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September, 2000

(A Memo for FDA Personnel on Current Good Manufacturing Practice

for Human Use Pharmaceuticals)

Issued By : The Division of Manufacturing and Product Quality,
HFD-320 Office of compliance

Center for Drug Evaluation and Research
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( How can one obtain a copy of the procedures for detecting and measuring penicillin

contamination in drugs?)

2) &2 3> 21 CFR 436.104 (Penicillin Activity)i%, FE2=V HFIthD~L=
U ABRREDFIMIT AR BT L THAS 500 ?) CRARAHE)
(Can section 21 CFR 436.104 (Penicillin Activity) continue to assist in determining

residues of penicillin contamination in non-penicillin drugs?

3) b LM SHENEIRGMORELRE L, Zh & iR o B3R 240
T oMotk T 556, 2 OFRELSAOREEREIT CGMP's D
ME2F5THAIM?

(If a chemical company manufactures an active pharmaceutical ingredient and sells it
to another company, who then formulates the finished dosage form, are the
manufacturing activities of the chemical company covered under CGMP's?)

4) U S PIEFEHEIL, SRNEHBEEBICEETIEX, CGMPs Z#5F L TW\5 2
EDFERICTHE DR D THA DM ?

(For a USP drug, is meeting the specifications in an official monograph sufficient to

show compliance with CGMPs?)

5) IAHLEL VT DNy FEBINLT 5 Z &%, FDA-483 12 CGMP 726 Dl &
LT, HIZUVARSNDOFHERDBEDTHAIIN?

(Should reprocessing of a bulk batch of finished product always be listed as a CGMP

deviation on an FDA-483?)

6) EEITIHIRHEFEIZOWT [/ ditto marks)| ° [ FHl(arrows)] DX, XEAL
T 2B BICCGMPOENOHSNDHDTHS S 5?2

(Are the use of ditto marks and arrows for redundant information acceptable practices under CGMP

for documentation?)
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3) b Lo FHEESADNERMAOFHZEE L, L& Bl RE O E I % 4L
T oOStITGET 256 Ok a 0 /EEIL CGMP's D
Mua=THTHHIN?

(If a chemical company manufactures an active pharmaceutical ingredient and sells it
to another company, who then formulates the finished dosage form, are the

manufacturing activities of the chemical company covered under CGMP's?)

References:
Federal Food, Drug, and Cosmetic Act, Sec. 501(a)(2)(B)
21 CFR 211

WARINS, &L =N - (BHEMTE (The Food, Drug and Cosmetic Act) @ Section
501(@)(2)B) 1%, T XTHOEHET [Jf#(active pharmaceutical ingredients % & 1e)] I,
CGMPs.(Zff» THUET 5 Z L 2R L TWD, Tz, JFEDOREEFIZICCMPsIZiE -
THET 2 2 &M, IEETERIN S, 21CFR Parts 210 38 X O 211 HIZF 1T 5 CGMPHIH]
I, REEBICOARBEHEND DO TH L0, 1ET (statute) (X, RELFZLETOEIREM
(all drugs)iZxf L CTCGMPs2 #H SN 5 Z L2 FR L TW5D, HETHIVUEZ, FDADHA
KA C FEROEYE - N - % (Manufacturing, Processing, or Holding Active
Pharmaceutical Ingredients) ” Z#ZM 7oy, ZHUIFDAO Y =—7 4 A

I : http//www.fda.gov/cder/guidance/index.htm7>H A FHRETH 5,

FIZFEMRESHIZ I CHAUA X v A% “QTA Good Manufacturing Practice for Active
Pharmaceutical Ingredients "2 &M 72, ZTNHEFDADOY=—7H% A
I : http//www.fda.gov/cder/guidance/index.htm7>H A TR RETH 5,

INBIEFEETHDLIDOT, TENOLHAX L AZEENIARIIEL I NS HANRV, £
NOEHAZ L A mEDbDETHEE BIMOTA L ZABHSN DS EIR,

4) U S PUGERFHIT, SRMEFEEBICEETIE, CGMPs Z#FLTW5 =
EDFEHIZFHE DR b D THA D)2
(For a USP drug, is meeting the specifications in an official monograph sufficient to
show compliance with CGMPs?)

References:
Federal Food, Drug, and Cosmetic Act, Sec. 501 (a)(2)(B), Sec. 501(b),
21 CFR 211
USP 24, General Notices, “Test Results, Statistics, and Standards” p.10
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A TIEAEL, US P25 FFA (tolerances) & V9 & DL, £ DOEHLNAGMP % B4
THEINTWD Z L 2BEOHITEE LTS, RBROATIE, %@Eﬁeuubl%*(ofﬁclal
monograph) DY ERAEICAE LIZE ETH->Th, CGMPEFAZIEHTOIITFS Tlde
woCGMP%@?LTV&V%éPi\%*u@ébﬁ“@%mi\FD&C%Tiﬁ%
T % (adulterated) & 72 S b,

5) WAL NV Oy FEFIMLT 5 Z &%, FDA-483 12 CGMP 726 Ot &
LT, HICUVAPSNOFEHLRDLDTHA DI IN?
(Should reprocessing of a bulk batch of finished product always be listed as a CGMP
deviation on an FDA-483?)

References:
Subpart F - Production and Process Controls
21 CFR 211.111 Time limitations on production,
211.113 Control of microbiological contamination.
211.115 Reprocessing.
Subpart J - Records and Reports
21 CFR 211.192 Production Record Review

HEENTEL, TN CGMPITHE» THrbNn e biE, BITIEHFRESNLD O TH D,
BT E TR, FNTIZ O TLEL SN O TOMEN Iz (211,112 1206~ 72) FIA
ZHLTWDNERRRQILR O, BXHXEILEOHHROEMIL, WEE BN
211.112)IZHE-> T, ZOFMLELEa—L, KBTI L ThHD,

SNV Ry FEFINLT 51, ZNVEITADRMPH DN EEZHXETHDH, 211.111 12
AT, EIELONWE 2T A7 0IClEDE 7 0 =X GRYE - BB o527 ORISR
DHEST ENTNWARXTH S,

BT A_NEMOR X, BILHRICAS Y FEREF LTS M OFAEDTE Y O ATREME DS V2
Thbd, 211113 IZ LU, BT, FEEICLAEREZ LI ICT A v EhkxrE ks
NFIRICEDRIX R BV, T oXE SN FIHIX, EORANERE TH 208G
DR AT L TR 5w,

HIMLLEANy T, EEEZEG(finished drug products) TOZEMN &2 ZET & Th D,
BITIX, ZEMICEEE 5 50b L, TR BT, TN 0Ny FELENE
T 7T RMIBLRENEIDNERETREThHD, ®ENF TP T CRLYE L7ZBIRTO N
Y TFCOT—=FZFFoTWRWIRY | Iy FELEET 1 7T DI ANRWEET
FDA—483IZ@EN5 T LITbbHNR,
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EIFELDBFMLINZEWD Z L BROFEFT, GMPER TIEARV, L#L&ﬁ%%b:
OFMLNQCU GRIE : MEFIM) (2L » TR SN2 T T, 2 OREZIE, 211.115(0)

’%ofFDA—483ar%éﬂém%?%é @ﬁwﬂy%kowf&DLLﬁm
Iéﬂtﬁ%#h%mt CBEET R ARETNIANY T = FIRTW W EAR FD
A—4 8 3IZFRLCERIZY X Féﬂék%xém%f&)é

%L#%ﬁé%é FDA—483’UX%§%5?%%5M@$@ﬁ\Ny%ﬁ%@ﬁ%

B Lo T HA . 211192 THOBLEZSEL B a —I0it-> T, FOREE{TO/RWZ & T
%éo%éﬁﬁf@ﬁMI#t_otﬁ fhmm & 7w —7 v T mhiEOEFE LI
FUERDMFAET RETH D,

6) BT H5EFHIZOWT [ @itto marks) | <2 [ RKFlarrows) | OFEHIL., CEAfL
T AHLGAIZCCGMPOHENLHFINDIHLDTHAIMN?
(Are the use of ditto marks and arrows for redundant information acceptable practices under CGMP

for documentation?)

Reference:
21 CFR Part 211, Subpart J, Records and Reports

FEnigl, MERFROMRDYIC [ (ditto marks) | < [KH(arrows)] O % i&dm L
TREDEFDAXLEDDWIHA Z 2 R E LRV, BBERER, =2 ¥ LdH DN
BLHORDOVICENDZEHT 5 Z L1k, e ﬁ$ﬁ(fully informative) & (X5 272\, [ ]
R TRE X, EEOBENMLERGAICITIRSBREE L ITNE R, T LTH - L HEHER
Z LiE. ENDEERE (recorden)ICEPEICREHE T H DO TIERWVWZ ETHD

(2000.10.23 R)
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