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Notification Details:

The total numbers of TBT notifications issued by the various WTO-member countries in June 2014 were
160. Among these 160 notifications, 48 notifications were addendums that notified adoption of a

regulation based on a notification issued earlier.

Product-wise Information: Out of the total 160 notifications 54 are related to food and food products,
29 related to electrical equipment,12 related to pharmaceuticals , 8 related to chemicals, 8 related to
domestic appliances and the remaining 49 notifications were related to textiles, tobacco, toys,
construction ,energy , footwear fuel , furniture, steel , medical mineral , safety device , cosmetics,

chemicals, automobiles and animal products.

Country-wise Information: Out of the total 160 notifications, USA issued 17 notifications, 15 each by
UAE and Ecuador, 12 by Brazil , 10 by Vietnam , 9 by Chile , 8 each by Kenya and Korea , 6 each by china

and Canada. The remaining 54 notifications were from other WTO Member countries.

Request for relevant regulations/translated copies sent to the issuing countries:

We have sent request for regulations/translated copies for 35 notifications.

a. We received responses from Ecuador, Israel, Korea, Kuwait, Costa Rica, Guatemala, and
Honduras, UAE, Malaysia, Saudi Arabia, South Africa and Germany. So, a total of 12 responses were
obtained.
b. Out of these 12 responses, Countries like UAE, Malaysia, Saudi Arabia, South Africa and
Germany provided us the copies of English version of the regulation.
Other countries like Ecuador, Israel, Korea, Kuwait, Costa Rica, Guatemala, and Honduras
has responded that they do not have an English version of regulation.
d. In addition to this, Chile, china, Columbia, Egypt, Kenya, Philippines and Nicaragua has not yet

responded to our request.




Details of Request for Regulation
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Document

Date

Members

Product

G/TBT/N/ECU/114/Add.2

06-02-2014

Ecuador

848110-- Pressure-
reducing valves, 848120-
- Valves for oleohydraulic
or pneumatic
transmissions, 848130--
Check (nonreturn)
valves, 848180-- Other
appliances, 848190--
Parts

G/TBT/N/MYS/42

06-02-2014

Malaysia

All food (ICS: 67)

G/TBT/N/MYS/43

06-02-2014

Malaysia

Formula dietary food
(ICS: 67)

G/TBT/N/ARE/207

06-04-2014

United Arab
Emirates

All products bearing the
"G" Mark

G/TBT/N/CRI/145

06-04-2014

Costa Rica

textile

G/TBT/N/TPKM/153/Add.1

06-04-2014

Taipei,
Chinese

food

G/TBT/N/TPKM/159/Add.1

06-04-2014

Taipei,
Chinese

flavouring ingredients

G/TBT/N/COL/205

06-05-2014

Colombia

diesel,

G/TBT/N/GTM/86

06-05-2014

Guatemala

textile

G/TBT/N/NIC/138

06-05-2014

Nicaragua

textile

G/TBT/N/PAN/44

06-05-2014

Panama

textile

G/TBT/N/ZAF/176

06-06-2014

South Africa

04-DAIRY PRODUCE;
BIRDS' EGGS; NATURAL
HONEY; EDIBLE
PRODUCTS OF ANIMAL
ORIGIN,NOT ELSEWHERE
SPECIFIED OR INCLUDED

G/TBT/N/DEU/12/Rev.1

06-11-2014

Germany

Food Products

G/TBT/N/ISR/805

06-11-2014

Israel

1006-Rice.




G/TBT/N/ZAF/66/Rev.1

06-11-2014

South Africa

APJ-SL
LAW OFFI (g}
16-PREPARATIONS OF
MEAT, OF FISH OR OF
CRUSTACEANS,

MOLLUSCS OR OTHER
AQUATIC

INVERTEBRATES, 17-
SUGARS AND SUGAR
CONFECTIONERY, 18-
COCOA AND COCOA
PREPARATIONS, 1901-

Malt extract and others

G/TBT/N/ECU/66/Add.2

06-12-2014

Ecuador

270750-- Other aromatic
hydrocarbon mixtures of
which 65% or more by
volume (including losses)
distils at 250°C by the
ASTM D 86 method,
271011--- Light oils and
preparations, 271019---
Other, 271111--- Natural
gas, 271121--- Natural
gas

G/TBT/N/KOR/499

06-12-2014

Korea,
Republic of

Electrical Appliances

G/TBT/N/ARE/209

18/06/2014

United Arab
Emirates

live chilled frozen
abalone

G/TBT/N/ARE/210

18/06/2014

United Arab
Emirates

frozen fish

G/TBT/N/ARE/214

18/06/2014

United Arab
Emirates

halal chicken

G/TBT/N/HND/85

18/06/2014

Honduras

textile

G/TBT/N/ARE/213

19/06/2014

United Arab
Emirates

pomegranate

G/TBT/N/ARE/215

19/06/2014

United Arab
Emirates

citrus fruit

G/TBT/N/SAU/760

19/06/2014

Saudi
Arabia,
Kingdom of

tyre




G/TBT/N/ECU/259

23/06/2014

Ecuador
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722211--- Of circular
cross-section, 722219---
Other, 722220-- Bars and
rods, not further worked
than cold-formed or
cold-finished, 722230--
Other bars and rods,
722240-- Angles, shapes
and sections

G/TBT/N/CHL/219/Add.3

27/06/2014

Chile

food

G/TBT/N/CHL/221/Add.2

27/06/2014

Chile

food

G/TBT/N/KWT/223

27/06/2014

Kuwait, the
State of

Foodstuffs: Puffed Grain
(1CS: 67.060)

G/TBT/N/SAU/761

27/06/2014

Saudi
Arabia,
Kingdom of

Foodstuffs: Milk
products with probiotics
(ICS Code: 67.100)

G/TBT/N/ARE/209/Corr.1

30/06/2014

United Arab
Emirates

live chilled frozen
abalone

G/TBT/N/ARE/217

30/06/2014

United Arab
Emirates

milk supplementary food
for infant and children

G/TBT/N/ARE/218

30/06/2014

United Arab
Emirates

camel organic raw milk

G/TBT/N/ARE/219

30/06/2014

United Arab
Emirates

Organic dates

G/TBT/N/ARE/220

30/06/2014

United Arab
Emirates

food

G/TBT/N/CHL/274

20/06/2014

Chile

Bidirectional meters

Notifications Pertaining to Tariff Lines with Negligible Export from India:

A total of 72 notifications issued during June 2014 where no export is happening from India to the

notifying country on the products mentioned on these notifications. These notifications are listed below:

SL.NO

Document

Date

Members

Product

1.

G/TBT/N/ECU/151/Add.1

06-02-2014

Ecuador

854420-- Co- Axial
cable and other co-
Axial electric
conductors, 854470-
- Optical fibre cables




G/TBT/N/CHN/1051

06-03-2014
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Tungsten halogen
lamp (ICS: 27.010)

G/TBT/N/CHN/1053

06-03-2014

Resistance welding
equipment and
equipment used in
similar processes

G/TBT/N/CHN/1055

06-03-2014

Combustion
powered
wheelchairs (ICS:
11.180.10)

G/TBT/N/EGY/68

06-03-2014

Energy efficiency
label for air
conditioners (ICS :
23.120; 27.080)

G/TBT/N/COL/206

06-05-2014

Colombia

meatcapybras,
hydrochaeris

G/TBT/N/MDA/22

06-05-2014

Moldova,
Republic of

2402-Cigars,
cheroots, cigarillos
and cigarettes, of
tobacco or of
tobacco substitutes.

G/TBT/N/ECU/252

06-06-2014

Ecuador

842810-- Lifts and
skip hoists, 842840--
Escalators and
moving walkways

G/TBT/N/ECU/253

06-06-2014

Ecuador

950510-- Articles for
Christmas festivities,
950590-- Other

G/TBT/N/ECU/254

06-06-2014

190211---
Containing eggs,
190219--- Other,
190220-- Stuffed
pasta, whether or
not cooked or
otherwise prepared,
190230-- Other
pasta, 190240--
Couscous, 190430--
Bulgur wheat,
190490-- Other,
190510--
Crispbread, 190520-
- Gingerbread and
the like
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G/TBT/N/ECU/255 06-06-2014 Ecuador 190531--- Sweet
biscuits, 190532---
Waffles and wafers,
190590-- Other
G/TBT/N/ECU/256 06-06-2014 420211--- With
outer surface of
leather, of
composition leather
or of patent leather,
and Other

G/TBT/N/SWE/128 06-06-2014 Sweden - Windows or other
daylight sources. -
Lighting devices for
artificial lighting -
Individual pens and
huts for calves -
Alarm and
emergency
ventilation in calve
houses - Pens for
cattle - Cubicles for
adult cattle with a

maximum weight of
400 kg. - Slatted
floors for cattle -
Alarm and

emergency
ventilation in pig
houses - Pens for
farrowing sows -
Pens for dry
pregnant sow -
Open shed for
outwintering sheep
G/TBT/N/CHL/267/Add.1 06-11-2014 Meat of bovine
animal




G/TBT/N/ISR/804

06-11-2014

Israel
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3811-Anti-knock
preparations,
oxidation inhibitors,
gum inhibitors,
viscosity improvers,
anti-corrosive
preparations and
other prepared
additives, for
mineral oils
(including gasoline)
or for other liquids
used for the same
purposes as mineral
oils., 271119---
Others

G/TBT/N/ISR/806

06-11-2014

Israel

8531-Electric sound
or visual signalling
apparatus (for
example, bells,
sirens, indicator
panels, burglar or
fire alarms), other
than those of
heading 85.12 or
85.30.

G/TBT/N/ISR/807

06-11-2014

8531-Electric sound
or visual signalling
apparatus (for
example, bells,
sirens, indicator
panels, burglar or
fire alarms), other
than those of
heading 85.12 or
85.30.

G/TBT/N/PAN/45

06-11-2014

Panama

fuel

G/TBT/N/CHL/270

06-12-2014

Chile

wood pellet heaters

G/TBT/N/CHL/271

06-12-2014

Chile

wood pellet heaters

G/TBT/N/CHL/272

06-12-2014

Chile

wood pellet heaters

G/TBT/N/ECU/173/Add.1

06-12-2014

Ecuador

731814--- Self-
tapping screws




G/TBT/N/USA/859/Add.2

06-12-2014

United
States of
America
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4102-Raw skins of
sheep or lambs
(fresh, or salted,
dried, limed, pickled
or otherwise
preserved, but not
tanned, parchment-
dressed or further
prepared), whether
or not with wool on
or split, other than
those excluded by
Note 1 (c) to this
Chapter.

G/TBT/N/USA/901/Add.1

06-12-2014

United
States of
America

fuel : gasoline,
ethanol

G/TBT/N/PHL/179/Corr.1

13/06/2014

Philippines

sauce

G/TBT/N/PHL/180/Corr.1

13/06/2014

Philippines

sauce

G/TBT/N/BRA/451/Add.2

16/06/2014

Brazil

850710-- Lead- Acid,
of a kind used for
starting piston
engines

G/TBT/N/BRA/458/Add.2

16/06/2014

Brazil

850710-- Lead- Acid,
of a kind used for
starting piston
engines

G/TBT/N/CAN/416

16/06/2014

Canada

Water supplied on
board conveyances
(ICS codes: 13.060,
93.025)

G/TBT/N/VNM/38

16/06/2014

Viet Nam

Electric detonator
N°8

G/TBT/N/VNM/39

16/06/2014

Viet Nam

Amonite explosive
AD-1

G/TBT/N/VNM/40

16/06/2014

Viet Nam

Safety milisecond
delay electric
detonator

G/TBT/N/VNM/41

16/06/2014

Viet Nam

Plain detonator N°8

G/TBT/N/VNM/42

16/06/2014

Viet Nam

Milisecond delay
electric detonator

G/TBT/N/VNM/43

16/06/2014

Viet Nam

Detonating cord
12gr/m

G/TBT/N/VNM/44

16/06/2014

Viet Nam

Ammonium nitrate




G/TBT/N/VNM/45

16/06/2014

Viet Nam
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Industrial safety
fuse

G/TBT/N/VNM/46

16/06/2014

Viet Nam

Electrical blasting
machinery

G/TBT/N/VNM/47

16/06/2014

Viet Nam

Blasting ohmmeters

G/TBT/N/ZAF/177

16/06/2014

South
Africa

650610-- Safety
headgear

G/TBT/N/KEN/413

17/06/2014

Kenya

2501-Salt (including
table salt and
denatured salt) and
pure sodium
chloride, whether or
not in aqueous
solution or
containing added
anti-caking or free-
flowing agents; sea
water.

G/TBT/N/ARE/208

18/06/2014

United
Arab
Emirates

smoked fish

G/TBT/N/ARE/211

18/06/2014

United
Arab
Emirates

Dried Sweet Basil

G/TBT/N/CRI/146

18/06/2014

Costa Rica

Metrology.
Intended to
Measure Alcohol
Concentration
Exhaled Air (22
pages, in Spanish)
Instruments

G/TBT/N/KEN/414

18/06/2014

151110-- Crude oil

G/TBT/N/KEN/415

18/06/2014

110423--- Of maize
(corn)

G/TBT/N/KEN/416

18/06/2014

2711-Petroleum
gases and other
gaseous
hydrocarbons.,
8609-Containers
(including
containers for the
transport of fluids)
specially designed
and equipped for
carriage by one or
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more modes of
transport., 8704-
Motor vehicles for
the transport of
goods.

G/TBT/N/KEN/417

18/06/2014

741700-Cooking or
heating apparatus of
a kind used for
domestic purposes,
non-electric, and
parts thereof, of
copper.

G/TBT/N/KEN/418

18/06/2014

2309-Preparations
of a kind used in
animal feeding.

G/TBT/N/KEN/419

18/06/2014

84191--
Instantaneous or
storage water
heaters, non-
electric:

G/TBT/N/KEN/420

18/06/2014

Kenya

Animal feeding
stuffs

G/TBT/N/ARE/212

19/06/2014

United
Arab
Emirates

fresh fruit juice

G/TBT/N/ARE/216

19/06/2014

United
Arab
Emirates

edible vegetable oil
part 1

G/TBT/N/TPKM/164

19/06/2014

Taipei,
Chinese

Pre-packaged
vitamin and mineral
tablets and
capsules.

G/TBT/N/CHL/267/Add.2

20/06/2014

Chile

Meat of bovine
animal

G/TBT/N/CHL/273

20/06/2014

Chile

Electrical oven

G/TBT/N/ECU/44/Add.5

20/06/2014

Ecuador

General Ecuadorian
for Conformity
Assessment" and
"Procedures




G/TBT/N/BRA/593

23/06/2014

Brazil
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Draft resolution of
the pharmacopeial
monographs on the
heparin sodium
from bovine and
porcine in the
Brazilian
Pharmacopoeia.

G/TBT/N/ECU/257

23/06/2014

Ecuador

848110-- Pressure-
reducing valves,
848130-- Check
(nonreturn) valves,
848180-- Other
appliances

G/TBT/N/ECU/258

23/06/2014

851671--- Coffee or
tea makers, 851672-
-- Toasters, 851679--
- Other

G/TBT/N/ECU/260

23/06/2014

Ecuador

360410-- Fireworks,
360490-- Other

G/TBT/N/ECU/261

23/06/2014

Ecuador

080250-- Pistachios

G/TBT/N/MEX/264/Add.1

23/06/2014

Mexico

lighters

G/TBT/N/PRY/77/Add.1

23/06/2014

Paraguay

42-articles of
leather; saddlery
and harness; travel
goods, handbags
and similar
containers; articles
of animal gut (other
than silk- worm gut),

G/TBT/N/ZAF/85/Rev.1/Add.1

25/06/2014

South
Africa

1206-Sunflower
seeds, whether or
not broken.

G/TBT/N/ZAF/86/Rev.1/Add.1

25/06/2014

South
Africa

1201-Soya beans,
whether or not
broken.

G/TBT/N/CZE/175

26/06/2014

Czech
Republic

902920-- Speed
indicators and
tachometers;
stroboscopes

G/TBT/N/OMN/154

27/06/2014

Bottled drinking
water

G/TBT/N/OMN/155

27/06/2014

Canned stone fruits
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G/TBT/N/OMN/156 27/06/2014 Chilled chicken (ICS

G/TBT/N/OMN/157 27/06/2014 Fruits and
vegetables and their
products - frozen
mixed vegetables
G/TBT/N/OMN/158 27/06/2014 High fructose syrup
(42% and 55%)

Notifications Where Response is under Process

There are 53 notifications issued in June 2014 where the products mentioned are of India’s export

interest. Letters have already been sent to their respective stakeholders; however, the responses from

the stakeholders are awaited. We are following up on these notifications.

List of Notifications

Document Date Members Product Draft regulation

G/TBT/N/KOR/494 | 06-02-2014 | Korea, Motor Vehicles The draft regulation provides the
Republic of following:

A. Inspection on any deceitful or
fraudulent manner in  which
performance and quality certifying
tests of auto replacement parts
have been carried out:

a. Deceitfully or fraudulently
tested auto replacement parts
erode credibility on the quality and
performance of those parts and
invite a host of consumer
complaints.

b. A governmental testing
agency (Korea Automobile Testing
and Research Institute) will verify if
an auto replacement part's
performance and quality
certification was carried out in a
deceitful or fraudulent manner.

C. Credibility on auto
replacement parts will increase,
leading to more active use of those

13
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parts by consumers.

B. Designation of performance and
quality certifying institutions on
auto replacement parts:

a. Designation of the
certifying institutions on the
performance and quality of auto
replacement parts will be made by
the Minister of Land, Infrastructure
and Transport within the pool of
approved institutions so as to
secure utmost professionalism and
credibility.

b. Designation criteria
required of a certifying institution
on the performance and quality of
auto replacement parts will be
determined by the Minister of
Land, Infrastructure and Transport.
C. Establishment of the criteria on
certification and marking:

a. Criteria on certification and
marking will be set forth at the
level of guiding principles only and
more detailed standards and
procedures will be regulated
through  relevant notifications
issued. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/NZL/65/A
dd.1

06-02-2014

New Zealand

761699--- Other

The draft regulation provides the
following:

. The effect of the Unsafe Goods
Notice was to declare certain
goods, namely multipurpose
ladders which did not comply with
all relevant parts of AS/NZS
1892:1996, to be unsafe goods and
prohibited for supply in New
Zealand for a period of 18 months.
The Unsafe Goods (Multipurpose
Ladders) Indefinite  Prohibition
Notice 2014 will renew and make
permanent the Unsafe Goods
(Multipurpose  Ladders) Notice
2012. Clarification will also be

14
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added to the Indefinite Prohibition
Notice 2014 to address identified
inconsistencies of interpretation
and testing to the referenced
standard.

The cost to New Zealand for active
claims relating to ladder injuries is
over $32 million a year. Almost
7,000 people are injured using
ladders in and around their home
each year, with on average, over
130 people injured each week
using a ladder at home (Sources:
Accident Compensation
Corporation (ACC), Department of
Labour). While these incidents
cannot be solely attributed to non-
compliant multipurpose ladders,
the Ministry is of the view that
non-complaint ladders do
nonetheless pose a significant risk.
The details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/BRA/590

06-03-2014

Brazil

In vitro diagnosis
products

The draft regulation provides the
following:

The necessary requirements to
register, cancel, alter and
revalidate in vitro diagnosis
products which are manufactured
or imported to Brazil and which are
classified according to some risk
criteria and its goals. According to
this draft technical regulation, the
registration, alteration, revalidation
and cancellation of the registration
of these products are made under
the presentation of some general
and documental requirements. For
purposes of regularization of the
products at ANVISA, In-vitro
devices IVD products are classified
under the following classes:

| - Class I: low-risk products to
individuals and low risk to public
health;

15
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Il - Class Il: products of medium risk
to individuals and / or low risk to
public health;

Il - Class lll: high-risk products to
individuals and / or medium risk to
public health; and

IV - Class IV: high-risk products to
individuals and high risk to public
health.

According to the risk classification
of the IVD product, it will have
different requirements to be
regularized at ANVISA, as
expressed in articles 18, 19 and 20
of the draft technical regulation.
The details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/BRA/591

06-03-2014

Medical devices

The draft regulation provides the
following. According to this draft
technical regulation, the medical
devices Class Risk | and Il registered
at ANVISA are exempt from
revalidation. They must observe
GMP, technical standards and
specific standards, according the
Brazilian System of Conformity
Assessment — SBAC.

Other than this, the draft
Resolution establishes the
requirements for registration at
ANVISA of low and medium risk
medical devices for sanitary
control. There are certain
amendments to registration
process. In the registration of
medical devices classified as Class
Risk | and Il and its alteration, the
manufacturer or the importer must
present a list of specific
documents. It also mandates that
the technical dossier, containing all
documents and information, must
be regularly updated by the
national manufacturer or the
importer to ANVISA. The details of

16
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the notification were forwarded to
all respective stakeholders.

G/TBT/N/CAN/135
/Add.2

06-03-2014

butoxyethanol

The addendum notifies the
amendments in the regulations of
2-Butoxyethanol:

Any person that imports or
manufactures a product set out in
column 1 of Schedule 1 of the
regulation whose concentration of
2-butoxyethanol exceeds the limit
set out in column 2 for that
product, other than a product
referred to in paragraph 2(1)(a),
shall hold a permit. Also Every
person that manufactures or
imports a product set out in
column 1 of Schedule 1 of the
regulation shall keep a record of
the results of any analysis
conducted to determine the
concentration of 2-butoxyethanol
in the product, either as diluted in
accordance with the
manufacturer’s written instructions
— in the case of a product that is to
be diluted — or as it is
manufactured, the name and civic
address of the laboratory that
performed the analysis and any
supporting documents related to
the analysis for a period of at least
five years, beginning on the date of
the analysis. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/CHN/105
2

06-03-2014

Motor-operated
hand-held,
transportable
electric tools and
lawn and garden
tools (ICS:
25.140.20)

The draft regulation provides the
following:

The standard specifies the common
safety requirements of
transportable electric tools and
lawn and garden tools, which is
based on the general safety
requirements of hand-held tools.
The details of the notification were
forwarded to all respective

17
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stakeholders.

G/TBT/N/CHN/806
/Add.1

06-03-2014

The draft regulation provides the
following:

The National Standard Shanks for
Footwear promulgated by
Standardization Administration of
the People's Republic of China, and
entered into force as of 1 August
2012. The draft of this standard
was notified under the document
G/TBT/N/CHN/806 on 4 April 2011.
Now 3.1 effective heel heights have
been added to the terms of this
standard, and Article 8.2 has been
slightly revised. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/KOR/495

06-03-2014

Korea,
Republic of

Environment-
friendly agricultural
and fishery
products,
processed organic
foods and
materials for
organic farming

The draft regulation provides the
following:

There were two amendments done
through enforcement ordinance
and enforcement regulation. The
amendment of Enforcement
regulation mainly cited the change
of Ministry that will be notifying
acceptance and approval
notifications for imported organic
foods and conformity assessment
of labeling standards. The job will
from now on be done by the
Ministry of the Food and Drug
Safety (MFDS). The granting of
eligibility, suspension and
revocation for accreditors, and
execution of audits are delegated
to the Head of National Agricultural
Product Quality (NAQS) and the
Heads of the National Fishery
Products Quality Management
Service. Apart from this the
proposed amendment will also
include the import notification
procedure for organic foods and
non-edible processed foods. The
details of the notification were
forwarded to all respective

18
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stakeholders.

G/TBT/N/USA/751
/Add.2

06-03-2014

United
States of
America

43-furskins and
artificial fur;
manufactures
thereof

The Federal Trade Commission
amends its Regulations under the
Fur Products Labeling Act to update
the Fur Products Name Guide,
provide more labeling flexibility,
incorporate Truth in Fur Labeling
Act provisions, and conforms the
guaranty provisions to those
governing textiles. The Commission
does not change the required
name for nyctereutes procyonoides
fur products. Labels will continue
to describe this animal as "Asiatic
Raccoon". The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/USA/904
/Corr.1

06-03-2014

United
States of
America

2402-Cigars,
cheroots, cigarillos
and cigarettes, of
tobacco or of
tobacco
substitutes., 2403-
Other
manufactured
tobacco and
manufactured
tobacco
substitutes;
"homogenized" or
"reconstituted"
tobacco; tobacco
extracts and
essences.

The Food and Drug Administration
(FDA or we) is correcting the
preamble to a proposed rule that
appeared in the Federal Register of
25 April 2014. That proposed rule
would deem products meeting the

statutory definition of "tobacco
product," except accessories of a

proposed deemed tobacco
product, to be subject to the
Federal Food, Drug, and Cosmetic
Act (the FD&C Act), as amended by
the Family Smoking Prevention and
Tobacco Control Act (Tobacco
Control Act). The Tobacco Control
Act provides FDA authority to
regulate cigarettes, cigarette
tobacco, roll-your-own tobacco,
smokeless tobacco, and any other
tobacco products that the Agency
by regulation deems to be subject
to the law. Option 1 of the
proposed rule would extend the
Agency's "tobacco product"
authorities in the FD&C Act to all
other categories of products,
except accessories of a proposed
deemed tobacco product, that
meet the statutory definition of
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"tobacco product" in the FD&C Act.
Option 2 of the proposed rule
would extend the Agency's
"tobacco product" authorities to all
other categories of products,
except premium "gars and the
accessories of a proposed deemed
tobacco product, that meet the
statutory definition of "tobacco
product" in the FD&C Act. FDA also
is proposing to prohibit the sale of
"covered tobacco products" to
individuals under the age of 18 and
to require the display of health
warnings on cigarette tobacco, roll-
your own tobacco, and covered
tobacco product packages and in
advertisements. FDA is taking this
action to address the public health
concerns associated with the use of
tobacco products.

The document published with
several technical errors, including
some errors in reference numbers
cited in section VIL.LB of the
document. This document corrects
those errors. We are placing a
corrected copy of the proposed
rule in the docket. The details of
the notification were forwarded to
all respective stakeholders.

G/TBT/N/CAN/365
/Rev.1/Add.4

06-04-2014

Canada

The notification notifies the major
reform  happening in  food
inspection legislation of Canada. In
June 2014, the Canadian Food
Inspection Agency (CFIA) issued an
addendum with regard to creation
of an integrated Agency Inspection
Model. Canada has notified the
introduction of this agency to WTO
on October 2013. This model
provides the foundation for the
incorporation and integration of
the animal and plant commodity
inspection programs. All of the
requirements, activities and actions
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described herein were developed
to promote the preparation,
importation and exportation of
commodities that are safe and
healthy and in compliance with
federal legislation in Canada. The
integrated  Agency Inspection
Model will replace the Improved
Food Inspection Model.

Four key areas have been re-
drafted are the following:

. The glossary of terms has
been revised to improve
understanding of the terminology
used in the model.

. Permissions, formerly
called Licensing, have been
modified to provide for permission
without a preventive control plan.
This was done in recognition of the
need for regulatory oversight of
one time/low frequency importers
or exporters with respect to animal
and plant health requirements. The
preventive control plan section and
annex have had the animal and
plant commodity aspects
integrated.

J CFIA oversight has been
broadened to encompass animal
and plant commodities.

. Regulatory Response,
formerly called Compliance and
Enforcement, has been re-
organized to better articulate CFIA
actions. The first type of response
is that initiated by lack of
compliance on the part of
regulated parties. The second type
of response is that initiated by
events that are the responsibility of
the Agency to control, such as pest
and disease incursions and
contaminant events. The details of
the notification were forwarded to
all respective stakeholders.




G/TBT/N/CAN/377
/Add.1

06-04-2014

Canada

children products
containing TCEP-
toys

APJ-SLG
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The regulation is regarding the
amendments in Schedule 2 of the
Canada Consumer Product Safety
Act (TCEP)

Products made, in whole or in part,
of PUF that contains TCEP and
intended for children under three
years of age are added to Schedule
2 of the Canada Consumer Product
Safety Act (CCPSA). Products listed
in Schedule 2 are prohibited from
manufacture, import, advertising
or sale under section 5 of the
CCPSA. The prohibition includes
products, such as toys, and those
used in caring for a child, such as
sleep positioners and nursing
pillows. As TCEP has been
identified in children’s products,
the prohibition is the most
effective measure for ensuring that
these products are no longer
manufactured, advertised, sold or
imported in Canada. The CCPSA
provides the authority to enact
such a prohibition.

The proposed amendment notified
in G/TBT/N/CAN/377 (dated 27
November 2012) was adopted on
23 April 2014 as the Regulations
Amending Schedule 2 to the
Canada Consumer Product Safety
Act (TCEP).

These Regulations come into force
six months after the day on which
they are published in the Canada
Gazette, Part Il. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/USA/873
/Add.1

06-04-2014

United
States of
America

850110-- Motors of
an output not
exceeding 37.5 W

The Energy Policy and Conservation
Act of 1975 (EPCA), as amended,
prescribes energy conservation
standards for various consumer
products and certain commercial
and industrial equipment, including
commercial and industrial electric
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motors. EPCA also requires the U.S.
Department of Energy (DOE) to
determine whether more-
stringent, amended standards
would be technologically feasible
and economically justified, and
would save a significant amount of
energy. In this final rule, DOE
establishes energy conservation
standards for a number of different
groups of electric motors that DOE
has not previously regulated. For
those groups of electric motors
currently regulated, today's
rulemaking would maintain the
current energy conservation
standards for some electric motor
types and amend the energy
conservation standards for other
electric motor types. DOE has
determined that the new and
amended energy conservation
standards for this equipment
would result in  significant
conservation of energy, and are
technologically feasible and
economically justified. The details
of the notification were forwarded
to all respective stakeholders.

G/TBT/N/KOR/496

06-05-2014

Korea,
Republic of

Pharmaceuticals

The draft regulation provides the
following:
it establishes a detailed process for
application and compensation
relief services for adverse drug
reactions.
It notifies about the relief scheme
for adverse drug reactions by
collecting a fixed ratio of
contribution from drug
manufacturers and importers.
It determines the subject and
extent of relief benefits for adverse
drug reactions.

. The proposed
regulation mandates that analytical
instruments used for drug
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equivalence tests, including
dissolution tests (audit trails), be
equipped with control systems that
keep track of all changes made.

o There is also
amendment of updated list of
drugs in the Therapeutic Narrow
Index.

. It may replace the
submission of single toxicity study
data and repeated dose toxicity
study with data of toxicology study
on one animal species with
duration of maximum 3 months.
The details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/KOR/497

06-05-2014

Korea,
Republic of

Pharmaceuticals

The draft regulation provides the
following:

. Mainly it establishes a
detailed process for application
and compensation relief services
for adverse drug reactions.

. It notifies about the relief
scheme for adverse drug reactions
by collecting a fixed ratio of
contribution from drug
manufacturers and importers.

J It determines the subject
and extent of relief benefits for
adverse drug reactions.

. The proposed regulation
mandates that analytical
instruments used for drug
equivalence tests, including
dissolution tests (audit trails), be
equipped with control systems that
keep track of all changes made.

o There is also amendment
of updated list of drugs in the
Therapeutic Narrow Index.

. It may replace the
submission of single toxicity study
data and repeated dose toxicity
study with data of toxicology study
on one animal species with

24




APJ-SLG

LAW OFFICES
duration of maximum 3 months.
The details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/KOR/498

06-05-2014

Korea,
Republic of

Pharmaceuticals

In June 2014, the Ministry of Food
and Drug Safety, Korea has issued
five notifications on
pharmaceuticals.

. Mainly it establishes a
detailed process for application
and compensation relief services
for adverse drug reactions.

. It notifies about the relief
scheme for adverse drug reactions
by collecting a fixed ratio of
contribution from drug
manufacturers and importers.

. It determines the subject
and extent of relief benefits for
adverse drug reactions.

. The proposed regulation
mandates that analytical
instruments used for drug
equivalence tests, including
dissolution tests (audit trails), be
equipped with control systems that
keep track of all changes made.

. There is also amendment
of updated list of drugs in the
Therapeutic Narrow Index.

. It may replace the
submission of single toxicity study
data and repeated dose toxicity
study with data of toxicology study
on one animal species with
duration of maximum 3 months.
The details of the notification were
forwarded to all respective
stakeholders.




G/TBT/N/NZL/68

06-05-2014

New Zealand

8703-Motor cars
and other motor
vehicles principally
designed for the
transport of
persons (other
than those of
heading 87.02),
including station
wagons and racing
cars., 8704-Motor
vehicles for the

transport of goods.

APJ-SLG
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The draft regulation proposed the
fixation of mandatory electronic
stability control (ESC) for light
passengers and good vehicles with
a gross vehicle mass of 3,500kg or
less that are entering the New
Zealand fleet.

The proposed regulation will be
mandated on the following time
table:

. All new light passenger and
goods vehicles first registered in
New Zealand from 1 July 2015

. Used class MC vehicles (four-
wheel-drive SUVs and off-road
vehicles) first registered in New
Zealand from 1 January 2016

. Used class MA vehicles
(passenger cars) with engine
capacity greater than 2 litres first
registered in New Zealand from 1
January 2018

. All used light passenger and
goods vehicles first registered in
New Zealand from 1 January 2020

. Light vehicles registered for
the first time after these dates will
be required to have ESC. The
details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/BRA/520
/Add.1

06-06-2014

Brazil

boilers and
pressure vessels

The draft regulation provides the
following:
— Inmetro notified under the

G/TBT/N/BRA/520,
the
requirements that must be met by

document

establishing technical
the boilers and pressure vessels
production with a focus on safety,

for the prevention of accidents,

was adopted as the final text
through the Ordinance number
248, 28 May 2014 (Portaria
Inmetro N2 248, de 28 de Maio de
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2014) published in the Brazilian
Official Journal N2 101, 29 May
2014. The details of the notification
were forwarded to all respective
stakeholders.

G/TBT/N/CAN/394
/Rev.1

06-06-2014

Canada

Food intended for
human
consumption.

To strengthen and streamline
legislative authorities across all
food in Canada, whether it is
imported or prepared domestically.
To make food safer for Canadians
and increase trade opportunities
for Canadian businesses, The
Canadian Food Inspection Agency
(CFIA) has proposed to draw
together federal food inspection
regulations in Canada into one
overarching system. The same was
notified in G/TBT/N/CAN/394 (19
July 2013),

‘The new regulatory framework will
replace thirteen separate federal
food inspection regulations with
one single set of regulations. This
provides an overview of the
proposed regulations, including
draft regulatory text for key
elements of the regulations
(licensing,  preventive  control
requirements related to the
preparation of  food, and
traceability), and highlights some
significant regulatory proposals
(grade standards, ministerial
exemptions, labelling and
standards of identity, membership
requirements for buyers and sellers
of fresh fruit and vegetables). The
document builds on the discussion
document notified in
G/TBT/N/CAN/394 and the
comments received during the
consultation period.

Responses received as a result of
this consultation will be considered
in  further drafting of the
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regulations. The CFIA intends to
pre-publish the proposed
regulations under the Safe Food for
Canadians Act (SFCA) in late fall
2014 and will provide opportunity
for final comment at that time. The
details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/UKR/97/
Suppl.1

06-06-2014

Ukraine

The delegation of the European
Union has provided the Secretariat
with an unofficial translation into
English of the document
referenced in this notification. The
details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/AUS/97

06-10-2014

Australia

Clothing, textiles
and leather articles
in direct and
prolonged contact
with the skin

Recently the Australian
Competition and Consumer
Commission (ACCC) conducted a
survey, and commissioned testing
of certain clothing, textiles and
leather articles for the presence of
22 hazardous aromatic amines. The
articles surveyed and tested were
of a type likely to be worn in direct
contact with the skin for a
prolonged period of time. Testing
showed a number of articles of

clothing and a pillow slip with

unacceptably  high levels of
aromatic amines. As a result, a
number of Australian suppliers
initiated  voluntary recalls of
clothing and bedding. On 24 April
2014, the Commonwealth Minister
responsible for consumer
protection (The Hon. Bruce Billson
MP) agreed that the ACCC should
commence the process to develop
options to address the issue of
hazardous dyes in clothing, textiles
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and leather articles. In June 2014, a
TBT notification was issued by
Australian Competition and
Consumer Commission (ACCC)
asking for the cost information
from affected business and
industry as part of their cost impact
assessment. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/EGY/3/A
dd.1

06-10-2014

chemical, textile,
construction

This addendum concerns the
change to Egyptian standard ES
4756-1 "Cement - Part 1:
Composition, specifications and
conformity criteria for common
cements" which is mandated by
Ministerial Decree no. 423 for the
year 2005.The decree mandates
that the producers of cement must
comply with ES 4756-1 "Cement -
Part 1: Composition, specifications
and conformity criteria  for
common cements". This standard
has been amended in 2013 and
thus older versions of the standard
are replaced by the new
version.This  Egyptian standard
defines and gives the specifications
of 27 distinct common cements, 7
sulfate resisting common cements
as well as 3 distinct low early
strength blast furnace cements and
2 sulfate resisting low early

strength blast furnace cements and

their constituents. The definition of
each cement includes the
proportions in which the elements
are to be combined to produce
these distinct products in a range
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of nine strength classes. The
definition also includes
requirements, which the
constituents have to meet. It also
includes mechanical, physical, and
chemical requirements.
Furthermore, this standard states
the conformity criteria and the
related rules. Necessary durability

requirements are also given. This
standard complies with EN 197-
1/2011. Producers and importers

are kept informed of any
amendments in the Egyptian
standards through the publication
of administrative orders in the
official gazette. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/CAN/415

06-12-2014

Canada

Prescription status
of medicinal
ingredients for
human use (ICS:
11.120; HS
3004.90)

The proposed regulation is in
reference to the Notice of
Consultation, to provide an
opportunity to comment on the
proposal to revise the listing for
Naproxen on the Prescription Drug
List (PDL). Only the human part of
the PDL is proposed to be revised.

The current listing on the PDL for
naproxen reads as follows:
"Naproxen and its salts, except
when sold for oral use with a daily
dosage of 440 mg". This qualifier
only allows a naproxen salt form to
be non prescription. It is proposed
that the current listing be revised
to permit flexibility in using
different salts, either individually or
in combination with the naproxen
base. There are no safety or
effectiveness concerns in allowing
this flexibility. The details of the
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notification were forwarded to all
respective stakeholders.

G/TBT/N/JPN/458

06-12-2014

Pharmaceuticals,
medical devices,
etc.

According to the Partial
amendment to the Pharmaceutical
Affairs Act and other related acts,
the Order for Enforcement of the
Pharmaceutical Affairs Act and
other related orders, ordinances
and public notices are to be
partially amended and new
ordinances and public notices are
to be newly established. The
description of each is mentioned in

the regulation attached. The details

of the notification were forwarded
to all respective stakeholders.

G/TBT/N/USA/560
/Add.2

06-12-2014

United
States of
America

construction

The addendum notifies the
amendment of final rule of Federal
Manufactured Home Construction
and Safety Standards by
incorporating the correct reference
standard for anti-scald devices
designed for  bathtubs and
whirlpool tubs without showers,
ASSE  1070-2004, Performance
Requirements for Water
Temperature Limiting Devices.
Anti-scald valves mitigate the
danger of serious burns and other
hazards caused by bursts of hot
water resulting from sudden
changes in water pressure. In a
final rule published on 9 December
2013, HUD incorporated ASSE
1016- 2005, an anti-scalding device
designed for showers and tub-
shower combinations. HUD failed
to incorporate, however, ASSE
1070-2004, which is designed for
fixtures such as bathtubs and
whirlpool tubs that do not have
showers. To correct this and ensure
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the safety of occupants of
manufactured homes with
bathtubs and whirlpool tubs
without showers, this final rule
incorporates ASSE 1070-2004. The
details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/USA/698
/Add.1

06-12-2014

United
States of
America

led lamps

The regulation notifies the
following :

(1) To revise the method of
measuring lifetime based on public
comment and

(2) To add directions for
calculating the metrics lamp
efficacy and CRI and standby mode
power to support the ongoing
general service lamp rulemaking.
To determine lumen output, input
power, CCT, and CRI, DOE proposes
to incorporate by reference IES
LM-79—- 2008 DOE reviewed
several potential approaches to
testing lamp lumen output, input
power, CCT, and CRI, and
determined that this IES standard is
the most appropriate based on
discussions with industry experts.
IES LM-79-2008 appears to yield
reliable results, and industry
generally uses it to measure
photometric characteristics of LED
lamps. To determine the standby
mode power, DOE proposes to
incorporate by reference
International  Electro  technical
Commission (IEC) 62301 In
addition; DOE proposes to calculate
the efficacy of an LED lamp in units
of lumens per watt by dividing the
measured initial lamp lumen
output in lumens by the measured
lamp input power in watts. Lastly,
no industry standards are available
for determining the lifetime of LED
lamps. Therefore, the SNOPR
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proposes a method for measuring
and projecting LED lamp lifetime
that uses a continuous equation
based on the underlying
exponential decay function in the
ENERGY STAR Program
Requirements for Lamps (Light
Bulbs): Eligibility Criteria—Version
1.0. The details of the notification
were forwarded to all respective
stakeholders.

G/TBT/N/USA/857
/Add.1

06-12-2014

United
States of
America

8415-Air
conditioning
machines,
comprising a
motor-driven fan
and elements for
changing the
temperature and
humidity, including
those machines in
which the humidity
cannot be
separately
regulated., 8418-
Refrigerators,
freezers and other
refrigerating or
freezing
equipment, electric
or other; heat
pumps other than
air conditioning
machines of
heading 84.15.

The regulation notifies the
amendments under the Energy
Policy and Conservation Act of
1975. It prescribes  energy
conservation standards for various
consumer products and certain
commercial and industrial
equipment, including  walk-in
coolers and walk-in freezers. EPCA
also requires the U.S. Department
of Energy (DOE) to determine
whether more-stringent standards
would be technologically feasible
and economically justified, and
would save a significant amount of
energy. In this final rule, DOE is
adopting more-stringent energy
conservation standards for some
classes of walk-in cooler and walk-
in freezer components and has
determined that these standards
are technologically feasible and
economically justified and would
result in the significant
conservation of energy. The details
of the notification were forwarded
to all respective stakeholders.

G/TBT/N/USA/882
/Add.1

06-12-2014

United
States of
America

child restraint
system

The regulation is regarding Child
restraint systems. It notifies the
comment period for a notice of
proposed rulemaking (NPRM)
published 28 January 2014 has
been opened. The NPRM proposes
to amend Federal Motor Vehicle
Safety Standard (FMVSS) No. 213,
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"Child restraint systems," to adopt
side impact performance
requirements for all child restraint
systems designed to seat children
in a weight range that includes
weights up to 18 kilograms (kg) (40
pounds (Ib)). The original comment
period closed 28 April 2014. In
response to a petition from the
Juvenile Products Manufacturers
Association, NHTSA is reopening
the comment closing date for 120
days. The details of the notification
were forwarded to all respective
stakeholders.

G/TBT/N/BRA/198
/Rev.1

16/06/2014

8418-Refrigerators,
freezers and other
refrigerating or
freezing
equipment, electric
or other; heat
pumps other than
air conditioning
machines of

heading 84.15.

The regulation is regarding
Improvement of the Conformity
Assessment  requirements  for
Refrigerators/ freezers display and
Similar Appliances, mainly focusing
on security and energy efficiency. It
establishes  criteria  for  the
Conformity Assessment Program
applied to refrigerators and similar
displays by a Supplier Declaration,
focusing on performance and
safety, concerning the
acquaintance with the Brazilian
Program Labelling — PBE by means
of the National Energy
Conservation Label — ENCE.

It revokes Inmetro Ordinance N2
20/2006, within 24 (twenty four)
months notified as document
G/TBT/N/BRA/198/Add.1

It revokes the Requirements
disclosed by the Inmetro Ordinance
Ne. 271, July 7, 2010, published in
the Official Gazette of July 9 2010,
section 01, page 59. The details of
the notification were forwarded to
all respective stakeholders.




G/TBT/N/BRA/373
/Rev.1

16/06/2014

Brazil

9404-Mattress
supports; articles
of bedding and
similar furnishing.
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The regulation is regarding the
Improvement of conformity
assessment requirements  for
mattresses and mats focusing on
consumer information regarding
protection of human safety, by
clarifying some issues of the text of
the rules and rewords some items
in order to furnish the necessary
information to ensure
acquaintance with the
requirements. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/BRA/491
/Rev.1/Add.1

16/06/2014

Brazil

8544-Insulated
(including
enamelled or
anodised) wire,
cable (including co-
Axial cable) and
other insulated
electric conductors,
whether or not
fitted with
connectors; optical
fibre cables, made
up of individually
sheathed fibres,
whether or not
assembled with
electric conductors
or fitted with
connectors.

The regulation is regarding the
adoption of technical requirements
for wires, electrical cables, and
flexible cords. The text proposes
relevant provisions to the technical
requirements for wires, electrical
cables and flexible cords, sets
adjustments in order to suit the
updating points which arises from
the revision of the ABNT Standard
14633:2013, and rewards
Ordinance number 589/2012 (item
| and Appendix IlI) notified under
the document
G/TBT/N/BRA/491/Add.1 with a
focus on security and for the
prevention of accidents. The details
of the notification were forwarded
to all respective stakeholders.

G/TBT/N/BRA/494
/Add.2

16/06/2014

8536-Electrical
apparatus for
switching or
protecting
electrical circuits,
or for making
connections to or
in electrical circuits

The addendum aims at inform the
conformity assessment procedures
issued by the National Institute of
Metrology, Quality and
Technology/Inmetro, notified
underG/TBT/N/BRA/494/Add.1/Re
v.1 which proposed mandatory
conformity assessment procedures
for wires electrical cables, and
flexible cords, now adopted as the
final text, after taking comments
into account, by the Ordinance
number 260/2014 (Portaria N2 260,
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de 5 de Junho de 2014). The details
of the notification were forwarded
to all respective stakeholders.

G/TBT/N/KOR/500

16/06/2014

Korea,
Republic of

Pharmaceuticals

In June 2014, the Ministry of Food
and Drug Safety, Korea has issued
five notifications on
pharmaceuticals.

. Mainly it establishes a
detailed process for application
and compensation relief services
for adverse drug reactions.

o It notifies about the relief
scheme for adverse drug reactions
by collecting a fixed ratio of
contribution from drug
manufacturers and importers.

. It determines the subject
and extent of relief benefits for
adverse drug reactions.

. The proposed regulation
mandates that analytical
instruments used for drug
equivalence tests, including
dissolution tests (audit trails), be
equipped with control systems that
keep track of all changes made.

. There is also amendment
of updated list of drugs in the
Therapeutic Narrow Index.

o It may replace the
submission of single toxicity study
data and repeated dose toxicity
study with data of toxicology study
on one animal species with
duration of maximum 3 months.
The details of the notification were
forwarded to all respective
stakeholders.




G/TBT/N/IRL/1

17/06/2014

Ireland

24-tobacco and
manufactured
tobacco substitutes
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The regulation is in reference to
the retail packaging of all tobacco
products, the appearance of
cigarettes and the presentation of
tobacco products. Upon
enactment, the Bill will give effect
in part to Directive No. 2014/40/EU
of the European Parliament and of
the Council of 3 April 2014 on the
approximation of the laws,
regulations and administrative
provisions of the Member States
concerning  the manufacture,
presentation and sale of tobacco
and related products and repealing
Directive 2001/37/EC.

Retail Packaging of all tobacco
products must be of a prescribed
colour (outer and inner surfaces),
not have decorative ridges or
embellishments, any adhesive used
must be non colored, not bear a
mark or a trade mark, other than
health warnings or barcode. Brand
and variant names may appear but
only as prescribed. The pack
cannot contain any inserted or
affixed items other than those
required by law. Any wrapper must
be transparent, uncoloured with no
decorative ridges etc.,, not bear
mark or trade mark other than a
tear-strip as prescribed and not
have anything affixed to it.
Cigarettes must be covered in
white paper, have a white filter tip
with a covering that can be white
or imitation cork. Brand and
variant name may appear on
cigarettes but only as prescribed.
Where there is a lining it shall be of
such a prescribed color and
material. The Retail packaging of
all  tobacco products cannot
contain any audio effects or scents
or any feature designed to alter the
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packaging after sale by retail.

The Bill sets out offences and
penalties in relation to the
packaging, manufacture, import or
sale of tobacco products contained
in non-compliant retail packaging
and for the manufacture, import
and sale of non-compliant
cigarettes. The Bill provides for the
removal from the register for the
sale of tobacco products in the
event that an offence is committed
under the Bill. Finally, the Bill
provides for the powers of
authorised officers to enforce the
legislation.

Secondary legislation for details
contained within the scope of the
Bill will be drafted. For example,
the colour, font type, font size,
position and appearance of where
the brand and variant name can be
printed on tobacco products will be
set out in regulations. The details
of the notification were forwarded
to all respective stakeholders.

G/TBT/N/KOR/501

17/06/2014

Korea,
Republic of

Pharmaceuticals

The regulation notifies the
following :

. Mainly it establishes a
detailed process for application
and compensation relief services
for adverse drug reactions.

. It notifies about the relief
scheme for adverse drug reactions
by collecting a fixed ratio of
contribution from drug
manufacturers and importers.

. It determines the subject
and extent of relief benefits for
adverse drug reactions.

. The proposed regulation
mandates that analytical
instruments used for drug
equivalence tests, including
dissolution tests (audit trails), be
equipped with control systems that
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keep track of all changes made.

. There is also amendment
of updated list of drugs in the
Therapeutic Narrow Index.

o It may replace the
submission of single toxicity study
data and repeated dose toxicity
study with data of toxicology study
on one animal species with
duration of maximum 3 months.
The details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/EU/216

18/06/2014

European
Union

Chemical
substances placed
on the EU market
in relatively high
volumes

The drafted regulation proposes
the modification of Annexes VI, IX
and X in order to adapt the
standard information requirements
to a new test method which was
developed to assess the
reproductive toxicity of chemical
substances. The amended standard
information requirement
implement the new test method —
extended one-generation
reproductive toxicity study
(EOGRTS) — which will replace the
two-generation reproductive
toxicity study which is currently the
standard information required in
certain cases for REACH
registration. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/EU/215

19/06/2014

European
Union

Biocidal products

The notification is regarding the
Draft Commission Implementing
Regulation approving tralopyril as a
new active substance for use in
biocidal products for product-type
21. The purpose of this Regulation
is to improve the functioning of the
internal market through the
harmonization of the rules on the
making available on the market
and the use of biocidal products,
whilst ensuring a high level of
protection of both human and
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animal health and the
environment. The provisions of this
Regulation are underpinned by the
precautionary principle, the aim of
which is to safeguard the health of
humans, the health of animals and
the environment. Particular
attention shall be paid to the
protection of vulnerable groups.

2. This Regulation lays down rules
for:

(a) The establishment at Union
level of a list of active substances
which may be used in biocidal
products;

(b) The authorization of biocidal
products;

(c) The mutual recognition of
authorizations within the Union;

(d) The making available on the
market and the use of biocidal
products within one or more
Member States or the Union;

(e) The placing on the market of
treated articles. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/TPKM/16
0/Add.1

20/06/2014

Taipei,
Chinese

The addendum notifies the
"Regulations on Prepackaged Food
Products Exempted from the
Nutrition  Labeling”. As  per
G/TBT/N/TPKM/160 on 24 April
2014 was promulgated on 10 June
2014 and came to effect on the
date of promulgation.

Following are the enlisted
categories of products that do not
require Nutrition labelling:

(1) Drinking water, mineral water,
and ice

(2) Packaged fresh, refrigerated,
and frozen fruits, vegetables, meat,
poultry, eggs and seafood that do
not contain other ingredients

(3) Tea leaves, coffee, and herbs
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(e.g., coffee beans, coffee bags
with tabs, and pure instant coffee
without cream and sugar) used for
brewing that do not contain other
ingredients or food additives
(4) Spices and stewed spice
packages used for flavouring that
are not directly consumed
(5) Single spice used for flavouring
(6) Salt and salt substitutes
(7) Foods is not sold to consumers

If a nutrition labelling is voluntarily
used in above categories of
products, it shall be handled in
accordance with the provisions of
Article 22 of the Act Governing
Food Safety and Sanitation. The
details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/CHN/105
4

06-03-2014

Tactile sticks' sign
of safety color (ICS:
11.180)

The notification is regarding:
Chapter 4 of this standard is
mandatory, while the others are
recommended. The mandatory
contents are the requirements of
tactile sticks' sign of safety color.
The details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/USA/893
/Add.1

06-03-2014

United
States of
America

The Food and Drug Administration
(FDA, the Agency, or we) is
extending the comment period for
the proposed rule that appeared in
the Federal Register of 3 March
2014. In the proposed rule, FDA
requested comments on FDA's
revision of the Nutrition and
Supplement Facts Labels. We are
taking this action in response to
requests for an extension to allow
interested persons additional time
to submit comments. The details of
the notification were forwarded to
all respective stakeholders.
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The Food and Drug Administration
(FDA, the Agency, or we) is
extending the comment period for
the proposed rule that appeared in
the Federal Register of 3 March
2014. In the proposed rule, FDA
requested comments on FDA's
revision of the Nutrition and
Supplement Facts Labels. We are
taking this action in response to
requests for an extension to allow
interested persons additional time
to submit comments. The details of
the notification were forwarded to
all respective stakeholders.

G/TBT/N/USA/894
/Add.1

06-03-2014

United
States of
America

The Food and Drug Administration
(FDA, the Agency, or we) is
extending the comment period for
the proposed rule that appeared in
the Federal Register of 3 March
2014. In the proposed rule, FDA
requested comments on FDA's
regulations for serving sizes for the
Nutrition Facts Label. We are taking
this action in response to requests
for an extension to allow interested
persons additional time to submit
comments. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/USA/894
/Add.2

06-03-2014

United
States of
America

The Food and Drug Administration
(FDA, the Agency, or we) is
extending the comment period for
the proposed rule that appeared in
the Federal Register of 3 March
2014. In the proposed rule, FDA
requested comments on FDA's
regulations for serving sizes for the
Nutrition Facts Label. We are taking
this action in response to requests
for an extension to allow interested
persons additional time to submit
comments. The details of the
notification were forwarded to all
respective stakeholders.
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06-06-2014

Brazil

8402-Steam or
other vapour
generating boilers
(other than central
heating hot water
boilers capable also
of producing low
pressure steam);
super-heated
water boilers.
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This addendum aims to inform that
the Conformity Assessment
Procedures, issued by National
Institute of Metrology, Quality and
Technology - Inmetro and notified
under G/TBT/N/BRA/533,
concerning the adoption of the
criteria for Conformity Assessment
Program for Boilers and Vessels
Pressure provided by a third party
certification, carried out by an
accredited body under the
Conformity Assessment of the
Brazilian System,according to the
Technical Regulations (Inmetro
Ordinance 248/2014), was adopted
as the final text by the Ordinance
Ne 255, 29 May 2014 (Portaria N@
255, de 29 de Maio de 2014) and
published in the Brazilian Official
Journal N2 103, 2 June 2014. The
details of the notification were

forwarded to all respective

stakeholders.

G/TBT/N/JPN/459

27/06/2014

290250-- Styrene,
and others

The notification is about The
Enforcement Order of Industrial
Safety and Health Law and related
ordinances are to be partially
amended to place obligations on
the business operators relating to
Dimethyl-2,dichlorovinylphosphate
(alias DDVP), Chloroform, Carbon
tetrachloride, 1,4-Dioxane, 1,2-
dichloroethane (alias ethylene
chloride), Dichloromethane (alias
methylene dichloride), Styrene,
1,1,2,2-Tetrachloroethane (alias
acethylenetetrachloride),Tetrachlor
oethylene(aliasperchloroethylene),
Trichloroethylene and  Methyl
isobutyl ketone. The details of the
notification were forwarded to all
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respective stakeholders.

G/TBT/N/USA/647
/Add.1

30/06/2014

United
States of
America

optical fibre

The regulation is regarding the
withdrawal of the proposed rule.
The Food and Drug Administration
(FDA) is withdrawing the proposed
rule the Agency issued in the
Federal Register of 8 August 2011,
and the proposed order the Agency
issued in the Federal Register of 4
April 2013, in part. In those
documents, FDA proposed to
require the filing of a premarket
approval application (PMA) or a
notice of completion of a product
development protocol (PDP) for
the class Ill pre-amendment device,
cranial electrotherapy stimulator
(CES). In response to information
received in response to these two
proposed actions, FDA is
withdrawing the proposed rule and
proposed order. The details of the
notification were forwarded to all
respective stakeholders.

G/TBT/N/USA/872
/Add.2

30/06/2014

United
States of
America

energy

The Environmental Protection
Agency (EPA) has taken final action
on two components of its annual
rulemaking to establish the 2014
renewable fuels standards under
Clean Air Act 211(o). The two
components are an extension of
the compliance demonstration
deadline for the 2013 renewable
fuel standards, and the associated
deadline for submission of attest
engagement reports for the 2013
renewable fuel standards. The new
deadlines are 30 September 2014
and 30 January 2015, respectively.
This  action  ensures timely
amendment of existing deadlines,
before  compliance obligations
would otherwise go into effect. The
EPA intends to finalize the
remaining portion of its rulemaking
to establish the 2014 renewable
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fuel standards shortly. The details
of the notification were forwarded
to all respective stakeholders.

G/TBT/N/BRA/592

23/06/2014

Brazil

Recognized sources

of food allergies or

food intolerances
in sensitive persons

Draft resolution that adopts
provisions on the mandatory
declaration in the label of packaged
food, of recognized sources of food
allergies or food intolerances in
sensitive persons.

This resolution applies to food,
ingredients, food additives,
technological coadjuvants and raw
materials which are packaged in
the absence of consumers,
including those intended to be
used exclusively for industrial
processing and at food
establishments.

This resolution is complementary
to the Resolution number 259, of
20 September 2002, which
approves the technical regulation
for labelling packaged food, and to
the Law 10.674, of 16 May 2003,
which  establishes = mandatory
providing information on the
presence of gluten in marketed
food products.

The following are recognized
sources of food allergies or food
intolerances in sensitive persons:

I. Cereals containing gluten, namely
wheat, rye, barley, oats and their
hybridised strains; Il. Crustaceans;
lIl. Eggs; IV. Fish; V. Peanut; VI. Soy;
VIIl. Milk; VII. Almond (Prunus
dulcis); IX. Hazelnut (Corylus spp.);
X. Cashew nut (Anacardium
occidentale); XI. Brazil nuts
(Bertholletia excelsa); XIl.
Macadamia (Macadamia spp.); XIII.
Nut (Juglans spp.); XIV. Pecan
(Carya illinoensis); XV. Pistachio
(Pistacia vera L.); XVI. Sulphites
(sulphur dioxide and its salts) in
concentration equal to or greater
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than 10 (ten) parts per million
(ppm), expressed in  sulphur
dioxide.

Alterations in the list provided here
within can be made upon updates
on Codex Alimentarius guidelines
or scientific evidences showing the
cause-effect of the food
consumption and adverse events,
its epidemiological magnitude and
its severity.

The food, ingredients, additives,
technological coadjuvants and raw
materials which are packaged in
absence of consumers, including
those intended to be used for
manufacturing and for food
establishments must contain the
declaration: Contains Gluten or
Gluten Free, as appropriate.

Food that are, derives from or have
been intentionally added of
ingredients, food additives,
technological coadjuvants or raw
materiasl from recognized sources
of food allergies or food
intolerances described in sections
to XVI of article 4, in any quantity,
must  bring the declaration:
Allergic: Contains (source names),
or Allergic: Contains derivatives of
(source names), as appropriate.

In cases that food, ingredients,
food additives, technological
coadjuvants or raw materials have
risks  of  causing incidental
contamination from recognized
sources of food allergies or food
intolerances described in sections Il
to XV of article 4 , must inform in
its label the declaration: Allergic:
May Contain (source names).
Declarations required at articles 6,
7 and 8 of this Resolution must be
grouped near the ingredients list
on the label, in a white background
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frame and in black characters of
the same type, complying with
height requirements established in
the annex of this Resolution.
This Resolution revokes Resolution
RDC number 40 of February 8 2002
which approves the technical
regulation on labelling of packed
food and beverage that contain
gluten. The details of the
notification were forwarded to all
respective stakeholders.




G/TBT/N/USA/885
/Add.1
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Food preparation
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The regulation is regarding
adoption and some modification of
the final rule notified by Food and
Drug administration entitled
"Current Good Manufacturing
Practices, Quality Control
Procedures, Quality Factors,
Notification Requirements, and
Records and Reports, for Infant
Formula" (10 February 2014). This
final rule affirms the IFR's changes
to FDA's regulations and provides
additional modifications and
clarifications. The final rule also
responds to certain comments
submitted in response to the
request for comments in the
IFR.This will help to prevent the
manufacturing of  adulterated
infant formula, ensure the safety of
infant formula, and ensure that the
Nutrients in infant formula are
present in a form that is bio
available. Some of the changes that
have been made are listed below:

. Change in the definition of
eligible infant formula

. Change in the definition of
quality factors in 106.91

. Deleting the requirement
to conduct stability testing at the
midpoint of the shelf life for infant
formulas tested under § 106.91 etc.
The details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/SGP/20/

23/06/2014

Singapore

The regulation is regarding
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Extension of Comment Period. The
Agri-Food and Veterinary Authority
(AVA) is extending the comment
period for the notice of proposed
amendments to  the Food
Regulations for sixty days from the
date of circulation of this
addendum to the notification. The
details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/EU/217

26/06/2014

European
Union

Minerals

The Directive 2002/46/EC
establishes the list of vitamin and
mineral substances, and for each of
the forms, which may be used in
the manufacture of  food
supplements. The purpose of the
proposed draft Regulation is to
amend the positive lists of the
Directive 2002/46/EC and
Regulation (EC) 1925/2006 by
adding new mineral substances
[(6S)-5-methyltetrahydrofolic acid,
glucosamine salt] that may be used
for the manufacture of food
supplements and for which the
European Food Safety Authority
has given a favorable opinion. 6S)-
5-methyltetrahydrofolic acid,
glucosamine salt is a novel food
ingredient the placing on the
market of which has been
authorized by Commission
Implementing Decision
2014/154/EU. Therefore this
particular food supplement has
been proposed to be added to the
positive list of EU. The details of
the notification were forwarded to
all respective stakeholders.

G/TBT/N/EU/218

30/06/2014

European
Union

Biocidal products

The notification is regarding the
approval of Permethrin as an active
substance for use in biocidal
products for product types 8 and
18, subject to the specifications
and conditions set out in the
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Annex. Permethrin has been
evaluated in accordance with
Article 90(2) of Regulation (EU) No
528/2012 for wuse in biocidal
products for product-type 8, wood
preservatives, and product-type 18,
insecticides, acaricides and
products to control other
arthropods, as defined in Annex V
to Regulation (EU) No 528/2012.
The details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/USA/908

30/06/2014

United
States of
America

Appliance labelling

The proposed regulation notifies
the change in the labelling method
(please refer the regulation for
pictorial description).The Federal
Trade Commission as a part of its
regulatory review of the Energy
Labelling Rule proposes to expand
coverage of the lighting facts label,
change the current label categories
for refrigerators, revise the ceiling
fan label design, and require room
air conditioner labels on packaging
instead of the units themselves.
The attached document provides a
sample  labelling  format in
Appendix L of the regulation. The
details of the notification were
forwarded to all respective
stakeholders.

G/TBT/N/SGP/20/
Add.2

23/06/2014

Singapore

The regulation is regarding
Extension of Comment Period.
The Agri-Food and Veterinary
Authority (AVA) is extending
the comment period for the
notice of proposed amendments
to the Food Regulations for sixty
days from the date of circulation
of this addendum to the
notification. The details of the
notification were forwarded to all
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respective stakeholders. ‘
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