BT BEEETHEE

156

il

Z [ BB ES ] www.angle.com.tw

nnHEYIETEEE R 4 156-161 2013
Ann. Rept. Food Drug Res. 4 : 156-161 2013

101 EEMmEEREMRERT

JoEAL EWE OmELE OMEW RS

R E BT bt

W B

L iE AR TR AT A A RALE R BH 0 TFDAR 4 4L - dhlE B A H 4T B
B A By AT B A RACEE B 2 B o BRI AR R S8R (2 w IR AL S A 0 RSB AI3E) -
ST IES R T BRI EEFE R R A S A KR TR R U 0 B BFIR
R ERABCBEZIRBAE R I FETHET R E BB T —ERIE R
B ARR RS HRIT o AR & R IEHF A X M A A SRR - v AL
PSR B STH FHFAERSE 0 FPEE ZRBRE RS RS - e — i SRR R
A ZARBREE RIS IR BB ARAE -

RASEE | NKER

il

Al

B KR ECER # R - FOR LA R
FEIN - SEEUE B 2 W i AR OK 2 L B A A
B - BUHEMATL2006%6 H #fi " Reflection
paper on nanotechnology-based medicinal products
for human use ; " » FREAZKIE T A AMHR
15 o EEFDAHAE201146 H /A " Considering
Whether an FDA-Regulated Product Involves
the Application of Nanotechnology Guidance for
Industry(draft guidance) ; © » [R5 K 28 5 A 4
Mo A o B FRAEHE SH #% (International standard
organization) 220124 A fiISO 13014%EHE - 1|
BRI LR 28 - EfEParticle size
Aggregation/Agglomeration * Shape * Surface
area * Composition * Surface chemistry * Surface
charge » Solubility 5 Dispersibility » {3 K fg il 5
EHEFTRE -

HETE RS KL ESR - MR R
[FEZHIATEESR - — RIS - FORZELLIRIER]

* R ERE - FIERE

FHZR B EEE - R R/ NEE100 nmPAT »
BRI 2 M /N ASZEE100 nmPAT - (HER
FELH T 2R R E AR B SE B - Fy
AT B SORRHRCEE L B R e B R
A LTFDAM BERER » DIAIE SR EE LR 38
% » BB I 2R A kR T g T B o A
i AETEE DA T E R gL - DI
FERAZ AR T - WA TFDAE BEHNS
KEEL AR BB T -

FRORBEAER  RATE e A 100 S
SRR T E T A R R LB R A A B
ZE R PTG 2R BET
Micronized$# » Pegylationf8 & LiposomeZ5 &k
HH o ANETE F EARIETFD A SE 5, R T i A4 17 3 5,
FHFR M 2 oK BEE B - [ E B 2 SR EE
mEET SR (E DRI RO - EET R A 6ff) » 33
Folm NS ZEEa Al ~ b SRR SOH
MREHEER > RI0IFE3R AR 2R 2
MO ECRR s rg T - MR AR AN Efh
e - IR SR OK B L e LS 2E LT A



il

ST BEEETHEE -

1014EETHE

A 0 (HAIERED - SREAREHEND » ML
e - HIREES LT ER SRR s
(2 D RBIELS 7 - EESEIAU30F) » ST RS
RV E & PR FE R R T RN ik
I et 922 [ B i R R ol o A B AR R T R
fTn] S EHE - AR RS — &  EHERE
B — Mg LB R EE -

AT SA
— HE

fgdE sk - AEtE B RRRE R EE
TR 1014E3 226 H 853 B 22 A g R A& S g
En o LRSS ER(R—) -
() BRASIHE (Y 35 R USSPl S IR AT HE I, B S i
R AR e, o
EFAEE « KFERR - SEALEN - TREREL - WEFR —
ST - TRER H RN © FLAE S BB o ER
e HEE -~ ZHE ~ &R R VY Sk I R
HPLC#F -
(R EREEE -
1. Zkdk 75 825(9703+, Hiac/Royco, USA)
2. FEH L EI BB Y (% (Zetasizer Naon ZS,
Malvern, UK)
3. = AR FEE TR (1100 series, Agilent,
Germany)
4. =R FH I BT (Ultimate 3000, Dionex,
USA)
5. BT A HAE AT (1CS-3000, Dionex, USA)

&=—  BRSRAERIGE—B

(% EEER iR, A
A =R AL FHEER  CIARAIEY
B AL BURE LR TEHHRE  ARAIEL
C AL BURE LR TesHRE  ARAIEL
D PRERRBUG 4 & TesHrE  CIRAIY
E PRERRBUG 4 = TesHrE  CIRAIY
F GALHEUT LR FHRERS RS
G AR LR FHRERS RS
H AR H LR TEgaR TR

Z [ BB ES ] www.angle.com.tw

157

S Sfe g L R S

oo H

6. ZANE 43 K S (Cary 300, Varian,
Australia)
7. VSEE I E B (VK7010, Varian, USA)

—EBRA

(IERERIEE ~ BUS R iE
QA 5y 2 5 i B R R S5 B SE B B 3 4RI
o i aTE E o H o DR g U AH R
F R BT BORI V) E k5 & (Particulate matter)
7 o G5 R TR B HUR SO T 3 (R 1R AT 8 2
mZ R VB AR AT E - AR RS B
TTEARE R IIEE © oh - iS5
K e 2 LA R i A B B B R M 2 B U s
HEITEER]  SREE © AEEE Y R AL
Pl e — G — S L B M BE
OB
1. ST P R
(g S A TR BC B 5 vk« B0 B VR o
2 YEREG  MEFRAEEELRE -
QRS AIFE KL 3] » 7N A 3 S B
NAEVNRES - F BRI YIS KGE & i
25 mLE DA B2 B R i
(2)FGiHNEE « (RIBUSP<788>f HhTERE ML £
fiSEHT(3034) 5 & - DOERE R Y E b
EIEPT - BEIEIRR Y E Z KN
AR E A/ NG R - ST R AR
HIE - B - FREE RS o B
featafn - SRS mL - HlEHAT
GNP E 2 FEHR B0 pm 225 um
ZHE  EEIVRSEERAT o IEER
et EHTE MY E 2 P8 -
()& EfginE
() EH B EER E/NA100 mLFE -

FRBAI0 pmZ b T8 A%
536,000
HHE AR5 pmZ KT8 A

TIS#E 600
(i) FH 2 AR 2 K100 mLE ¢
FREAK10 pmZ KL T8 : FmLA



ST BEEETHEE -

158

Results

Z-Average (d.nm}): 72,59 Peak 1:
Pdl; 0.681 Peak 2:
Intercept: 0.459 Peak 3:

%

= [T

73

B ESE ] www.angle.com.tw

A

Result quality Good
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Investigation on the Quality of Marketed
Nano-Drug Products

MENG-CHI FAN, POR-YUH WANG, YU-PEN CHEN,
LIH-CHING CHIUEH AND YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT
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In order to establish nanoparticle analytical technique, a total of 8 marketed nano-drug samples were

collected by local health authorities from Taipei city, Taoyuan county and Hsinchu county for test of particulate

matter and particle size. In addition, The test of identification, assay, content uniformity and dissolution were also

conducted for surveying the quality of pharmaceutical products. All samples met the requirement as described

in Pharmacopeia. Besides, the particle size test result of one of the injectable drug products showed compliance

with in-house specification.

Key words: nano-drug, particulate matter, particle size



