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A A Y & ol 22y

FEh R . Betamethasone Ointment Formulation
il 1 A BRARL LR 45 2

1] 38 7 B AL SV P 44 R : Organon & Co.

ik : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302

IR © 551-430-6000
N B L © 215-631-6999
EE, T HIS 4 i : EHSSTEWARD@organon. com
HEHBARH RS
HEFEH & Dz
2. ERMEMR
BB
N5 R ORE
gifte D B R
ARBR D eEE R

FIREX IR LIS . KB S S0 S B M . MK BAER O BA KRR

AR

GHS f& K& 14285

A HE B D2 1B
HRineagstt o2 0 K51

Fefu

KHKAEfaE <3|

GHS & ER

(ER=at D fak

£ B8 35 : H360D AJREX AR )Lt it 3 .
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Betamethasone Ointment Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
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H372 KM B S B2 Ffigh 2 3o 4 3G A i
H410 XK A BRI BAT K 80 .

Pt e
P201 15 F AT HUAS % H U B
P202 {E B I8 T BT % AT I 70 W30 .
P260 ANE N R/ MW/ SR/ WE/ R/ W%,
P264 1BV JE ) G 8 B ik
P270 {5 FHAS = SIS AN EEE A . ROK BRI
P273 WAL
P280 k4 F &/ b3 iR/ d85  HR BB/ 88 4 1 .
AR
P308 + P313 tnEfh B F S E: KRE/Hi2.
P391 WS E v 4
&7
P405 F7 AL AN
EFRLE:
P501 4 PN 25/ 25 4325 B HLAE R PR D A 3 | Ab FE
WML R
WA E B LT HAT 5%k,
BEREE
ATREXT AR L i . KB & Ao 5 2% B i i 5
g fEE
XK AR A P B ORI B K B R s
GHS R EHEHEAEE
e WARIE o
3. A/ HBER
YR/ IREW) D RAW
4H4y
k.25 i A R A= Realins) WRE BRIV (% w/w)
(CAS No.)
U 8009-03-8 >=90 -<= 100
I 8012-95-1 >=2.5-C10
|Betamethasone 378-44-9 >=0.025-<0.1
4., ¥
— A D HEMEUREANER, SLEPEEE .
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Betamethasone Ointment Formulation
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FEREAR A AT $H0, SEEE .
/PN DOWRON, BEEES M.
W .
J B f Do hndEfh, ST RN AE AR K e R bk
I 22 75 G R A AR AN
.
BT A B VAR .
BT A AU R TE e
IR B 2 firt D OVRTEE W K AR
W R RHOR A RS, E .
TN DO AE|t,
.
FH /KA1 e ik 1
o F B FRDRE DR AN R 2 D ATREXT AR LiE s E
KM Bl A2 P 2 %) 2 B o A
SR it R 1 DR T NN RN NPT, E AT REAT (R SR 5 AR DL N A
AN NP2 % (S 05 8 1) .
Hof 5 2B R R ) D XPRERBhIGIT .
5. VHBHTE i
KK Tg 13 e KK e
i A I R
AR (C02)
12Ky
NI PR K K DORNIRIE.
e fE R P D AR S TSR RREEIR A Y.
MRS = W) AT R S AT 22
HEBRE=) D EMLY
IR K K 51 D MR B R R BRI B SR IE A K KA i
KA HI R FT 2%
ELZERERT, BHARBRIRES,
.
THBH N R AR 2 4% DOEE KB, R E A U g .
FHAAN NG 25 4% .
6. RN SAE
NAB e s fmn o N AP RE%.
SAERF WG EEN (SIS 79 MNP &E (S0 8
) o
IR e DR B A

IR IR 224, PREURE IR 13k — 20 iR s
DR B O Ak B 5235 Fe R B K
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Betamethasone Ointment Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
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UUARTCIR B ™ A Y, ROEAR CS EE R.

MR AL S B . ISR 0 TS B SRR Y PSR I S R A A T AR AL B

LA P R Ak B R Uo7 SRR ZRIE AT RIS T X MO R ORI AL, DA i 2
HEBCOI S T BT R AN it o J8 75 2 1547 40 52 & VS
A% SDS [R5 13 Eor N5 15 B2 2a 1 s 5 o Uy sl X 2K

FHREE
7. BIELBEEMF

BIELE

HORTE It LTS A SRR S B AR

e S B 4 [T I8 A DR AR, LR KA T .

LA B EFI D AN B TR A R o
ANZRNR R L AR S 2R EE % .
ANEEAFIH
T G 55 HIR R B o
PRV 5 A9) eI 5 Btk «
BT TAE P B IS5 AL, #8 Rar 1) Tolk A2 2
AT AL
TREFA 255 P
SR AR S AR OK BRI .
ANO TR IR SRR E DT 1R HHR R S

By 14 AR TC ) DA

77

BRAMEAE KA DOFHERE AR IR A A A
TE AL -
TREFH A .
i [H R R e VE B R A

LY D OABZS A R [ A
A )

AR DONEATIM R R WARIE.

8. HEAREHIFIAME

16 55 4H R S R L A PR

4y B SO B | BUARREL | #BHISE ) BVRR | KR
5 (CAS No.) | (#fiza\) JE

i 8009-03-8 TWA (FIWR N | 5 mg/m? ACGIH

Pk 2R)
VEL =i 8012-95-1 TWA (FTWR AN | 5 mg/m? ACGIH
PR R)

Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) N R

HAGE B Bk

4/17



2 AR BB A
218 GB/T 16483, GB/T 17519 i '
-t ORGANON

Betamethasone Ointment Formulation

A EAT H
3.0 2021/04/09

SDS 45
1841087-00009

AT H #: 2020/10/10
BVIgmE HH#A: 2017/07/19

Il | | B | 10 pe/100 cm?

| o

Tz i AL Al s BRI IR &9, IFB b & iE
M BAZIEHITT (Bl ARG H R H 2 ik S UEEK
I 5 7 A P TR B . BB A AR

JITAT TREF i #0 BLA% B 4 B BRETHAAT, %285 A7 o e 2
MV (GMP) (SR IUERAE,  DAGRI - by T AANIAEG .

FAR LA RAIT AL P

A5 PR 3 PO T R G e PR

MBS

GRS ESNIE USRS R R AR HE X, B B R VPG o B R
HERESR M O RUE R, A8 ORI R I

2 I ORL AN AT HLAS R

(3 A7 MR ) 2 4 IR B Bd H 5%

IR TAEM R GRS I R Rt %, 1 I ad & )
P HBL.

USRS T B ELE R A B A SR B S, i T i =
sl HA R 2 R 54

TAREARESE RS

IRPERE AT RS, FRASMER Cnghes. BE. K
PEAARD 5 A3 S SRR AR 35 K

i R I 2 (AR SR AR B AT BE 5245 YA

BUR SN
HER 1 5 47

B JRAN B A 5 47

FHiI
FHEL L P TE

ik DOATBERAUTE,

P DOARAE A I R TR T RE R A A A, TEAE AR BT INIE E
PLARAG M RG22
(R PRV Q- TR
WA RIS Ve e J7 AT EE -
AR ZE, MERE: TR S&rA A
s A AR SRR . T AT BRT AR
iz AT B .

9. F{LARM:
AN R KB

He
Ak
R B
pH {8

TeH A TR
XA TR
T EE TR
T H R TR
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FRA BT H SDS % 5 BT RAELT H I 2020/10/10
3.0 2021/04/09 1841087-00009 g H I 2017/07/19
H5 1/ B ] 2 Te A R
Bk RUR AR TEHE B
A 2t >93.3°C
"%Eﬁ% RIIN
Gy (4, ) AT G R fE I i
Sk G RIIN
JRIE LR /TR R TEHE B A
FRIE R BR /AT RRE TR TEHE Bk
AAUE Te A R
U RHIN
B /AR Te A vk
% TeHHE B
AL
KT Te B vk
|Fﬁﬂ%mﬁ%%ﬁ HKFIN
BRI Te B vk
G AR Te B vk
£
| SEk L RIIN
TR YRR TeHRNEE
EAbTE WL R SR & AN 4 S B AT o
Rtz TEHHE B
10. Fame A R Rt
SAAES R I RN fE T
Fese EH M FRE.
YA S AR RS SRR IR 4.
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Betamethasone Ointment Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
3.0 2021,/04/09 1841087-00009 )4 H #A: 2017/07/19
CIEST A% R
I3 4 P 25 A DR IARIE.
R DA
e 16 0 53 i =4 DA BRI R
11. FHEHZER
gz D R kE
TN
HIR i 422 firh
aEN
WA E BT AT 92K,
A
¥ hE:
Skg O : LD50 (KK): > 5,000 mg/kg
772 OECD WK S 01] 401
B TR s
S B R : LD50 (KR): > 2,000 mg/kg
J77%: OECD i U 402
PR IR BRI TC S R E
v FTF R R B s
oY i-piiih
angnEs © LD50 (CKR): > 5,000 mg/kg
L R EEE : LD50 (Zf): > 2,000 mg/kg
PR B BRI TC S B i EE
Betamethasone:
arsnEN © LD50 CKR):> 5,000 mg/kg
LD50 (/INER): > 4, 500 mg/kg
SN EE © LC50 (CKE): 0.4 mg/1
BFRNFIR]: 4 /N
B2k ok / 3
WAEIA E B H AT 92k,
ZHA4:
IIIIWEE:
e DK
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A &1 H SDS %5 HIAETT H #: 2020/10/10
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ViRrS OECD k50 404
g TRz IR
SEs T2 B B
AU
T KR
ghE R Tz JR 3
Betamethasone:
s ES
ghE R A PP 7 R
2 25 HRL B 45495 / G 3R
WA B B L TFIHIT 52K,
Ha
¥ Hg:
e KR
gk T HIR i 3] 38
ViRES OECD i3t S ] 405
BVE FEF- A s
AU
s ES
gk T HIR i 3] 38
Betamethasone:
s ES
gk T HIR i 3] 38
TP R 5% 7 kit fgit
R RIS
WA 15 BT #1793,
TR 3
WA 15 B FHET 5.
Hy
W hs:
2 Y Buehler J& iR
FE iR B oA i
T Ji BR,
gk ¥ 4
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Betamethasone Ointment Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
3.0 2021,/04/09 1841087-00009 BVIgmE HH#A: 2017/07/19
| 343 DRI R s
Betamethasone:
PR A% Y54
s DR
g M S € ¢ 7
A 5 4 O B 5 A 1
WA 5 B LT #1793,
A
¥ Hg:
A A I DR B 157, <P R 7 AT R N g VR WL
e
Ve BT R B s
A Ay 3 PR D DRASETY: WL AN B AL RS (AR PN 4 R AR R
FhJaE: /N
YL AR B P
J77k: OECD RS U 474
e v
T BT A B
Betamethasone:
A A0 3 DR B D DRSS g (e B2 R AR IS (AMES)
gE R v
TR 2SR : A AR LB A 20 i 32 ] 5 AR 1R
ok B [
AR ZEHY : A G o Ak M AR 56
2k B B
A PRy 35 DR 2 D DRSS AY: W LS AR B A RS (IR N 4R R RD
Tl /N
PRFIER: 40
gh L B ]
A FHAN B AR - PEAE DORIESE A E A R CUASE N A AN I B AR R
BUE

RIEIAF BT TRET K,
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Betamethasone Ointment Formulation

A &1 H SDS %5 HIAETT H #: 2020/10/10
3.0 2021/04/09 1841087-00009 BVIgmE HH#A: 2017/07/19

Hoy:

B Hg:

T NG

A 3 e 'gA

e AN 2 4F

gh R 914

AEFEE

Al RN R L A

A

¥ hE:

o B A R MRS A58/ kB BT IR R E6

xR L B R

Betamethasone:

iR )L B IR

ATHTE - VPG

RS E RAENE- —RkEM
RIEIA 5 B RT3k,

T KR

RFIRGE BN

gE 5L T

A HET 2 i s

TR RAG-HE LK E
g KRR

YRt bkl

g5 T

T FET 2 i B

g H

S I

9% & 2 LOAEL: 0. 05 mg/kg A
GER IR ILEME. , RIIEE.

iy N
PeRIRE XN
KB B LOAEL: 0. 42 mg/kg AR

g R o

T g /IR

Pz LN

KR E #EPE: LOAEL: 1 mg/kg A
SR R .

IRFEEH YIS, AU IR R YD B KR B A AR
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Betamethasone Ointment Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
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FFREERE RATN- REHEM

K AR S 5 B fid 2 0o 2 B 3 R

o

Betamethasone:

EE e DO, REARS, VA, MR, iy, B AR

A D KR I B R o ok 8 R E .

BEELEEM

Ha

¥ Hg:

R N

NOAEL 5,000 mg/kg

A SO CBA

- 7R I [A] D2 4

A b

s DR, MM

LOAEL : 161 mg/kg

PR IRE RN

x| D90 K.

Betamethasone:

s R

LOAEL ©0.05 %

VA Se D R

B i 15T ] © 10 - 30 K

AR DR, RIS R%, WA

s N

LOAEL ©0.05 %

VA 3o D R

T % ] : 8

EEYEY Jif) i

FhE AN

LOAEL ©0.1 %

VA 3o D R

e 572 ) (] : 8 A

EEYEY )

FhE R

LOAEL ©0.05 mg/kg

PTG IgiT 2|
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Betamethasone Ointment Formulation
A &1 H SDS %5 HIAETT H #: 2020/10/10
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i I (1) © 28 K

EE e DM, MR, E AR

WA fEE

WA 5 B LT i#1T 93,

Ha

“Eﬂ%ﬂﬂ:

SN R BR A2 51 N RN fE 55 Bl 2 24 7E NSERN f&5 E )

NE R BARR

Ha

Betamethasone:

LSPN DOEIEEIE RIR

Fe A fh DR R, REENE,
12. &F%FER

HEEFMH

Ha

W Hg:

ot 1 25 1P 75 14 © LL50 (Pimephales promelas (HE3k#f)):> 100 mg/1

TR 96 /NE

RV KA 45 (WAF)
772 OECD il 5 0] 203
R BT R ) s

X KA A K A T B HEBNY) @ EC50 (Daphnia magna (7Ki%)): > 10, 000 mg/1
(O FEFRINIA]: 48 /N

PRIV JK & 47 (WAF)

FVE: BT R ) s

X R IR AE R ) EE © NOEL (Pseudokirchneriella subcapitata (£%#)): >= 100
mg/1
SRR A 72 /NES
BB 7K RhE 453 (WAF)
7712 OECD k-5 0 201
F FET A

Yo AR AR KA TS FEMESNY) ¢ NOEC (Daphnia magna (7K3)): 10 mg/1
MBI (e PEs1E) TR E): 21 K

I /KR 24 (WAF)

FoE s BT R ) B
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Betamethasone Ointment Formulation

A EAT H
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HIAETT H #: 2020/10/10
BVIgmE HH#A: 2017/07/19

1l
A
%of 1.2 (1 75 1k

8k

XTSRRI

Betamethasone:

xR R (18 k)

MBI (e PEs1E)

AR AR A TR HESh Y

X AR AT AR A TR MY

X AR AT AR A TR MY

LL50 (Scophthalmus maximus CKZZEfE) ): > 100 mg/1
R FRIIE]: 96 /N
BRI JK A& 2H 7> (WAF)

ik TR ) K

EL50 (Acartia tonsa (i RZiHE/KE)): > 100 mg/1
R []: 48 /i

WIS Kk 4o (WAF)

& BT R b EdE

EL50 (Skeletonema costatum (& 2%7)): > 100 mg/1
FEFEIE]: 72 /N

IV JKEL & 247y (WAF)

P TR R i e

NOELR (Skeletonema costatum CEVFEREHE)): > 1 mg/l
FEFRI[A]: 72 /N

RIRY): KRG 25y (WAF)

T BT R b i Hs

EC50 (Americamysis (HEHF)): > 50 mg/1

()7 FRFEIT ] 96 /N
X RS/ K AR EC50 (Pseudokirchneriella subcapitata (Z%7)):> 34 mg/1

RIS Al 72 /NI
J77k: OECD iR S0 201
v AEAN R VA Ak FE I e R

NOEC (Pseudokirchneriella subcapitata (4%3)): 34 mg/1
GRS E): 72 /N

7% OBCD ik 201

A& FEAR IRVA A B I Jo F

NOEC (Pimephales promelas (JE3kfi%f4)): 0. 052 mg/1
FREEIFIE]: 32 K
J51%: OECD Mk 501 210

NOEC (Oryzias latipes (HAF#)): 0.07 ug/1
FBEIE: 219 K
J5i%:: OECD Mk 50 229

NOEC (Daphnia magna (7Ki#%)): 8 mg/1
FREEIIA]: 21 R
75 OECD M 0] 211
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Betamethasone Ointment Formulation

Apuhlic
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A &1 H SDS %5 HIAETT H #: 2020/10/10
3.0 2021/04/09 1841087-00009 BVIgmE HH#A: 2017/07/19
"MH%(&%KE%%) : 1,000
R AR REARME
Ho:
¥ hg:
A 5 fi e VN E Sudasty] g iR

TR E]: 28 K

RV 31 %

J71%: OECD M3t 5 ) 301F
vk BT R R EE

BRI

Ha

AU

1E 2RI /K e R4 : log Pow:> 4
BVE HE

Betamethasone:

1EFBE/ KA B R 5 © log Pow: 2. 11

TIEPRER A

ToEdE vk}

HmAnEE/EH

ToEdE vk}

13. RENLE

WNE

RIS DAL,

15 %) DN R ARIE B VE AT IR S AL B AR BAL
WA AN ER : FEARAE P2 i Ab 2L

4. B@ER

H Byt

P 3z (UNRTDG)

A E w5 : UN 3077

A s S 4 FR : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
(betamethasone)

1ES] 9
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Betamethasone Ointment Formulation

A &7 Hi: SDS % 5 RIVAETT H #: 2020/10/10
3.0 2021/04/09 1841087-00009 Vg B 83 2017/07/19

(el I11

52 9

%%3% (IATA-DGR)

UN/1ID %5 UN 3077

BE4 EH s % 4 7 Environmentally hazardous substance, solid, n.o.s.

(betamethasone)

Byl 9

(R 111

R Miscellaneous

0.5 1 B (Beis KAL) 956

2R UL (%is KAL) 956

XN &

#§35 (IMDG-Code)

P& EH %5 UN 3077

B4 E 18 44 TR ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(betamethasone)

el 9

(e I11

g 9

FnS &5 F-A, S-F

WY (/) &

% (MARPOL73/78 A%1) FM] 1T F1 IBC LN

ANIE FH TR 177 o

H R

GB 6944/12268

A [E g5 UN 3077

I A [E]32 i 44 R KA FEWE S, K AEMER
(betamethasone)

il 9

(ARl 111

Ao 9

KRB TR T

AARBEI IS A RS H, SRR T AL A BRI A5 i FA IR R AR AR 5

2%

ol RE Iz 77 A AL R A DX [ SR A KA R T A T A [ o

15.

BEAER

ERZEM
BB IR

7= B R T T A T KI5 4415 B

AICS

AR E
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Betamethasone Ointment Formulation
A &1 H SDS %5 AT H #: 2020/10/10
3.0 2021/04/09 1841087-00009 B H 2: 2017/07/19

DSL CORME

IECSC CORNE
16. HAhfER

HMER

SR D ONEBEOAREYE, EdERVE T EEL SDS. OECD eChem [/ #4348

REEFR, LLARKKINL NS H )R, http://echa. europa. eu/

SCEIE IR L e Femn B — WA Y AT T 14T

H 3% © £/A/H

FRENE FEES

ACGIH DO EEBUF DL A ER S (ACGTIH) 2 BIRE  (TLY)
ACGTH / TWA D8 NI, IR INACT 1A

ATIC — MKFE Tk 22 & B ANTT - ELPG [ K is LA ASTM — SEE AR S2E0 2 ;
bw - fAHE; CMR - U@, BCRBHSAEIFTEYR; DIN - MEFHEM:S; DSL - MERKEN
MR 45 ECx — Bl x%RN MRS ; ELx — Bl xS A2, EnS — R af&j; ENCS
- HAMANHFEY 45, ErCx — Sl x4 KRR M ERG - RAdEr; GHS - 4xEkik
MR RARR I, GLP - RAFSRIG =M ; TARC — EFRRESER NI ; TATA - EFrfiss
B2, IBC - [E bricsia i fa ik S o A i F s & 0 1C50 — Mk &, 1CA0 - [H
PrECHAT 22, TECSC — FEBI A 45, IMDG - [Hfrifgis e iedy; M0 - EPRigH
M, ISHL - HATM 24 fgfikz, 1S0 - EErbruEfb 14y, KECT - whE A4 5%,
LC50 — MR NFEP LB ; LD50 — MK AFF Bt E CEEEIEE) ; MARPOL - [EFRES
IEARRE IS I A ) nooos. — RAFIAM; Neh — ZFAGF; NOAEC - BRI W CHE) {EH
WRE; NOWEL - KAl CHFE) fERFIE; NOELR - JCrf WAER e, NOM - SBpHaf&4\iiF;
NTP - EZEX BRI, NZToC - Fiii =Wz i4 %, OECD - &P G/ES kAL, OPPTS -
BYPE ARFEHEDR P AE; PBT - FAME. AV ERERFHENYR; PICCS - FFHE
e S5 EY R A%, QSAR - CGE&E) M —IiEME XK, REACH - BRI S A FE SR T
SEEEM . VAL BBURIR &V (EC) 1907/2006 5 ; SADT — HNGEfRIEE; SDS - %4
AU, TSI - SISHEALEYRIEM: TDC - Gl IRYEH; TSCA — EE A2y mEHE;
UN - BXAE; UNRTDG - BR& TR EEi @i, vPvB - mRE AR A 2R
Ji; WHMIS - TAESpR el ifs B RS

HIEY

TEBA RN BT, A2 AR U] S (SDS) T A 2 H IR AL B HERTo R . BLf5 B R %
SRR ML NI Al sk, AAEMRATIER, AMURAE MR B PRIESS S5 R B B 5.
BROSCARUESS, BEREMNEE R SA SDS TAHH € KR EMBA <, 2 SDS HAIAT RS AR T
A RHE A B TARTIRAERS, MR AE ERTER . FHRE ™ B o AR e PR 85T Bl £ P )
BfE L A I DA T SO R BT, AR 2™ i SDS ARG FPEPEAS (A
EHD
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Betamethasone Ointment Formulation
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CN/7H
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