%l?ﬁ: SR E S B A T R S A P B B hictE 5 |

FORPH SRR - SR AR ERE R0 - IPEISE ATREE AZORE - ZoREEm T EfE T IREE - XS B FEsMHEE - e
TETNEAREB SRR - BEFOREEY RSO - R &dn 28RS (U.S. Food and Drug Administration, USFDA) i IEHEEY)HY
FE > R T IKECAAVEESE AR IRVESH ORIV E R N > BEAEROE 28 BE G BB L e - BRE -

B i YV E R 202244 F 22 H 8T S 7R T BEY) Z B HREESEAES | » 2455 [HVBREDRE L YR DU G > HERE S
THRAEEYIRR R ~ S - WP R S BINE - DU B S i B A 5 sL fisE U730 (Abbreviated New Drug Application, ANDA) -

USFDA 8122017412 518 H A4S RS > (EFRETERR - ARRAHIES Y B E1E - Eein 27 HLU Mg Es [H A
(2618 Fagm e - DG Bl BRI Z (0 55 R B EEiRE © HORBAEERIN EER S sohs 1 A A SR N - SR (it EEy @) )5 - 4ERIER
FYEEGR LS e S AV A S AT

58 H AT B S A R E B R R i A i B e PR R S T B CE B BN A - R E A WRIEH RG] A S S MRERBRET - WRZE]
S FRER G B SE U A 2 © AT BRI U AR IR e IR (AT R R S8R - WS SE P REMT SR AV R B2 » (o] Il B B B B R AR R B
AIE LAY S 2 A BT BLEEY RT3 I - Bizs IR E R (L Er e i - AT RIIEY 275 USF DARR SRR F B ARAE - DU /S AR A R B

FORBEY) SRR -

| IRE[EE
&2 Drug Products, Including Biological Products, that Contain Nanomaterials - Guidance for Industry
2 FDAPublishes Final Guidance for Industry on Drug Products, Including Biological Products, that Contain Nanomaterials

2 Nanomaterials: FDAlssues Draft Guidance for Drugs and Biologics

fRelfE &R 2 m

AT YRS E SR AR TR - IR B S - IR - 1515
AT A B SR R TR~y B < Al

AT AL B A S A LA — SR F SR LR B

Bl A i A S R R R AR~ Wi PRt B S e
TR AR &

(20234 Sk I A ] St R 3 e B A SR i
2023 " R AR SRR AR S &

lllllll

TEE smum

EAE R © 20224206 H

Drug Products, Including Biological Products, that Contain Nanomaterials - Guidance for Industry, https:/iwww.fda.goviregulatory-information/search-fda-
guidance-documents/drug-products-including-biological-products-contain-nanomaterials-guidance-industry (last visited May 19, 2022).
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Lynn L. Bergeson, FDAPublishes Final Guidance for Industry on Drug Products, Including Biological Products, that Contain Nanomaterials,
https:/imww.natlawreview.com/article/fda-publishes-final-guidance-industry-drug-products-including-biological-products ( F&£%E& H : 2022/519) -

Mchael Mezher, Nanomaterials: FDAIssues Draft Guidance for Drugs and Biologics, https:/iwww.raps.org/news-and-articles/news-articles/2022/4/fda-finalizes-
guidance-for-drugs-and-biologics-con (&% H : 2022/5/19) -

SCEH

BEEHE WA RS

C e )



https://www.natlawreview.com/article/fda-publishes-final-guidance-industry-drug-products-including-biological-products
https://www.raps.org/news-and-articles/news-articles/2022/4/fda-finalizes-guidance-for-drugs-and-biologics-con
https://stli.iii.org.tw/search.aspx?key=%e9%86%ab%e8%97%a5%e7%ae%a1%e7%90%86&tp=1
https://stli.iii.org.tw/search.aspx?key=%e7%94%9f%e7%89%a9%e8%a3%bd%e5%8a%91&tp=1
https://stli.iii.org.tw/search.aspx?key=%e6%b3%95%e8%a6%8f%e7%a7%91%e5%ad%b8&tp=1

	美國食品及藥物管理局發布含有奈米物質藥物和生物製劑的最終版指引

