H2%7|=-GMP MZX| The Journal of Pharmaceutical Technology / Vol. 16, No. 2

CONTENTS

SPECIAL ARTICLE
5 QIEZAZIO| BEE QO JHUAL (2)

- SX[Q| =SS AT M| Heparin 382 280t AECietu! FHu 434

HIP P18 12 HIQHI0| QAN ESG &k LIOKZ Wa  stamoftio|o&s| B 2B
Blo}7|& - GMP &0f

PHARMACEUTICAL SCIENCE & TECHNOLOGY
FDAMA p-25 19 CombiGel 71&2| JHLO| 5L  SIEQLIOIE|=H|2f FR0|At RIE]
FIFO p.131

GMP & VALIDATION

26 PDATR-13: SA4RLIEZ T2 IO| 4] (2022) 3 ZAHHI0| Q) HTO|AF LS

39 EU & PIC/S GMP Annex 1 : Manufacture of Sterile Medicinal Products (2022) siAd (2)
HIO| QML E T FlX

49 Z=0f oot LAAENQ} S E2| CHE (1) ZFHAEX UHE MER
58 CFR Part 11 (Electronic Record and Electronic Signature, X7 |2 - MXIAH) FHO| HHA:
™A 274310 (5) gmpeye CHE ZMS

65 Global GMPs &4l o4& (29) (&= PDA H|Z)

TECHNOLOGY & GMP TOPIC
68 PDA Journal & Letter?| 7|=X™H

79 = AHIZel0f 2fst 7|=8E
™ GMP Inspection M= W GMP &2 My

114 B

REGULATION & GUIDELINE
116 W= 8+ & AN 82 Mo B+ H 710|=2tQ Al-7HE B2

NEWS & ISSUE
132 W= w2 W o2 w4






