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4_Cross (tangential) Flow Filtration Equipment

Cross (tangential) flow filtration equipment capable of separation of micro-organisms,

viruses, toxins or cell cultures having all the following characteristics:

b. having any of the following characteristics:

i. capable of being sterilized or disinfected in-situ; or

Technical note: In this control, 'sterilized' denotes the elimination of all viable microbes
from the equipment through the use of either physical (eg steam) or chemical agents.
'Disinfected' denotes the destruction of potential microbial infectivity in the equipment
through the use of chemical agents with a germicidal effect. 'Disinfection' and
‘sterilization’ are distinct from 'sanitization’, the latter referring to cleaning procedures
designed to lower the microbial content of equipment without necessarily achieving
elimination of all microbial infectivity or viability.

6. Spray-drying Equipment

Spray drying equipment capable of drying toxins or pathogenic microorganisms having
all of the following characteristics:

iii. capable of being sterilized or disinfected in situ.
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2B352 Equipment capable of use in handling
biological materials, as follows (see List of
Items Controlled).

d. Cross {tangential) flow filiration equipment
and “accessories.” as follows:

d.l. Cross (tangenuialy flow {iliration
equipment  capable  of  separanen  of
microorganisms. viruses, toxins or cell cultures
having all of the following characteristics:

d.i.b.  Having anv of the following
characteristics:

d.1.b.1. Capable of being sterilized
or disinfected in-situ: or

Technical Note: I this ECCN, “sterilized”
denotes the elimination of all viable wmicrobes
from the equipment through the use of either
phvsical  te.g.. sream or chemical agents.
“Disinfecred”  denotes the destruction  of
potential microbial infectivity in the equipment
through the use of chemical agents with a
germicidal  effecr. “Disinfection”  and
“sterilization” are distinct from “sanitization”,
the larrer referring to cleaning procedures
designed 1o lover the microbial conrent of
equipment  without  necessarily  achieving
eliminarion  of all wmicrobial  infectivitv  or
viabiliny.

f.  Spray-drying equipment capable of drying
toxins or pathogenic microorganisms having all
of the following characteristics:

£3. Capable of bemg sterilized or
disinfected 1n situ.
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Article 2

This Regulation shall enter into force on the day following that of its publication in the Official

Jowrnal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all
Member States.

4. Cross (tangential) fow fltration equipment and components as follows:

on eguipment Capanie o

towing o cell cultures having

Technical Note!

In 2B352.d.1.b. sterilised denotes the elimination of ail viable
microbes from the equipment through the use of either
physical (e.g. steam) or chemical agents. Disinfected denotes
the destruction of potential microbial infectivity in  the
equipment through the wse of chemical agents with a
germicidal effect. Disinfection and sterilisation are distinct from
sanitisation, the latter referring (o cleaning procedures
designed to lower the microbial content of equipment without
necessarily achieving elimination of all microbial infectivity or
viability.

h. Spray drying equipment capable of drying foxins or pathogenic
‘micreorganisms’ having all of the following:

3. {Capable of being sterilised or disinfected in situ;
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Ankk 6
Iiroduction
The following acts of the European Union en trade i centain goods which could be wsed for capital
puasharat, torure or odier cruel ; or degrading treatment o punshment shall enter into force in

Teeland with the adaprations referred tom Anick ™

i Counct Regulation {ECH No 12362005 of 27 June 2003 conceming wade in centain goods which
could be used for capital punishment. torure or other cruel inhumnn or degrading treatment or
punshnent of. comgendum in the Offiennt Joumal of the Furopean Union L 200, 30.7.2005:, of
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Section 4 Licensing requirement for controlled products

An export licence from the Ministrv of Foreign Affairs is required for the export
of products and related technology included in List 1 and List II, which constitute
Appendix I and Appendix IT to these regulations. As regards List I, the licensing
requirement also applies to products designed or modified for militarv use, regardless
of their current condition.

List Il - dual-use items (2018)

This list corresponds to Annex I to Council Regulation (EC) No 428/2009, most recently
amended by Regulation No 1969/2016 of 12 September 2016,

http://eur-ex.europa.eu/legabcontent/EN/TXT/ 2uri=01:1.:2016:307.T0C

The EU’s list of dual-use items implements internationally agreed dual-use controls: the
Wassenaar Arrangement, the Missile Technology Control Regime (MTCR), the Nuclear
Suppliers’ Group (NSG), the Australia Group and the Chemical Weapons Convention
(CWC) and combines the control lists of all these regimes.

Comments:

* In some places, the text refers to ‘military goods”. This is to be understood to mean the
content of Norway's List 1 - defence-related products.

¢ There are also references to Annex; this means the actual content of Norway's List I1.

¢ References to ‘Member States' include Norway, since Norway uses the same list as the
EU.
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2 The following goods and technology, when intended for export to the destinations
specified, are subject to export controt for the purposes set out in section 3 of the Export and

Import Permits Act:

(d) goods and technology set out in items 7-2 and 7-12 of the Guide that are intended for
export to any destination referred fo in the item of the Guide in which the goods or
technology is described.

7-12. Biological Test, Inspaction and Production Equipment, as follows:

4. Cross (tangential) flow filtration equipment
a. Cross (tangential) flow filtration equipment capable of separation of
microorganisms, viruses, toxins or cell cultures, having all the following
characteristics:

2. having any of the following characteristics:
a. capable of being sterilized or disinfected in-sitw; or
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Technical Note:

In this control, ‘sterilized’ denotes the slimination of all viable microbes from the
eguipment through the use of either physical (e.g. steam) or chemical agents.
‘Disinfected’ denotes the destruction of potential microbial infectivity in the equipment
through the use of chemical agents with 3 germicidal effect. 'Disinfection” and
‘sterifization” sre distinct from 'sa aticn’, the latter referring to cleaning procedures
designed to lower the microbial ¢ nt of equipment without necessarily achieving
elimination of all microbial infectivity or viability.

&, Spray-drying Equipment
Spray drying equipment capable of drying toxins or pathogenic
ricroorganisms having all of the following characteristics:

<. capable of being sterilized or disinfected in situ.
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2 Authority

Thes mstramer 15 made under paragragh 112024 aa) of the Customs der J001.

d.  Cross {tangential) flow filtration equipment and related components, as follows:
i, Cross (tangemual) flow filtration equipment capable of separation of
micro-crganisms, viruses, oxms or cell cultores having all the following
characteristics:

b, Hawving anyv of the following characteristics:
1. Capable of being sterilised or disinfected in situ; or
Technical Note:

In 2B352.d.1.b. ‘sterilised’ denotes the elimination of all
viable microbes fiom the equipment through the use of either
physical (e.g. steam) or chemical agents. Disinfected denotes
the destruction of potential microbial infectivity in the
equipment through the use of chemical agents with a
germicidal effect. Disinfection and sterilisation are distinct
Jfrom sanitisation, the latter referring to cleaning procedures
designed to lower the microbial content of equipment without
necessarily achieving elimination of all microbial infectivity
or viability.

L. Spray diying equipment capable of drying toxins or pathogenic

microorganisms having all of the following characteristics:

3. Capable of being sterilised or disinfected in situ:
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Implemented by the
Ministry of Foreign Affairs and Trade

under the
Customs Export Prohibition Order 2017:

Cross (tangential) flow filtration equipment and related components. as
follows:

1.

Cross (tangential) flow filtration equipment capable of separation of
micro-organisms. viruses. toxins or cell cultures having all the
following characteristics:

b.  Having any of the following characteristics:
1. Capable of bemng sterilised or disinfected in situ: or

Technical Note:

In 2B352.d.1.b. sterlised denotes the elimination of all viable
microbes fiom the equipment through the use of either
physical (e.g. steam) or chemical agents. Disinfected denotes
the destruction of potential microbial infectivity in the
equipment through the use of chemical agents with a
germicidal effect. Disinfection and sterilisation are distinct

firom sanitisation, the latter referring to cleaning procedures

designed to lower the microbial content of equipment without
necessarily achieving elimination of all microbial infectivity
or viability.

h.  Spray drying equipment capable of drying toxins or pathogenic
microorganisms having all of the following characteristics:

2

3. Capable of being sterilized or disinfected in situ.
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11. Contravention of provisions of this Act, rules, orders and foreion trade policy— 1) No
avport or ymport shall be cade b v person except m aocordance with the provisions of this Act. e
ks and orders mad thereunder and the forerza trade policy forthe time bemng n foree.

21 Exports and Imports shall be fiee, except where regulated
by FTP or any other law in force. The item wise export and
import policy shall be. as specified in ITC (HS) notified
by DGFT, as amended from time to time.

Exporof Spaci
permiied of

antboriszon saby

3poos Cross (tangential) fow filiration equipment
(1) Cross (tangzential) fiow filtration equipment capable of separation of micro-
organisms, Viruses, toxans or cell cultures having all the following charactersstics:
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having any of the following characteristics:
L ""Q&bl*’ of being sterilized or disinfected in-situr or

Technical note: In this control, sterilized’ 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 destruction of potential microbial infectivity in the equipment through the use of
chemical agents with a germicidal effect. Disinfection’ and 'sterilization’ are distinet from
‘sanitization’, the latter referring to cleaning procedures designed to lower the microbial
content of equipment without necessarily achieving elimination of all microbial infectivity or
viability.

IDO10

Spray drving equipment capable of drying toxins or pathogenic microorganisms having all of the

following characteristics

c. Capable of being sterilized or disinfected i situ.
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Con fundamento en los articulos 34 de la Ley
Organica de la Administracion Publica Federal; 4o.
fraccion lll, 5o0. fracciones il 'y X, 15, 17,y 21 de la
Ley de Comercio Exterior; 15 fraccion |, del
Reglamento de la Ley de Comercio Exterior; 1, 4, 5
fraccion XVI, 45 y 46 del Reglamento Interior de la
Secretaria de Economia, y

4. Equipos de filtracion de flujo cruzado (tangencial)

Equipos de filtracion de flujo cruzado (tangencial) con capacidad
para la separacion de microorganismos patdgenos, virus,
toxinas y cultivos de células, que relinan todas las caracteristicas siguientes:

2. Que tengan alguna de las siguientes caracteristicas:
i. Que puedan ser esterilizados o desinfectados in situ, o

Nota técnica: En este control, por ‘esterilizado” se entiende la eliminacion de
todos los microbios viables del equipo mediante el empleo de agentes fisicos
(como el vapor) o quimicos. "Desinfectado’ significa que se ha eliminado la
infectividad microbiana potencial del equipo mediante el empleo de agentes
quimicos con efecto germicida. La "desinfeccion’ y la "esterilizacion’ son
distintas de la “higienizacion', que consiste en emplear procedimientos de
limpieza encaminados a reducir el contenido de microbios en los equipos sin
consequir necesariamente eliminar toda infectividad o viabilidad microbiana.
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6. Equipo de secado por pulverizacion 6 HERRES

Equipo de secado por pulverizacion capaz de secar toxinas o microorganismos | BA T DT RN TOREEE T 5. BR E - ITREME
patdgenos teniendo todas las caracterisicas siguientes: 1A B % BN & B SR SRR

FEE LR CHREEZIRERFRETHD 2

3. Que se pueda esterilizar o desinfectar in situ.

3.
&
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4. Equipos de filtracién de fiujo cruzado (tangencial)

Equipos de filtracidn de fiyjo cruzado (tangencial) con capacidad para la separacién
de microorganismos, virus, toxinas y cullivos celulares, que reunan todas las
caracteristicas siquientes:

b. poseer alguna de las siguientes caracteristicas:

i. que puedan ser esterilizados o desinfectados in situ; 6

Nota téenica: para este control. “esterilizado™ implica la eliminacion de todos los
microorganismos viables del equipo mediante el empizo de agenies fisicos {como el
vapor} 0 quinicos. “Desinfectado” implica la destruceion de Iz pofencial infectividad
microbiana del equipo mediante €l empleo de agenies quimicos con efecto
germicida. La “desinfeccion’ y la “esterilizacion” son distinias de la “Hgienizacion’,
que consiste en emplear procedimientos de impieza cuyo fin es reducir ef contenido
de microorganismos en los equipos sin conseguir necesariamente eliminar foda
infectividad o viabilidad microbiana.
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iii. que se pueda esterilizar o desinfectar in situ.
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1} oomazmamms 18 pomepeunol  (Tauremmiftmoll  Qisrpamit
TPUSHANEHE 7% BIJOKPEMICHHA  MIKPOOPTaHisMiB.  Bipycis.
TOKCHHIB 00 KITROBHN  KyIBTyp. 100 Mae  yoi  Taxi
XAPAKTEPHOTHKIL]
b}  aac 03HY 3 TAKHX XAPAKTEPHCTHK:

1) »ome OVIH CTSPHIIZOBAHS 200 IC3iHOIKOBAHE HA MICIHIL

ave

Texuiuna npuniimea.

Y nosuyit 2B352.d. 1.b cmepuisayia osnauae sHunjents eoix
srcummezdamuyx  Mikpobie ¢ o6radHanHi 30 JON0MO2010
iztunux (Hanpuriad, napoa) abo
aAceHMIa.

Memodie XIATUHUX

Hezingeriyjin  osnavae suuuenns nomeHyinHot MikpobHOT
iHgpexyit 9 obIa0HaKHH] HLIAXOM BUKOPUCTHAHHA
barkmMepUUOHIX XIMIYHIX azeHmie.

Hesingpexyin ma cmepuizaiis ¢idpisnaomsca ¢id canimapHoi
00pobxiL.

Canimapra  obpobra cmocyemves  npoyedyp  ouillgenHs,
HPUZHAYEHIX O3A 3AIeHllenHs exicmy Atikpobie e oBaadHanHi
ma  He  GUMaA2AE€  MOGHO20  YCYHeHHA  iHghexyii  abo
AHCHNINEIOAMHOCIINT MIKPODIE.
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Technische Anmierkung:

Im Sinne von Untermummer 2B332d1b bezeichnet Sterilisation” die Entfermmg
aller vermehungsfihigen Mikroben von der Ausriistung durch die Verwendung
plysikalischer (z. B. Dampf) oder chemischer Agenzien. Desinfektion’ bezeichnet
die Zerstdrung der potenziellen mikrobiellen Infektiositdit der Ausriistung durch
die Verwendung chemischer Agenzien mit germiziden Effekten. Desinfektion uid
Sterilisation unterscheiden sich von der Sanitisation. Die Sanitisation bezieht sich
auf Reinigungsoperationen, die entwickelt vourden, um die Menge des mikrobiellen
Materials auf der Ausriistung zu verringern ohne nonsendigerweise deven villige
Infektiasitét oder Vermehrungsfihigkeit zu beseitigen.

b

Sprihtrocknungsanlagen,  gesignet 7w Thockmumg von Toxinen oder pathogencn
Mikroorganismen”, mit allen folgenden Figenschafien:

3. geeignef zur In-siftu-Sterilisation oder zur In-situ-Desinfektion.
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