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B EMEOREAMA TWB T L ERGET 572
WOEDOTHSOT, By WE G, RED
TERENEAT S MY, &A% L2 CGMP 2
FWA LB WEAR, CGMPIZHE > T, FRX
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MBI OB T, B TSRO WE -
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FHES AR AABRIZ T W TR B L S 2 F78 AN T
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T FEFZE TSR O B5E BIR 12 35 1) 5 CGMP % ¥<F
FTHZENTES :

o WHREICCEHL S /- T

o HUNZEHE X N 7- b & OGRS
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ARV A —F 238G, BRUOENERE B,
5 T AHRFZE RT3 A CGMP 43857 L THLE xhTu
52 EEMHT B I LICEEAH B, ZOMRER,
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&, B T AHEERARBR TR & h B 22 IR SR
Ny FTEDEEIIR L CEEX N ThE s S
o, BREEE, REN & SEE RO FERNCHE -

—264—



TV B ELEBREIC N U TR S huzBd s iESun
T, SLGEEP A A BENDH B, LIT OS5
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WEZIT U272 TOUE, Rk KO E 7~
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I ATk & a9 5 72 D L B N Z i) &
WRE A RS, QCOEFHIR CGMP TOEN 75 Bk
I (A, AAA4 XY ZATIBRENTHBHE)
HOKD HHEEA L) #miedHEIOHEL TH
BT E S .

B. B BB RE
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#lds K OEE A BB U 72308k X 7= 3 & il
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o E T MHWIZEHEEELE RIS S h B k4
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o BULTFE, FABRTFME, KFEILUEDFEAM & K
SRS 2 BT

o ETMWIHEEHD K Ny FITHT 5584
USSR 2 OO BE W (15 212,
FMEZAE > Turtz e, WS OFRER A 1308
UNcirbiizn, KEEHHEIZHA > T D
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Clin Eval 36  Suppl XXVI 2009

itk L — 4k LT =Pl nibR
RLMWBOFLE, I kO IEAE OBRREIZ R
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BUEMIBA O Z & & &4, ZOHEZZIEHO
72912, invitro T & 1 5 A WEA % & 0.
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Sh7-8ls Bz, INDIRSEROZ &,
FRFRLEINO T & A& XT,
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ZUFELD 2 6 ERG F TH MRS OFEICE
FNE5TNTCOMEE ML, /e, WE, 50
W, R, WEEHD .

B%EH (Manufacturer) &3, 25 [HHWFZEHEO
HMICHELR DD, WFhoRIEICE, B5 LT
WAHRHEDZ & ST,
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FDA guidance on the “Preparation of Investi-
gational New Drug Products (Human and Ani-
mal)” 1991 (reprinted November 1992).

FDA “Guidance for Industry, Investigators,
and Reviewers: Exploratory IND Studies.”
FDA “Guidance for Industry: Q7A Good Man-
ufacturing Practice Guidance for Active
Pharmaceutical Ingredients,” Section 19.
FDA “Guidance for Industry: Content and
Format of Investigational New Drug Applica-
tions (INDs) for Phase 1 Studies of Drugs,
Including Well-Characterized, Therapeutic,
Biotechnology-derived Products.”
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FDA “Draft Guidance for Industry: Instruc-
tions and Template for Chemistry, Manufac-
turing, and Control (CMC) Reviewers of Hu-
man Somatic Cell Therapy Investigational
New Drug Applications (INDs),” August
2003.

FDA “Draft Guidance for FDA Review Staff
and Sponsors: Content and Review of Chemis-
try, Manufacturing, and Control (CMC) Infor-
mation for Human Gene Therapy Investiga-
tional New Drug Applications (INDs),”
November 2004.

FDA “Guidance for Industry: Sterile Drug
Products Produced by Aseptic Processing -

Current Good Manufacturing Practices.”
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