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WHBRREID3D20E() DEFERESTEDNDL
B i30201)12&M2 1 1 Dl ROVFTIADIKLT 2LDET D,
DANR(DIFUERL ) THT T IVDBEIMR. T
TUHBEAL IR, FoTFTY-RFH kAL
A TUTRIANA IRFVANA ERIMLA A —T
AX—FEVANA A LRIHME DAV A A BR—F 91
WA AFIRIALR XY X—LHERFIMIVR 45D
AR HDYET7- AV THIBI(LR, OBEIMILR, HE
A lsoaniazm | 1 TIOANR A WEIANNR INRBEREIMVA /0T
LOALA KIBEO KDL R, BEIRBR DML, &
DUMVARBEEIAIVR I IINIANR L =GR 1)L
A(ASTEEBEIINNRIRD. ) FIVT=ZTIMNZR,
FrU IR BB IAA, Tz RIAIA,
FAHAVALA FUTBIMVR EEIALA, HEIT
BRIV RFTIN—RIVTURIALR MLV TINTY
HILLR(HERIFHTOHIRAF AT 26DIZR.) . &3
(FHEHRIZEY . LHE)
SN A BRBERIAVAR Za—HY RIE IR,
NUBUYALR, TEIVTFAYALRIB  T=UH( LR,
TN—=BUTIANRARXXITIRBWHR IR AVES
YAWR KT R REVEIL - Fai—- 04K ROvH
B {3ma2%&02 ¢ 1 GANARFURIANR, I— LT NI AR, Tl
BB IR AFEIMNAFEIINR STFRTS
DANRTYY IR (FVE—RFUFEDAR vy
DALRABD IR ERFEIANNREEE ) YT
L=V AN s SERTERME R R 2 LR LADAL
a) E—21Z%% 7 [1C351 Human and animal pathogens and “toxins”, as follows:
2HDND35., 77 |a Viruses, whether natural, enhanced or modified, either in the
HEEDIAIR form of “isolated live cultures” or as material including living
EU 16351 a1 material which has been inoculated or
with such cultures, as follows:
1. African horse sickness virus
b) E—5 2. African swine fever virus;
EU 1c351 fa j2 L0055, 7Y
HFEALSIAILA
o) B—SIZ% AT | 10354 Plant pathogens, as follows:
3LDD35. 7> |a. Viruses, whether natural, enhanced or modified, either in the
EU 10354 ta b1 F7Y-KTb5F |form of “isolated live cultures” or as material including living
UheHALR material which has been inoculated or
with such cultures, as follows:
1._Andean potato latent virus (Potato Andean_latent tymovirus)
DE—SIEHT | 10351 Human and animal pathogens and “toxins”, as follows:
2HDND35. 7Y |a Viruses, whether natural, enhanced or modified, either in the
FRIAINA form of “isolated live cultures” or as material including living
EU 16351 a3 material which has been inoculated or
with such cultures, as follows: ( FB&)
3. Andes virus;
&) E—5 13. Ebola virus;
EU 1c351 fa 113 250055, TR
FVANR
E—SITHKHET |56. Yellow fever virus;
EU 1C351 {a {56 250055, #E#
DAILR
O E—5I 19. Herpes virus (Aujeszky's disease);
EU 1c3s1 {a {19 BLONIL. A —
IRE—FHEIMLA
h) E—5 36. Omsk haemorrhagic fever virus
EU 1c351 fa 136 360055 L4
AU MEDAILR
i) —BIZ8H ¥ %] 37. Oropouche virus;
EU 1C351 {a {37 DO, ARKR—
FOANR
i) E— SIS T |16 Guanarito virus;
EU 1C351 fa 116 250055 HF
YbDALR
K E—5I 23. Kyasanur Forest virus;
250035, Fv
EU 10351 fa 123 R LB
43. Rinderpest virus;
EU 1C351 {a {43 2HDN35. £&E
AR
mE—S 49| 9. Congo-Crimean haemorrhagic fever virus
BLON3L, YT
EU 1c351 fa 19 7ol
AR
nE—SITHKHT | 14. Foot and mouth disease virus:
EU 1C351 da {14 260035, O
EIALR
o) E—5 45. Sabia virus;
EU 1C351 {a {45 250035 HE
TIAIR
P E—5I 32. Monkey pox virus;
EU 1C351 fa 132 20035, YL
EIMLR
D E—5I 38. Peste des petits ruminants virus:
EU 1c3s1 fa 138 L0055, MR
BREVALR
NE—SICHHT |48. Sin nombre virus;
EU 1C351 fa 148 250055, /)|
YITLYANR
E—BIELT |54. Vesicular stomatitis virus;
EU 1C351 ja i54 20035, ki
HORVMILR
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55. Western equine encephalitis virus;

EU 1C351 55 L0035, Fip
DRI
u) E—BI8%% T |49. St Louis encephalitis virus;
EU 1C351 49 250035, ok
IVARREHIAIVR
V) B SIS 46. Seoul virus;
EU 1C351 46 2HDN35. V9
IR
w) BE—BIZHL T |51. Tick-borne encephalitis virus (Russian Spring-Summer
25DN55. H= |encephalitis virus)
& 1ess o AR ED L
Z
X\NE—F ¥ |7. Chikungunya virus;
EU 1C351 7 2LDN35.FY
DTZXIANR
V) B—SIH T |6. Chapare virus;
EU 1C351 6 2HDD35. Fr
ISR
2) E— IS T |26. Louping ill virus
EU 1C351 26 2LD035. B
AV
aa) H—51 50. Teschen disease virus;
EU 1351 50 L0055, 7
SIUEIAILR
bb) —H (23T | 8. Choclo virus;
EU 1C351 8 2L0N55. Ty
B4R
cc) E—HITH&Y |10 Dengue fever virus;
EU 1C351 10 TRELONIE. T
DTBIAR
dd) F—S1 52. Variola virus
EU 1C351 52 L0035, EE
AR
ee) BE—HIT] 12 Eastern equine encephalitis virus;
EU 1351 12 THLOD5L. K
BYBRDAILR
11. Dobrava-Belgrade virus
EU 1C351 11 R
LR
ge) B—51 4. Avian influenza virus, which are
25D D55, b A |a Uncharacterised; or
YINITUHIAL |b. Defined in Annex I(2) EG Directive 2005/94/EG (OJ L 10
Z(H5XIEH7DH | 14.1.2006 p. 16) as having high pathogenicity, as follows
HEEETHED |1 Type A viruses with an IVPI (intravenous pathogenicity index)
1R%.) in 6 week old chickens of greater than 1,2; or
EU 1C351 4 2. Type A viruses of the subtypes H5 or H7 with genome
sequences codified for multiple basic amino acids at the
cleavage site of the haemagglutinin molecule similar to that
observed for other HPAI viruses, indicating that the
haemagglutinin molecule can be cleaved by a host ubiquitous
protease;
hh) E— 51 20. Hog cholera virus (swine fever virus)
EU 1C351 20 THLODIL. K
LSV
35. Nipah virus;
EU 1C351 35
21. Japanese encephalitis virus;
EU 1C351 21
B
ki) EE— 5125 34 Newcastle disease virus:
250035,
EU 1C351 34 By
AR
) E—FI<&ST | 17. Hantaan virus;
EU 1C351 17 2LDND35. 1\
B—U IR
mm) E—51 39. Porcine enterovirus type 9 (swine vesicular disease virus)
FT2LD0D55.7
B 1o 8 SILFOVALR
oF!
nn) E— B 22. Junin virus;
EU 1C351 22 THLDOD55. 7
ZUALR
00) H—HI] 5. Bluetongue virus;
EU 1C351 5 FT2L0D055.7
W—BUT IR
53. Venezuelan equine encephalitis virus:
EU 1C351 53
aa) B—HI 18. Hendra virus (Equine morbillivirus):
EU 1C351 18 2L0ND3H. AV
FS94LR
m E—BIZ LT | 10354 Plant pathogens, as follows
2HDND35. KT |a Viruses, whether natural, enhanced or modified, either in the
k- REVEIL-Fa [form of “isolated live cultures” or as material including living
EU 10354 2 78—-5404F  |material which has been inoculated or d
with such cultures, as follows: ( F1B&)
2. Potato spindle tuber viroid
ss) H—HIZHH BT |40. Powassan virus;
EU 1C351 40 260055, K
DI IAIR
30. Machupo virus;
EU 1C351 30
FakIILR
uw) - 31. Marburg virus;
EU 1351 31 THLONIB.
=T NT2ML
w) E—SI28%5 7| 33. Murray Valley encephalitis virus:
230DND35. 7
EU 1C351 33

Bl %A




1C351

ww) E—HITEY
THLOD55. ¥
FEVAILR

15. Goat pox virus;

1C351

47

) B HIHEET
250035, 5
AR

47. Sheep pox virus;

1C351

24

w) E—SI ¥
250055,
FRISDALR

24. Laguna Negra virus;

1C351

25

22) F— BT
250035, 7y
YEIAILA

25. Lassa fever virus;

1C351

28

aaa) H—FITHY
FTHLOD55.5
VE—RFUEDA

28. Lumpy skin disease virus;

1C351

41

VY ILARD
DANRERFED
ALREED.)

41. Rabies virus and all other members of the Lyssavirus genus;

1C351

42

ceo) BE—HITHKY
THLOD55. 1)
ThIRL—EIAIL

42. Rift Valley fever virus;

1C351

29

ddd) E—S123%Y
THEONI5. Y
2/ SERTENRAE BARR
HKIMLR

29. Lymphocytic choriomeningitis virus;

1C351

27

eee) E—HITHKY
FTHLOD55. )L
IVANR

27. Lujo virus;

1C351

44

) E—SI1TEKS
THL0O055.0
SAIANR

44. Rocio virus;

3m2(1)

2%&M2

HE(DIFUERS ) THOT TIT U FAURE. )b
VA ((TVRVEREEROLDIIRD. ).
—&) 29V ISE
N=2yT44 ALTH. EEFRFE. fEE. FIRE. B
EHMmEXEE (%2026, 045, 0103, 0104, 011
1,0121, 0145RU0157)  RBEFIRUTYF T 85F
B, REE. JARER. TFVALE. RRME KYYRR
. TILARE. IR MR  EF 38k, HFRBER
[FHREE

1C351

a) ETBITHET
250035, 7L
FUFRURE

c. Bacteria, whether natural, enhanced or modified, either in the

form of “isolated live cultures” or as material including living

material which has been inoculated or
with such cultures, as follows: (Eg)
8. Clostridium argentinense (formerly known as Clostridium

botulinum Type G), botulinum neurotoxin producing strains;

1C351

b) EZBITHLT
250055, Ix
Lal

12. Clostridium perfringens epsilon toxin producing types;

1C351

C)EIBITHNAT
250055, I
MER

2. Brucella abortus;

1C351

) EZBITHET
2500554
LIEYSIVT

7. Chlamydophila psittaci (formally known as Chlamydia psittaci);

1C351

) EIBITHNT
250N 4l
@ (Nn=—
)

16. Mycoplasma mycoides subspecies mycoides SC (small
colony),

1C351

NEZS ¥
2L0N55. a9
ISEN—FRUTA
4

13. Coxiella burnetii

1C351

21

g EIBITHNET
230 N35, AL
]

21. Vibrio cholerae

1C351

20

DF =l
250055 EE
FHE

20. Shigella dysenteriae

1C351

DE S=t=] ¥
250055, BE

1. Bacillus anthracis;

1C351

=
N E=SITHET
250055, F7
AE

18. Salmonella typhi

1C351

K EZSITHET
250055, HE
H KRS E (i

#%026, 045, 0
103,0104,011
1,0121,0145

&U0157)

19. Shiga toxin producing Escherichia coli (STEC) of serogroups
026, 045, 0103, 0104, 0111, 0121, 0145, 0157, and other
shiga toxin producing serogroups;

Technical Note

Shiga toxin producing Escherichia coli (STEC) is also known as
enterohaemorrhagic E. coli (EHEC) or verocytotoxin producing
E._coli (VTEQC).

1C351

NEZBITHET
250035, %5
FORNTIFT

17. Rickettsia prowasecki

1C351

m) &= e
2L0N35. 1T
FE

9. Clostridium baratii, botulinum neurotoxin producing strains;

1C351

nEIBITHET
250055, BE
]

5. Burkholderia mallei (Pseudomonas mallei);

1C351

) EIBITHHT
250055, 7%
MEH

4. Brucella suis;

1C351

p) EBITHLT
250055, TF
YHLE

11. Clostridium butyricum, botulinum neurotoxin producing
strains;

1C351

22

Q) BEZBITHET
2LDND3H KRR
~E

22. Yersinia pestis;

1C351

NEZS ¥
250055 KY
DEVS: ]

10. Clostridium botulinum

1C351

) EIBITHET
250055, %L
SEE

3. Brucella melitensis;
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104

105

106

107

108

109
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EU

1C351

DEZBITHLST
250035, WHE
RS TERIEN 2B
F38%k

15. Mycoplasma capricolum subspecies capripneumoniae (strain
F38);

EU

1C351

WEIBITHET
250055, HR
"l

14. Francisella tularensis;

EU

1C351

VEZBITHYT
250055 E5
HH

6. Burkholderia d llei (Pseudomonas d llei):

3m2(1)

2%&M2

BHR(REBFERG)THOT. 7IFMFIU 7TV,
DINTABBER(FLT7 A—F1 R—52,4TAVUX
FAA2DERIIRS, ) HT—2bF L0 HBIFIRESE
FBEER. TLI7ERRUVERE v IERRS
F). A/bFIU ALSER.EEER. ST VAV
RI—VER T-2bF L0 FRARMEY U ERALTIL
NLLIFY ROBHRRVEEERBR —LTELE
BE.RYIXRER. RLTUI0 SURVRFURBET
v

EU

1C351

BEELY
BLONIE. 7IF
FELY

d. “Toxins”, as follows, and “sub-unit of toxins” thereof: (&)
11. Aflatoxins

EU

1C351

b) E=5I

v

12. Abrin;

EU

1C351

) EZBITHNAT

2. Clostridium perfringens alpha, beta 1, beta 2, epsilon and iota
toxins

EU

1C351

25D N5 HT—
2hFy

16. HT-2 toxin;

EU

1C351

) EZBITHNAT
250055, #HE

7 phyl aureus alpha toxin

and toxic shock syndrome toxin (formerly known as

TF * (B

EER.TNITE
RRUBHRM Y
VIERRER)

phyl )

1C351

DEESE T
250055, /b
Fuy

3. Conotoxin;

EU

1C351

g H=BITHLT
250M055.aL3

HE

13. Cholera toxin

EU

1C351

h) EZBITHET
250055, Fif
HBER

6. Shiga toxin

Technical Note

Shiga toxin producing Escherichia coli (STEC) is also known as
enterohaemorrhagic E. coli (EHEC) or verocytotoxin producing
E. coli (VTEC).

EU

1C351

ERELRULAR
JI—VER

14. Diacetoxyscirpenol toxin

EU

1C351

N E=SITHLET
250055, T—2
rELY

15. T-2 toxin;

EU

1C351

WE=BI
2OD35. T
FRES ¥

8. Tetrodotoxin

EU

1C351

NE=HI
2L0N35. ER
DLTISLLIF

19. Viscum album Lectin 1 (Viscumin);

EU

1C351

m)E=8I ¥
250055, A0
BERRUTEER
BRI —LFRE
EEAH

9. Verotoxin and shiga—like ribosome inactivating proteins;

EU

1C351

nEZBITHET
250055 KY
YRRER

1. Botulinum toxins;

EU

1C351

) EZBITHHT
250055 KL
oy

18. Volkensin;

1C351

REESS S
250055, 390
DARFY

10. Microcystin (Cyanginosin);

EU

1C351

QE= e
250055, EF
v

17. Modeccin;

=]

3m2(1)

2%&M2

FTHEOOY Tk

d. “Toxins”, as follows, and “sub-unit of toxins” thereof:

EU

1C351

B LIS
BLON35. 7IF
rELY

11. Aflatoxins;

EU

1C351

b) EESITHLT
250055, 77
v

12. Abrin;

EU

1C351

o) BHESITHLT
250055, I
WA EER

2. Clostridium perfringens alpha, beta 1, beta 2, epsilon and iota
toxins

EU

1C351

o) EESITHET
25D ND55 HT—
2hFy

16. HT-2 toxin;

EU

1C351

e) BISITHLT
250055, #HE

7 phyl aureus alpha toxin

and toxic shock syndrome toxin (formerly known as

TF * (B

EER.TNITE
RRUBHRM Y
VIEGRER)

phyl )

EU

1C351

BRI
260035, 2/k
*uy

3. Conotoxin;

1C351

g HWEBITHLT
BL0ON55. L5

HE

13. Cholera toxin
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114

115

116

117

118

119

120

122

123

124

125

126

127

128

129

130

132

133

134

135

136

h) BIESISELT

6. Shiga toxin;

2LDD35. FH | Technical Note:
EU 1C351 6 HBER Shiga toxin producing Escherichia coli (STEC) is also known as
enterohaemorrhagic E. coli (EHEC) or verocytotoxin producing
E. coli (VTEC)
i) FEEIE 14. Diacetoxyscirpenol toxin
250055, VF
EU 1C351 14 BRSO R LA
J—LER
i) ELSITEST |15, T-2 toxin;
EU 1C351 15 250055, T—2
(R 2%
k) IS IS T |8. Tetrodotoxin:
EU 1C351 8 250055, FhA
[N
19. Viscum album Lectin 1 (Viscumin);
EU 1C351 19 30035, EX
DLTWISLLIF
m) BEIEIZ3 LT |9. Verotoxin and shiga-like ribosome inactivating proteins:
250055, A0
EU 1C351 9 BERRUTEER
BURY—LTE
tEaH
n) EEBITHHT | 1. Botulinum toxins
EU 1C351 1 2LDD35.KY
YRRBER
o) BISITELLY | 18. Volkensin;
EU 1C351 18 20035, KL
ka2 %
p) BT 10. Microcystin (Cyanginosin):
EU 1C351 10 250055, 3/
VAFY
o) EESITHHT |17 Modeccin:
EU 1C351 17 250055, EF
D24
MEXEEETHOT, I5ENIE— SV HFL L RERE
REZHR GV TFAT R AZF R, AV THATR-KY
AL APYAR—ILR-ZYARTRR, AL S L H—NT
A P UNEFR-TIVIRTF AR 18018 I HFURE
FRFWVEVRT IR S UEFR-AYE /88— F1)
B | 3020|2502 H VRS L TVREAFO L, RILATRS 54T
I NFIFA—HTP L EHhT+5VI= FLFT 1T«
P TOV=T JFI=REIFI=R - INFGTTA— I F3=
A TYV=T AR ATHILER RBJRILARKS I11)
ERVYR RTFRILT-A)E I/OVINR-ILARIE
a) EAES 1G354 Plant pathogens, as follows:
2HDD35, YFE |b. Bacteria, whether natural, enhanced or modified, either in the
1398—-33 %% | form of “isolated live cultures” or as material which has been
SAEEERF=H inoculated or d with such cultures, as
EU 16354 4 2z follows
4. Clavibacter michiganensis subsp. Sepedonicus
(c um g subsp. Sep um or
Corynebacterium Sepedonicum):
DERSBITEHLT |e. Fungi, whether natural, enhanced or modified, either in the
2HDN35, 9% | form of “isolated live cultures” or as material including living
EU 10351 1 DA AT R+ A3F R | material which has been inoculated or d
with such cultures, as follows:
1. Coccidioides immitis;
C)ERBITHHT |2. Coccidioides posadasil
2L0N55. a9
EU 16351 2 A ARG
v
) ERESICHET |2. C us miyabeanus (+ porium oryzae);
250055, 3
EU 10354 2 AR L2 ST
TRR
&) BHBITHLY |c. Fungi, whether natural, enhanced or modified, either in the
BHDND35, ALk |form of “isolated live cultures” or as material which has been
rID L h—nD4 inoculated or d with such cultures, as
EU 10354 1 follows:
1. Golletotrichum kahawae (Colletotrichum coffeanum var.
virulans);
EESBITKYT |b. Bacteria, whether natural, enhanced or modified, either in the
BHDD35, Yo |form of “isolated live cultures” or as material which has been
EU 10354 1 FEFR-FILEUH| inoculated or d with such cultures, as
FUR follows:
1. Xanthomonas albilineans
g) BAEBITHAT 3. Xanthomonas oryzae pv. oryzae (Pseudomonas campestris pv.
25DN55. HF2 |oryzae);
B 10354 ¢ FEFR AL
YNn—-FE
nERS 2 P pv. citri (; mp
2HDD35, Y |ov. citri A) [Xanthomonas campestris pv. citri]
EU 10354 2 FEFR-TUVIR
FAR 18— Y|
rY
NERS ¥ |9. synchytrium endobioticium,
250055, Vv
EU 10354 9 SR TURE
FFUL
) EHBIZHHL T |8. Sclerophthora rayssiae var. zeae:
2L0N55. RY
EU 10354 8 LETRS-54L7
I-NFTF—
7T
K BRI 11. Thecaphora solani
EU 10354 11 250035, 2h
10. Tilletia indica
EU 10354 10 20035, FL
FTAVTFAN
m) EEBITHLT |6. Magnaporthe oryzae (Pyricularia oryzae):
EU 1C354 6 30035, 7Y
FRLT-AUE
n) BAEBITHB T |4. Puccinia graminis ssp. graminis var. graminis/Puccinia graminis|
ssp. graminis var. stakmanii (Puccinia graminis [syn. Puccinia
EU 10354 4 graminis f. sp. triticil);




137

138

139

140

142

143

144

145

146

147

148

149

150

152

153

o) BHESI 5. Puccinia striiformis (syn. Puccinia glumarum);
250055, 7Y
EU 10354 AR ATE
JLER
P EEBITHLT |7.P pora philippi P P
2HDN35, <0 |sacchari);
EU 10354 JAHLBERKS
TAVERVTR
QHES 6. Magnaporthe oryzae (Pyricularia oryzae):
EU 10354 25005537
FRLTF-FUE
3. Microcyclus ulei (syn. Dothidella ulei)
EU 10354
5. Ralstonia solanacearum, race 3, biovar 2
23DND35. 3L
EU 10354 R=TISFET
WL L—RIRY
REFE2
E-S. . EISELIMSI 2O OHEOIELE
DS HREERFSE LD =
B lsoaniazm2 | 11k SHATRLOEEESE DUBOBREIEET HBRIET
(RBIE T /L TSRSF MSVRARY U RURIS—%5E
o)
PEIS 1C353 Genetic elements and genetically modified organisms, as
250N55. H— [follows
B. BB XIEE |a Genetically modified organisms or genetic elements that
HE(10351.a, contain nucleic acid sequences associated with pathogenicity of
e e 1C351.b,, 16351.c, |organisms specified in 10351.a, 1C351.c, 1C351.e. or 1C354
1C351.e., 10352
1£1C354) 2]
240
b) EASI b. Genetically modified organisms or genetic elements that
2HDND35, FE= |contain nucleic acid sequences coding for any of the “toxins”
£(10351.d) XIZ |specified in 1C351.d. or “sub-units of toxins” thereof.
FEMSITHB TS |Technical Notes
L0 1. Genetic elements include, inter alia, chromosomes, genomes
plasmids, transposons and vectors whether genetically modified
EU 1C353 or unmodified.
2. Nucleic acid sequences associated with the pathogenicity of
any of the micro-organisms specified in 1G351.a, 1C351.b.
1C351.c., 1C351.¢., 1352 or 1C354 means any sequence
specific to the specified micro—organism that:
a In itself or through its transcribed or translated products
represents a significant hazard to human, animal or plant health
(FHEHRIEY . L HE)
b. Is known to enhance the ability of a specified micro—organism
or any other organism into which it may be inserted or
otherwise integrated, to cause serious harm to humans, animals
or plant health
EU 10353 Note: 1C353 does not control nucleic acid sequences
d with the pathog of i
Escherichia coli, serotype 0157 and other verotoxin producing
strains, other than those coding for the verotoxin, or for its
sub-units
E—S . EI8EIERESICTRETILOOHBOIEL
BIDSLAEREERRSLILOREE=SHLITER
B 30202502 ¢ 1€ T HEDEEESE SHROERRIERT 5>
ISEEFERELEN (MENEST.)
PES 1C353 Genetic elements and genetically modified organisms, as
24003, F— |follows
B.EZBXIEE |a Genetically modified organisms or genetic elements that
B 10353 HE(16351a,  |contain nucleic acid sequences associated with
1C351.b, 1C351.c, | pathogenicity of organisms specified in 1G351.a, 1C351.b.
10351.e., 10352 | 1C351.c, 1C351.¢., 1C352 or 1C354; (#%E5)
b. Genetically modified organisms or genetic elements that
contain nucleic acid sequences coding for any of the “toxins”
£(10351.d) XIZ |specified in 1C351.d. or “sub-units of toxins” thereof.
FEMSITHEBT S |Technical Notes
L0 1. Genetically-modified organisms includes organisms in which
EU 1C353 the genetic material (nucleic acid sequences) has been altered
in a way that does not occur naturally by mating and/or natural
recombination, and encompasses those produced artificially in
whole or in part.
2. Genetic elements include inter alia chromosomes, genomes,
plasmids, transposons, and vectors whether genetically modified
(FHEERIEY . LHE)
3. Nucleic acid sequences associated with the pathogenicity of
any of the micro-organisms specified in 1G351.a, 10351.c.
1C351.e. or 16354 means any sequence specific to the
specified micro—organism that:
a In itself or through its transcribed or translated products
represents a significant hazard to human, animal or plant health
or
b. Is known to enhance the ability of a specified micro—organism
v 10353 or any other organism into which it may be inserted or
otherwise integrated, to cause serious harm to humans, animals
or plant health
Note: 1C353 does not control nucleic acid sequences
d with the pathog of i
Escherichia coli, serotype 0157 and other verotoxin producing
strains, other than those coding for the verotoxin, or for its
sub-units
R iﬁtﬁ%sﬂi?mamzmtﬁ(z{(f)ﬁ%g%@%ﬁiméﬁ
HOLDIE. ROVTANIEETEEDET S,
a 3D 22 | 21— ?%EB‘]?{C:’A&)[:EUB?L%:%E‘EE’)T‘ ROVWT IS
22)1 BL5L0
30 4 PEHHCADOLAAPIRIGPATHAIERADE
=] 25Mm2 ) 21—
2(2)1 &
2B352 Equipment capable of use in handing biological materials
D35 WEHHL |as follows
RADHDLAILAPS |a. Complete biological containment facilities at P3, P4
EU 2B352 RIFP4THBHHER |containment level;
ADEE Technical Note
P3 or P4 (BL3, BL4, L3, L4) containment levels are as specified
in the WHO Laboratory Biosafety manual (3 rd edition Geneva
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f. Protective and containment equipment, as follows: (&)

2. Class Ill biological safety cabinets or isolators with similar
performance standards:

Note: In 2B352f.2., isolators include flexible isolators, dry boxes,
anaerobic chambers, glove boxes and laminar flow hoods (closed
with vertical flow).
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f. Protective and containment equipment, as follows:

1. Protective full or half suits, or hoods dependent upon a
tethered external air supply and operating under positive
pressure:

Note: 2B352.f.1. does not control suits designed to be worn
with self-contained breathing apparatus.

2. Class Ill biological safety cabinets or isolators with similar
performance standards;

Note: In 2B352f.2., isolators include flexible isolators, dry boxes,
anaerobic chambers, glove boxes and laminar flow hoods (closed
with vertical flow).
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b. Fermenters and components as follows:

1. Fermenters capable of cultivation of pathogenic
“microorganisms” or of live cells for the production of
pathogenic viruses or toxins, without the propagation of
aerosols, having a total capacity of 20 litres or more

2. Components designed for fermenters in 2B352.b.1. as
follows:

a. Cultivation chambers designed to be sterilised or
disinfected in situ;

b. Cultivation chamber holding devices;

c. Process control units capable of simultaneously

g and g two or more system
parameters (e.g, temperature, pH, nutrients, agitation, dissolved
oxygen, air flow, foam control)

Technical Note

For the purposes of 2B352.b. fermenters include bioreactors.
single-use (disposable) bioreactors, chemostats and continuous—
flow systems
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b. Fermenters and components as follows: ( Bg)

Technical Note

For the purposes of 2B352.b. fermenters include bioreactors,
single-use (disposable) bioreactors, chemostats and continuous—
flow systems.
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1. Fermenters capable of cultivation of pathogenic
“microorganisms” or of live cells for the production of
pathogenic viruses or toxins, without the propagation of
aerosols, having a total capacity of 20 litres or more
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2. Components designed for fermenters in 2B352.b.1. as follows:
a. Cultivation chambers designed to be sterilised or disinfected in
situ;

b. Cultivation chamber holding devices;
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c. Process control units capable of simultaneously monitoring

and g two or more system p:
(e.g. temperature, pH, nutrients, agitation, dissolved oxygen, air

flow, foam control),
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b. Fermenters and components as follows: ( 1Bg)

Technical Note

For the purposes of 2B352.b. fermenters include bioreactors,
single-use (disposable) bioreactors, chemostats and continuous—
flow systems.
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1. Fermenters capable of cultivation of pathogenic
“microorganisms” or of live cells for the production of
pathogenic viruses or toxins, without the propagation of
aerosols, having a total capacity of 20 litres or more
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b. Cultivation chamber holding devices;
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c. Process control units capable of simultaneously monitoring

and g two or more system p:
(e.g. temperature, pH, nutrients, agitation, dissolved oxygen, air

flow, foam control),
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c. Centrifugal separators, capable of continuous separation
without the propagation of aerosols, having all the following
characteristics:

1. Flow-rate exceeding 100 litres per hour;

2. Components of polished stainless steel or titanium

3. One or more sealing joints within the steam containment
area; and

4. Capable of in situ steam sterilisation in a closed state
Technical Note

Centrifugal separators include decanters.
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d. Cross (tangential) flow filtration equipment and components as
follows:
1. Cross (tangential) flow filtration equipment capable of
separation of pathogenic micro-organisms, viruses, toxins or cell
cultures, without the propagation of aerosols, having all of the
- 30}, 28352 following characteristics:
2(2)4 a. A total filtration area equal to or greater than 1 m 2 ; and
b. Having either of the following characteristics:
1. Capable of being sterilised or disinfected in situ; or
2. Using disposable or single-use filtration components;
(FHEHRIZEY . 2LHE)
Technical Note:
In 2B352.d.1.b. sterlised denotes the elimination of all viable
microbes from the equipment through the use of either physical
(e.g. steam) or chemical agents. Disinfected denotes the
EU 28352 destruction of potential microbial infectivity in the equipment
through the use of chemical agents with a germicidal effect
Disinfection and sterilisation are distinct from sanitisation, the
latter referring to cleaning procedures designed to lower the
microbial content of equipment without necessarily achieving
a 3D 2mm2 | 2 2R352 Eﬂ%l:ﬁl‘f&%ﬂ)Izﬁﬁ'&é;’)!:ﬁﬁbfzﬁﬂﬁﬁ’éﬁa’(\
2(2)4 AL BEFE02FH AL EDLD
2. Cross (tangential) flow filtration components (e.g modules.
elements, cassettes, cartridges, units or plates) with filtration
area equal to or greater than 0,2 m 2 for each component and
EU 28352 designed for use in cross (tangential) flow filtration equipment
specified in 2B352.d;
Note: 2B352.d. does not control reverse osmosis equipment, as
specified by the manufacturer.
EREEERTHO T ROIRUAISKETEL0
30 A 24BRISOEF10F OS5 LLLEL000F A SLRED
a 25%M2 ) 2iE 2B352 "
22)5 KEEDENERT HLD
0 ERIKYRNBOREET EENTED LD
e. Steam sterilisable freeze drying equipment with a condenser
EU 2B352 capacity exceeding 10 kg of ice in 24 hours and less than 1 000
kg of ice in 24 hours;
WBIHIRBTHOT. ROMDSNETORTITHLT 26D
A KPHREEM1EMBHY0. 45055 L5 E400%0
TSLUTFDED
1) 0 FHHTFEIOVAIOA— LU TOREERET L
B 2s0ien | 2iEBO= R HARGLORERBEREORN OB ROLETTY
2 HFRI10YMIA 4~ MLUTORBERET LA THE
BH0
N EBELRETHBORBRIEBEET 5L TED
L0
2B352 Equipment capable of use in handiing biological materials,
as follows: (#EE)
h. Spray drying equipment capable of drying toxins or pathogenic
microorganisms having all of the following:
30 1. A water evaporation capacity of > 0,4 kg/h and < 400 kg/h;
EU ! 2(2)5M12%M2 | 2iHEBD= 2B352 2. The ability to generate a typical mean product particle size of
2 <10 g m with existing fittings or by minimal modification of the
spray-dryer with nozzles enabling of the
required particle size; and
3. Capable of being sterilised or disinfected in situ.
MEBRHLAD SWTAVLhSMED O DEE
3D . THOT.ITIAVARDBREANDEBEEHT HL50EL
B e 202 2iR 28352 FEBOKBRET—KTHEED D, TONHEBE
ISHEFFS B ENTEDLD
f. Protective and containment equipment, as follows:
1. Protective full or half suits, or hoods dependent upon a
v 28352 tethered external air supply and operating under positive
pressure;
a 3D 2mp2 | 21t 2R352 #ﬁ%iﬁ%%@ﬂ&{\@ﬁﬁﬁ@%ﬁf&r)f‘ RAZEOEE
2(2)7 H1ILHA—FLUEDED
& Chambers designed for aerosol challenge testing with
EU 2B352 “microorganisms”, viruses or “toxins” and having a capacity of 1
m 3 or greater.
8 LI PP B WHEBELIEBFRIENLOHSETH>T. RO
2(2)8
A FZEH. RATAS. SERRSMAMBHRIEES 5L
3D LEMBER X SEZH THOT. DM BELSETEAT 1
2] 2502 1 210\ 9A350 g HO % o ke
2(2)8 FUET0I/OVREDRFE RIKETHEB N B2 vbL
BABOINETHRATES LD
9A350 Spraying or fogging systems, specially designed or
modified for fitting to aircraft, “lighter-than—air vehicles” or
unmanned aerial vehicles, and specially designed components
therefor, as follows:
a. Complete spraying or fogging systems capable of delivering,
from a liquid suspension, an initial droplet ‘VMD’ of less than
EU 9A350 50 gm at a flow-rate of greater than two litres per minute; (F1
B&)
Note: Aerosol generating units are devices specially designed or
modified for fitting to aircraft such as nozzles, rotary drum
atomisers and similar devices.
Note: 9A350 does not control spraying or fogging systems and
components that are demonstrated not to be capable of
(FHEERIEY . L HE)
Technical Notes:
1. Droplet size for spray equipment or nozzles specially designed
for use on aircraft, “lighter—than~air vehicles” or unmanned
EU 9A350 aerial vehicles should be measured using either of the following
a. Doppler laser method,
b. Forward laser diffraction method
2.1n 9A350 ‘VMD’ means Volume Median Diameter and for
water—based systems this equates to Mass Median Diameter
O fZE. RATH. SERREMAMERIHEET 5L
30 LEI7Y— LV REEBORTL—T—LRIE/XLT
BL ppp(2%02 20 9A350 5T, I EAHAT (7 B TS0SH A R BRI
ERAEREENS2Y VLB BOBETHRHTEIL0
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b. Spray booms or arrays of aerosol generating units capable of
delivering, from a liquid suspension, an initial droplet ‘VMD’ of

EU 9A350 less than 50 #m at a flow-rate of greater than two litres per
minute;
> N R SMKIEAT 17 B T0I/OV RBDRFE
=] (3> 25m2 1 21\ n 9A350 BEEHEENS2YYMLENBOBETHR CELEE
2(2)8 ISR B&SITRELIT7Y — L REREE
o onas0 c. Aerosol generating units specially designed for fitting to

systems specified in 9A350.a. and b.






