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10 US: to approve the validtion report and release the validation

11 EU: QA can assistance in releasing the validation documentation

12 EU: to approve the qualification report of QC instrument and equipment
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14 EU: responsible for relaesing the starting materials and raw materials

15 EU: responsible for releasing the final products
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REALE A FEAN RS,
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OSRSEHLI . B, RE 24 S A AR R B A AR AR G PR BRSBTS ) B AR
e, A2 PIA EOCER I R VG A BIA S T2 PRE s B A= H SR ™= b i
& EIHUE HIARAE .

AEMN CNGD  HL PLERBEED 2 IR ik U5« 3 GRED 10 GRllD
ST HEARR M B S AR L, A OGES GMP XA, B AN, %
WiVt VIRMEB, T 2050k, R BUEEHIN &7, DLUERBARIES . X5
EIEENMR AR EHAER, LU RS H AR s R

B 21 PRAERSINEE
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RS || K AR W - Tz e e
e | ARBR | CmiiRE | BSEAY | SARE N o
ey gﬁﬁ;iﬁ AREY | EemmEE | et | TEoen ?fif E;;?ﬁg
= WEET | kRS | Faen | ElEswr | DEC =

SERE | - . P o JNSUR. —_ P FALARAT
THAR EriEIR =EAR AR FF et MiTEE AR FF&mEiNE P,

PRAEN LB R TR B SN NRFER, HEALTEERE . EIBEREE.

AT FE F AN RS S S PR B HEAT R, SR I L R S i A A
K KBRS BN 2R, TE S WA K& -
o AGR: GMP FIEHL, QFHISEE., BTtk S, Ess
o BLEKIE CRLIE] pi B SE): A BB LB, UMK B, 4E s
o WrRVEHL. BUNREH. RARAMEM KBRS EYEE R, Pisdk
o LZEME: BORFAS. IREARM]. IR TANEE N T4
o IRERFEM. WEERZONE L, IS, BE g
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' 150 9001, section 0.2, The application of a system of processes within an organization, together with the identification and
interactions of theses processes, and their management, can be referred to as the “process approach”.
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i S BN N DA AR LI A e ) « T NGB, FE¥ GMP. B GMP
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AUET I RGN AR Sy A E R ER B SE . BRI, D9 7 ORIIE B2 TR RNRAMIE RERE
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R & 5% GMP L6 R 2 ARSI

BRI/ BRI RS :

BT &
BT %S BT A 3 F AT 5 A
F52:

Failure of your quality unit to ensure that materials are appropriately tested and the results are
reported.

JEE AR TR BE CRAEXT VDR AT 38 4 AR 56 O i o A R 4 2R

For example, your firm used the infrared spectra for the raw material (b)(4), lot # Y584-090301,
tested on March 5, 2009, to support the release of two subsequent incoming lots of (b)(4) #
Y584-090401 and # Y584-090701.

Biltn, 2009 43 A 5 H, $22A 7 HER(b)4) Y584-090301 L HILL4h EHE ST Y564-090401
H1Y584-090701 P45 34T AT -

Your firm used the IR spectra for one lot to approve and release two subsequent incoming lots.
This practice is unacceptable and raises serious concerns regarding the integrity and reliability of the
laboratory analyses conducted by your firm.

PRI 7R — SR 25 B T8 T i T P L ISE AN T 32 1), AR ™ EAPRBERAT]
S =G 56 ) LS AR S

24 ML EH

[BREN4H]
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REREREAT A R A% PRAIE T 2 R (A e 1

2P R BB H b e B i SR T2 R R A 4 0 — I SR LT B PR e, R
REE . DAEREEW AL BBERTTRNEE P FER. EAMPAE R, MR A
S BEACR R RS SE R, SOt AT S TE, WEARSARENTE, KEmED
A BERNIG RS T 28 2287 TR A T 25T R Bre 258 T2 REIT & 175 A8 ICH
Q8 BEAT T VE4RHIR . A SIEARSRE N
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1. WHO
WHO good manufacturing practices: main principles for pharmaceutical products (WHO
technical report series: No. 908) Annex 4

2. FDA
21CFR210 CGMP in manufacturing, processing, packing, or holding of drugs; general
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21CFR211

CGMP for finished pharmaceutical

3. European Commission GMP

EudralLex Volume 4

veterinary use

EU guidelines to Good Manufacturing Practice — Medicinal products for human and

4. ICHQ7A

R 2-24 AENEHHRAERINT L

WHO US FDA EC GMP ICH
Authorized Person The person | N/A QP N/A
FREBRA recognized by the
national regulatory
. authority as havin
SR WHO ot | 0 T e
et e  responsibility
FA 225K A B 52 T .
BT SRR for ensuring that
QP % KO each batch  of

JRAT B ER B _E A 3K
i1 GMP B3 5
2 UNINE: S S
{HAF ZTET WHO
TR W B BE B B 2
[ 5% v R M A 3
ITINHT, fHAEFRAN
HJ GMP #YEH &% H
BAffTE .

finished product has
been manufactured,
tested and approved
for
compliance with the
laws and regulations
that

release in

in force in
country

Batch(or Lot)
#t

mE M B4
GMP Fyu#i5R1H 5
— M, TZHA%
oS AT E R
GMP H5E L5 H
AR —5.

A defined quantity
of starting material,
packaging
materials, or
product  processed
in a single process
or series of
processed so that it
is expected to be
homogeneous. It
may sometimes be
necessary to
divide a batch into a
number of
sub-batches, which
are later brought
together to form a
final homogeneous
batch. In the case of
terminal
sterilization,
batch
determined by the

the
size is

A specific quantity
of a drug or other

material  that is
intended to have
uniform  character

and quality, within
specified limits, and
is produced
according to a
single

manufacturing
order during the
same cycle of
manufacture.

A defined quantity
of starting material,
packaging

materials, or
product  processed
in a single process
or series of
processed so that it
is expected to be

homogeneous.

Note: To
complete certain
stages of
manufacture, It may
sometimes be
necessary to
divide a batch into a
number of
sub-batches, which
are later brought

together to form a
final homogeneous
batch. In the case of

A specific quantity
of material
produced in a
process or series of
processes so that it
is expected to be
homogeneous
within specified
limits. In the case of
continuous
production, a batch
may correspond to a
defined fraction of
the production. The
batch size can be
defined either by a
fixed quantity or by
the mount produced
in a fixed time
period.
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capacity of  the
autoclave. In
continuous

manufacture, the
batch must

correspond to a
defined fraction of
the production,
characterized by its
intended
homogeneity. The
batch size can be
defined either as a
fixed quantity or as
the
produced a fixed
time interval.

amount

continuous
manufacture,  the
batch must

correspond to a
defined fraction of
the production,
characterized by its
intended
homogeneity.

For control of the
finished  product,
the following
definition has been
in Annex 1 of
Directive

2001/83/EC as

amended by
Directive
2003/63/EC: ¢ for

the control of the
finished product, a
batch of a
proprietary
medicinal  product
comprises all the
units of a
pharmaceutical
form which are
made from the same
initial mass  of
material and have
undergone a single
series of
manufacturing
operations or a
single sterilization
operation or , in
case of a continuous
production process,

all the units
manufactured in a
given period of
time.
Batch number (or | A distinctive | Any distinctive | A distinctive | A unique
Lot number) combination of | combination of | combination of | combination of
e numbers and/or | letters, numbers, or | numbers and/or | numbers, letters,
letters which | symbols, or any | letters which | and/or symbols that
BE AR S U ]Lalniquely identifies a | combination .of §peciﬁcally identifies a batch
o atch on the labels, | them, from which | identifies a batch (or lot) and from
i&ﬁl, \E EH?S i its batch records | the complete which the
Zigiﬁ%:i and corresponding | history = of  the production and
- o B certificates of | manufacture, distribution history
SRANE . analysis, etc. processing, can be determined.
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packing,  holding,
and distribution of a
batch or lot of drug

product or other
material can be
determined.
Batch records All documents | N/A N/A N/A
AT associated with the
manufacture of a
batch of  bulk
4 . AT
gﬁﬁﬁﬁ g&‘g;g product or finished
N X . ! i product. The
XA, #BARIL T . .
N provide a history of
LA 7= 2%, P
o 5 % 1] i }ﬁéi ) each  batch  of
‘EVR product and of all
R L. circumstances
pertinent to  the
quality of the final
product.
Finished product A finished dosage | N/A A medicinal product | Drug product:
Bt form  that  has which has
u;ldergone allf stages u?dergone ag sta.ges The dosage form in
g PR A 9 .manu ac@re, f) . pro uctlf)n, the final immediate
s including packaging including packaging L
GMP e XERK | . . > B A packaging intended
. . in its final container 