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SMFRI2A -~ 2B5ER P T1E

- 2022F7827HEEREF$511111036545%

— 1BE] "HHRI2A  AFRBABREHENEE, K
{257 THIRI2B : AFREYIRRNERERIEE

0 B R R R a- Tl s EEES (D)

- 2022F7H29HFDAMm=*511111046895%

— KIBEWHO A i "WHO Technical Report Series, No. 1019,
2019-Annex 2 Guidelines on heating, ventilation and air-
conditioning systems for non-sterile pharmaceutical products Part 2:

Interpretation of Guidelines on heating, ventilation and air-

conditioning systems for non-sterile pharmaceutical products ; #l%E
HREEZHITHEAGMPIEE 222

Q\”O # £ @ R 8
C¥FDA EREYPEE
Taiwan Food and Drug Administration 2 3



YR 2AN

54

= p

%U“‘E
A

MRl 2AR B iR HBEEBRHEE(ATMP)HEYS
M3 R FEEAGMP1E 5 | R ELBY RIS 17 FE

° IRH6IEATMPE
mEFZZEHIE

B EX nﬁﬂﬂ@ﬁﬁ

AHT R 2 S g E
o RERARLEAFRER N

KB X ERRE

.............................

o B#tAnnex
2A K Annex
2BZ RFAERE

IR ES

IRGESE

EfE5| -

PARTB:

HSEEm

HENEH
&5l

HHGMPIE5|5E—&B

ZHRAEBERRE

8 KEEf:

1. HERBZG

ABE

3. MERIEEER

4. Xt

5. &&=

6. mEEH

7. FTINGED

8. ERiFREmEIUL

S RERESR:

BL.ENHKIEEm

B2.E ARG B RE
B3. ARRCAliREAR
B A R RE K
HETREHBLUR
B S5ATMPs

Q\/ @ £ w R B
C/‘F ERENSES

DA Taiwan Food and Drug Administration

24



— B HARGS D ERAN A ZRR ARY
BEA - WIFRBAF DR A
T EREERENRE

X 2 A 22

e

]

BE:

FERAHT A Z IR R
BRI R/~

EEERAMRZRR
=1 HRENRIZASER 2 RS )& B RVER AL S|

g B Em
H B & FHEDNAENN ~
MRNA FE
A A% . B2 5 B |
ﬁggﬂf BB e
HEBE : BN
FREBEHE (88| = s i
DNA < EERIE B[
mams)
s < o | A/
e | 1B R . B & B R
% 8 4 =
Eﬁ/ﬁﬂin\mﬂﬂ Eit
tEya4B 48/ 408 2
REAlpR A= IEEE - ERE A
B
tEya4B 48/ 408 2
B4 T B B - REDE

ALl

Z<Fff Rl 2 & A

=\ Taiwan Food and Drug Administration

25



BEBEFASRER)

2022F1H13HRE

o I EREHEIRERER EARE R BER - ARE
o MRBEFSHITHER i HETEY) - BLUSE - BE
o BEANREKNBEAL ﬁiiwﬂlﬁﬁ/ i A\ BEANRG - A4 RSRE
: .
o

RUESEBDELGER BB (2022.418HFE )
EuEzERREATED [ BeB

BERA

o HEEARIA | o BEEMIEITELEE
@ BABEHERE (R /R )
- ERERFERE(ED) ame _ e AAmAmEIE
o EERB/ANNTT BSa, o \matmrmn
0 RS EARENE/ mases EaBsg | O EERTAM ;
0 FhEEE et N
o TEER m T

15651 (34
B REHE: * B AT ANA B R G U BRI R E R EER

L

20177268 s RERABEEMEREZER ME{TEN(E SN A(2018.9.6E R EH) S
CppERENEREE

Taiwan Food and Drug Administration

26



PIC/S GMP (PE 009-16)
February 2022 Entry into force

e Revision of Annex 13
— Manufacture of investigational medicinal products

e New Annex 16
— Authorised person and batch release

« However, each PIC/S Participating Authority mMay decide

whether guidance expressed in this annex should become a
legally-binding standard in relation to imported medicinal
products
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“the keys to quality are in management’s hands ”
94% of quality problems are

system-driven (due to common causes

and are management's responsibility)

and only 6% are people-driven

(due to special causes)”

~ W. Edwards Deming
1900-1993

PIC/S GMP Guide 35 —&5(1.5-1.6)
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