Q)
Q
(7]
()

n|58g on

ARIE X EA| SHO| RAX|ITY

AE[H= NY N350643 (2025.07.24.)

2 /% 9loF ME(Active Pharmaceutical Ingredients, API)Q! Nystatin(O|Ef2|0tAh) 2t
AALIZEA| | Triamcinolone Acetonide(QI=AhS QI=0f|A 7|EF BN MESD} =6tsto] OIS ZHC|ct

£ o= M

©

HILX|EA| SHO| RIAX|EHY

s oy | STEAEIR! Nystatin2 22E HM7{st0] ZEE gloix, B2E|FAH|Z0|=2! Triamcinolone
=] . | . - e

Acetonide2 &€ S Soll AFut 2HAE FF, 71213 U LS A= dEe oY

510 ZZ19| APIS tHEo 2 S8 n{H0t 2=IPHQI OSHY 0 S MSSIER, QI0l|A = E

B B MM HHS YT 2OZ I (AEM

Ok

rio
OH
rlo

7= | - Customs and Border Protection Regulations Part 134(19 C.F.R. § 134)

43




ORIGIN CASE

O mA

D [TIF8 A1) MK HA| S5 9| LK TY

XX} Viona Pharmaceuticals, Inc

HEE - DR ZCCs8 o

- F MK 82 g7 2|oF M2 (Active Pharmaceutical Ingredients, API)2 74

M= T4 - Nystatin
- Triamcinolone Acetonide
g - 0|2 ZICICHE (T 2o 22 ZE)2 34 K20 AFSE= ¢
HZE=ZH

1
iy
\ LI
01 03 04
O|Ef2|OfAF Nystatin Q10| Triamcinolone =gt2 S 02 &%
golz2 49 Acetonide M= b
HMZHE 1. o|=k2|otoll M Nystatin M=

2. 21=0f|M Triamcinolone Acetonide X|Z=

3. O|Et2|0tAF Nystatindt 1= At Triamcinolone AcetonideZ QI 0f|lA H|EA MESn} S3t6}0]
X E F4A S At

4. 0|20 45)

8) siiek 230 thet EF=F FEI BAPBIER 2 F5 Y2 L MY YR O[HS

44



CASEI1O0

mEAE | v HAK|EA| 20| oMK/ TH
RELEES
uEs SIMX|EA| 2E 0| SIAK| THY

BHYAE

<

M9 C.F.R. § 134.1(b),0fl [EH, LX|2ESHE SE0| M=, Mt L= THiE 27+E o|o[stH, C2
=7HoflM 7Pl SFo|Lt M=z7t HoE B2, et Z7t7t fMX|= QIFE7| ffsiM= shE

1 —
EE0]| CHalf MEN HH (substantial transformation)0| 2HAisHof st

MEH Hy Tk 7| & HEl(name), A7 (character), = (use)| Hat o2
- FIE = 2 3P| At 2201 S1t510] HIZ2| FA|[H0| |X|El= 22 AR HYo| WMt 2102

< &1 B|: United States v. Gibson-Thomsen Co., Inc., 27 C.C.P.A. 267 (C.A.D. 98) (1940)
o

me|: National Juice Products Association v. United States, 628 F. Supp. 978 (Ct. Int’|
Trade 1986)

% &1 I CBP Ruling HQ 561975 (2002.04.03.), HQ 561544 (2000.05.01.), HQ 735146
(1993.11.15.), HQ H267177 (2016.11.05.), HQ H233356 (2012.12.26.) % HQ
561975 (2002.04.03.)

Cigt, Ofzf8t 7k20] 5 7 0]At0| Qa2 ofof (AP ZptS 4uksta, 1 Hste| Zut 2t APIS EHS
o= =gt u=rt $7bEel st o|HS Mt 3 2

o=

< &1 BP8: CBP Ruling HQ 563207 (2005.06.01.)

SIXIFAQ! Nystatin2 2 E H|7st] ZE2 o1, ZT2E|ZAHZ0|=EQ! Triamcinolone
off 2t AHE HF, 7S U UEE AT FE2 36
2ot =t Z:71Q1 ofstH 0|-ME MBstEE, ?.'EOHH A=

o=
N2 AT WHE BAAPIE 202 oI (RIEH)

#a

=" (=P o

0:

I'IOP
mot
oK

i
rHu
<
|l
ruﬁ

He 7|Z0l| T2 2|5 ®MBo| #MA= =Y

45



ORIGIN

xRt

+ CBP Ruling NY N350643 (2025.07.24.), https://rulings.cbp.gov/ruling/N350643

+ CBP Ruling HQ 561975 (2002.04.03.), https://rulings.cbp.gov/ruling/561975

+ CBP Ruling HQ 561544 (2000.05.01.), https://rulings.cbp.gov/ruling/561544

+ CBP Ruling HQ 735146 (1993.11.15.), https://rulings.cbp.gov/ruling/735146

+ CBP Ruling HQ H267177 (2016.11.05.), https://rulings.cbp.gov/ruling/H267177

+ CBP Ruling HQ H233356 (2012.12.26.), https://rulings.cbp.gov/ruling/H233356

+ CBP Ruling HQ 561975 (2002.04.03.), https://rulings.cbp.gov/ruling/561975

+ CBP Ruling HQ 563207 (2005.06.01.), https://rulings.cbp.gov/ruling/563207

+ CBP 19 C.F.R. § 134, https://www.ecfr.gov/current/title-19/chapter-l/part-134

+ United States v. Gibson-Thomsen Co. (1940), https://www.courtlistener.com/opinion/6921707/

united-states-v-gibson-thomsen-co/?q=United+States+v.+Gibson-Thomsen+Co

+ National Juice Products Ass'n v. United States. (1986), https://www.courtlistener.com/

opinion/2596009/national-juice-products-assn-v-united-states/?q=National+Juice+Products

+Association+v.+United+States

46



