERGR, WA

hE N

LOAEL 0.05 %

A 3 B i

R A 8 J&

HOASET Jif) i

g N ER,

LOAEL 0.1 %

VA 3o B A i

A 8 J&

AR it

R R

LOAEL 0.05 mg/kg

RFiRG Zn

T 2 I [A] 28 K

HUASE Mk, Hafg, R
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Gentamicin / Betamethasone Ointment
Formulation
A (CANSE: i} SDS % 5 AT AT F 4: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19
WA fEsE

RIEIA 5 BT 924,
5
B

CURH ) B B S 2 51N SIS T Bb 4 41 N SEIRNSE H )

NE R FEAL
Aoy

Gentamicin:

A

Betamethasone:

A
B I s

AT H
AT NE
AEIR: Sk, R, Wridelk, HG, R)LHZE

ST H LR
REIR: KLL, JRPEAE, I

12.

ABZERER

AEFMH
25y

¥ hE:
pOREE A E G

XA AR A TR MY

BRI

XSS

LL50 (Pimephales promelas (fEkfi%fa)): > 100 mg/1
FGRIN(A): 96 /i

PRIV JK & 45 (WAF)

Jii2: OECD a5 U] 203

vk BT R

EC50 (Daphnia magna (/Ki#%)): > 10, 000 mg/1
FFEI ] 48 /i

WIEYD: KRG 45 (WAF)

vk BT R

NOEL (Pseudokirchneriella subcapitata (£E#E)): >= 100
mg/1

FFEIA): 72 /NS

I K-S 253 (WAF)

J7i%: OECD Pt 201

BV He TR o i i d
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Gentamicin / Betamethasone Ointment
Formulation
A BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19

XA ALK AE TR MY

fREE (R VERE)

AR ALK A TR MY

1

X /IR LRI TE

Gentamicin:

XA AR TR HESh Y

HIBE

XSS

NOEC (Daphnia magna (/Ki#%)): 10 mg/1
ZFENE: 21 R

IV JKEL & 247y (WAF)

e BT R r s

LL50 (Scophthalmus maximus
R[] 96 /M

WIS Kl 4o (WAF)
Fik: HE TR R

CKZESE) ): > 100 mg/1

EL50 (Acartia tonsa(3F/KFAEAEI)): > 100 mg/1
T FE I [H]: 48 /N

RIEHD: Kb 2H ) (WAF)

P TR i e

EL50 (Skeletonema costatum (HFJH-&E4%#E)): > 100 mg/1
] 72 /i

I Kl 4L (WAF)

T BT R b i Es

NOELR (Skeletonema costatum (HFEERERES)): > 1 mg/l
GRS E): 72 /N

RIEY): KR & 25y (WAF)

BV HE TR i A

EC50 (Daphnia magna (/K3%)): 86 mg/1
FEFEIFIA): 48 /N
J7i%: OECD ik 5: 0] 202

LC50 (Americamysis CHEHF)): 30 mg/1
FEFEIT A 96 /N
Jrik SR E IR E 850. 1035

EC50 (Pseudokirchneriella subcapitata (£%7#)): 10 pg/1
FRBEIFIA): 72 /N
J7¥%: OECD i 0] 201

NOEC (Pseudokirchneriella subcapitata (4%#:)): 1.5 pg/l
FRGRINA]: 72 /NI
7% OECD M0 201
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-5 ORGANON
Gentamicin / Betamethasone Ointment
Formulation
&N E1T H 3H: SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19

EC50 (Anabaena flos—aquae (ZKIEEREHE)): 4.7 pg/1
TR A 72 /NS
J71%: OECD L5 U 201

NOEC (Anabaena flos—aquae (/KAEfEfE#E)): 1.6 pg/l
FEFRI[A]: 72 /N
J7i%: OECD Pt 0 201

M-PAF (B R AEfE )
M=PRF (KK A fE )
XHEVI R

Betamethasone:

XA AR A TR HESh Y

K851
X /IR LRI TE

xSRI EE (18 k)

XA AR A TR MY

MR (M2 PEs1E)

M- (REIK A5 )

100
1

EC50: 288. 7 mg/1
FeFRI ] 3 /N
TR : R 4]

J7 7k OECD i 5 U 209

EC50 (Americamysis (HEHF)): > 50 mg/1
SR GR I E]: 96 /NS

EC50 (Pseudokirchneriella subcapitata (%%#:)):> 34 mg/l

RIS Al 72 /NI
J71%: OECD )it 5 0 201
R TR PR ff A BE B e d

NOEC (Pseudokirchneriella subcapitata (£%#:)): 34 mg/1

FEFRINE]: 72 /N
J77k: OECD iR S0 201
v AN R VA Ak FE I R

NOEC (Pimephales promelas (JEkfi%f)): 0. 052 mg/1
FFEI A 32 K
J5{%: OECD Ml 50 210

NOEC (Oryzias latipes (HA#H)): 0.07 pg/l
FREER A 219 K
J7¥%: OECD it 5: U] 229

NOEC (Daphnia magna (/Ki%)): 8 mg/1
ZEERT ] 21 K
J5i%: OECD Mt 50 211

1, 000
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Gentamicin / Betamethasone Ointment
Formulation
&N E1T H 3H: SDS 4% 5 HIIETT H #: 2023/09/30
2.14 2024/04/06 1841322-00016 B w i H 8: 2017/07/19
Fe AR AR
Ha
¥ hE:
A R e e VN L ST e ] S A
AR RRTE: 31 %
TR ITE]: 28 K
772 OECD Wl 5 00] 301F
VR BT B s
Gentamicin:
AW % g L n] R [ R
R 100 %
RFEIT A 28 K
J7¥%: OECD ik S 00) 314
EWERE S
Ha
AU
1E 2RI/ K e R4 log Pow: > 4
i i
Gentamicin:
1E 2RI /K e R4 log Pow: < -2
Betamethasone:
1EFRE/ KB R EL log Pow: 2. 11
TEPREE M
To B 7R
HAFFEREEH
To B 7R
13. RHFELE
BT
R FEAL2E AN R IKHEN R /KIE
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Gentamicin / Betamethasone Ointment
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Gentamicin / Betamethasone Ointment
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