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MINISTRY OF AGRICULTURE AND FORESTRY OF THE REPUBLIC
OF CROATIA

DRAFT

PROPOSED BILL ON FOOD

Zagreb, March 2003

[the following was not marked for translation and was omitted:
| THE CONSTITUTIONAL BASISFOR THE PREPARATION OF THE BILL
[ THE EVALUATION OF THE SITUATION, THE MAIN | SSUESTHE L AW SHOULD REGULATE,
AND THE CONSEQUENCESTHAT WILL RESULT FROM THE PASSING OF THE BILL
1. THE EVALUATION OF THE SITUATION

The Normative Situation in the Sphere of Safety (Health Safety ) and Quality
of Food and Cattle Feed

Thelnstitutionsin Charge of L egislation Regarding Food and Cattle Feed and
of Implementing L aws and Bylaws -- the Present System of Control of Food and Cattle Feed

Border Inspections

L aboratory Analyses

The Reasonsthe Bill on Food Should Be Endor sed

European Union's Regulations and Guidelines]

2. THE MAIN ISSUES REGULATED BY THE BILL

The bill regulates the following issues:

-- genera principles and requirements concerning the safety of food and cattle feed,;

-- theresponsibilitiesof therelevant personsin thefood businessand cattlefeed businesswith
regard to the safety of food and cattle feed;

-- genera requirements concerning the quality of food and cattle feed,;

-- general requirements for the protection of the marks of geographical origin, the marks of
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originality of food, and the marks of the food's traditional repute;
-- genera requirements concerning labeling or marking food and cattle feed;
-- genera conditions for placing new food on the market;
-- genera conditions for placing cattle feed that contains or consists of genetically modified
organisms on the market;
-- the official control system;
-- the official research laboratories and reference laboratories;
-- crisis management and emergencies management;
-- the establishment of the Croatian Food Agency;
the authority and responsibilities of the relevant bodies with regard to the food and cattle
feed that isproduced inthe Republic of Croatiaand imported into the Republic of Croatiaand placed
on its market;
-- penalty clauses.

3. THE EFFECTS OF THE ENDORSEMENT OF THE BILL

The endorsement of the Bill on Food, that is, the new organization of inspection and control of food
products, will secure the preconditions for the improvement of the strategic management of food
safety. By founding the Food Agency, which will analyze the risks based on scientific foundations
and which will take care of the food control problems by way of adistribution chain through all the
production sectors, the Republic of Croatiawill establish aninstitution or authority in charge of food
safety.

Moreover, the new approach will result in amore efficient use of food control instruments, improve
thelevel of information on food risks, and reduce the differencesin the inspection standards, while
the problem of food safety will be clearly separated from economic issues with regard to market
standards for food (quality).

Theestablishment of the Food Agency with appropriate scientific leadership and taking into account
theinterest of the consumers and the industry will ensure the food safety policy being aimed at the
key problemsand facilitate speedy action with regard to appearance of new hazardsinfood or cattle
feed.

The Food Agency will also be involved in the development of legislation on food and will advise
the relevant ministries as to the adoption of the regulations aimed at harmonization with the EU,
which will result in better coordination of the operation of the relevant bodies in charge of
developing new legidation concerning food safety.

Generally speaking, the quality of food will not be a subject of regulations asis presently the case;
instead, consumer protection will be ensured by way of regulations that relate to product labeling,
presentation, and advertising. The casesin which thefollowing actions are clearly justified will be
the exceptions:

-- protection of consumers from obvious fraud,;

-- regulation of the market of certain food products;

-- promotion of theinternal or external market for special products(organicfood, geographical
origin or originality of food, traditional repute);

-- harmonization with the vertical regulationsfor food productsthat areinforceinthe EU and
that set the food quality standards.

The existing regul ationsthat regulate the basic quality requirements of nearly all food productswill,
in agreement with the food processing industry, gradually be annulled, depending on the adoption
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of new regulations that will be harmonized with the EU's horizontal and vertical regulations.
Food will no longer be subject to obligatory certification (issuing of quality certificates) beforeitis
placed on the market; instead, food quality control will be taking place in retail trade by way of
inspection of the label and other documentation and, if necessary, by taking samples that will be
consequently sent for analysisin order to confirm the contents of the label. Certain types of food
products will still be subject to control in the course of the production process, that is, before they
are placed on the market (wine, spirits, milk, and other products that warrant this.)

The Proposed Bill will facilitate the Republic of Croatiajoining the European integration processes
and its meeting the current and future obligations.

[11 EVALUATION AND THE SOURCES OF THE FUNDSNECESSARY FOR THE IMPLEMENTATION
OF THE LAW

At the moment the Republic of Croatia does not have a separate budget item intended for food
safety. However, fundsfor this purpose are secured within the framework of the budget items of the
Ministry of Health and the Ministry of Agriculture and Forestry, both for inspection activity
(inspectors within the ministries) and for certain professional and analytical activity that institutes
carry out for the ministries and inspectorates.

According to a rough estimate (taking into account the employed inspectors and the funds of the
Ministry of Health and the Ministry of Agriculture and Forestry), the amount that is spent on food
control is 37 million [kuna] from the budgetary funds. Of this amount nearly 33 million kunais
spent on the official control inspection system. It isimportant to note that the budget expenditure
of 37 million kuna does not represent the real expenditure for food control. The food processing
industry makes a considerable contribution to the real amount of the expenses by paying for the
inspection feesfor certificates. It has been estimated that theindustry paysat least 133 million kuna
per year for food safety control.

Theestablishment of the Food Agency will, through the next threeyears, require securing fundsfrom
the state budget. After this period the Food Agency will also take over the relevant food control
inspections and begin to derive the necessary funds from its own sources (fees for the approval of
facilitiesand additional feesfor import and export certificates). However, itisimportant to note that
the establishment of the Food Agency does not envisage employing new personnel unlessnecessary.
The civil servants and inspectors from some of the state administration bodies (Ministry of
Agriculture and Forestry and the Ministry of Health) and from other relevant state institutions are
to be transferred to the Food Agency. Moreover, the existing laboratories of the Croatian Public
Health Instituteand the Croatian V eterinary Institutewill carry out researchinto official food control
and risk assessment and monitor food safety, for which some funds have already been secured in the
state budget.

It will therefore be possible to re-channel certain funds for the operation of the Food Agency from
the budget of the Ministry of Agriculture and Forestry and the Ministry of Health, since the
ministries cover the current costs of food safety control. Moreover, in addition to the fact that after
the period of three years the new system envisages the industry's payment directly to the Food
Agency, theindustry would thus contribute two thirds of the funds necessary for the operation of the
Food Agency.

Therefore, it is possible to organize the operation of the Food Agency without increasing the state
budget and with decreasing the inspection fees that are paid by the food processing industry.
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However, it isnecessary to plan the amount of the fundsfor the so-called restructuring costs and for
the income deficit that will be present until the new system is fully installed, that is, in the initial
stages of the operation of the Food Agency.

Thefundsin the amount of 9,000,000.00 kuna have therefore been secured in the 2003 state budget
of the Republic of Croatiafor the implementation of the law, that is, for the establishment of the
Food Agency.

AV TEXT OF THE DRAFT PROPOSED BILL WITH THE EXPLANATION

Thetext of the Draft Proposed Bill on Food is provided in the form of adraft proposed bill with an
explanation.
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THE DRAFT PROPOSED BILL ON FOOD

| GENERAL PROVISIONS
Article1
This Law regulates the following:

-- genera principles and requirements concerning the safety of food and cattle feed,;

-- theresponsibilitiesof therelevant personsin thefood business and cattlefeed businesswith
regard to the safety of food and cattle feed;

-- genera requirements concerning the quality of food and cattle feed,;

-- general requirements for protecting the marks of geographical origin, the marks of
originality of food, and the marks of the food's traditional repute;

-- genera requirements concerning labeling or marking food and cattle feed;

-- genera conditions for placing new food on the market;

-- general conditions for placing cattle feed on the market that contains or consists of
genetically modified organisms;

-- the official control system;

-- the official research laboratories and reference laboratories;

-- crisis management and emergencies management;

-- the establishment of the Croatian Food Agency;

-- the authority and responsibilities of the relevant bodies with regard to food and cattle feed
that is produced in the Republic of Croatiaand imported into the Republic of Croatiaand placed on
its market;

with the aim to protect human health and consumer interests, taking into account the diversity in
food supply, including traditional products, and ensuring efficient functioning of the market of the
Republic of Croatia

Article2

1) The provisions of this Law shall be applied to al the stages of production, processing, and
distribution of food and cattle feed.

2) Theprovisionsof thisLaw shall not beappliedto primary production, preparation, handling,
or storing food in households and intended for persona consumption in the household.

Article3
The Definition of Food
1) For the purposes of this Law, "food" (or "foodstuffs') is any substance or product --
processed, partially processed, or not processed -- that is intended or that can be expected to be

intended for human consumption.
2) Theterm, food, includes beverages, chewing gum, additives, and any other substancesthat
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are intentionally incorporated in food in the course of production, preparation, or processing.
3) The term, food, also includes water, as follows:
-- the water that is used for public supply of the population as drinking water;
-- the water that is used and/or incorporated in food during production, preparation, or

processing;

-- the water packed in original packaging as table water, minera water, and spring
water.
4) The term, food, does not include the following:

-- cattle feed,

-- live animals, unless they are to be placed on the market as food;

-- plants before they are harvested or picked,;

-- medicine and medicinal productsin line with a special regulation;

-- objects for general usein line with a special regulation;

-- tobacco and tobacco productsin line with a special regulation;

-- narcoticsor psychotropic substanceswithintheframework of themeaning takenfrom
the UN Single Convention on Narcotic Drugs of 1961 and the UN Convention on Psychotropic
Substances of 1971;

-- residues and contaminants.

Article4
Other Definitions
For the purposes of this Law the terms listed below have the following meanings:

1) "food business" -- abusiness operation regardless of whether it was conducted with theaim
to make profit, public or private, within the framework of which activities regarding any stage of
production, processing, and distribution of food are carried out;

2) "person in charge of the food business" -- physical person or the designated person within
thelegal person registered for carrying out activitiesconnected to thefood business, whoisin charge
of securing unobstructed implementation of the Law in the business section they manage;

3) "cattle feed" -- any substance or product, including additives, that is processed, partialy
processed, or not processed, and that isintended for feeding animals that produce food or are used
for food production;

4) "cattle feed business' -- a business operation regardless of whether it was conducted with
the aim to make profit, public or private, within the framework of which activities regarding any
stage of production, processing, storage, transport, and distribution of cattle feed are carried out,
which includes production, processing, and storage of cattle feed intended to feed animals on one's
estate;

5) "person in charge of the cattle feed business' -- physical person or the designated person
within the legal person registered for carrying out activities connected to the cattle feed business,
who isin charge of securing unobstructed implementation of the Law in the business section they

manage,
6) "relevant bodies’ -- the Croatian Food Agency, the Ministry of Agricultureand Forestry, and
the Ministry of Health;

7) "retail trade" -- handling food and/or its preparation and storage at the selling point or the
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point of delivery to the end consumer. It includes supply of prepared food (catering), institutional
food supply, catering facilitiesin which food is served, stationary and mobile food kiosks, stores,
and wholesale points;

8) "market placement” -- keeping food or cattle feed for the purpose of sale, which includes
supply and sale or any other form of transfer -- regardiess of whether it isfree -- distribution, and
other forms of transfer, on the territory of the Republic of Croatig;

9) "risk" -- the probability and degree of harmful effects on human health;

10) "risk analysis' -- a process that comprises three mutually connected components: risk
assessment, risk management, and risk notification;

11) "risk assessment” -- a scientifically based process involving four stages. hazard
identification, hazard characterization, assessment of exposure, and risk characterization;

12) "risk management" -- aprocess of reexamining alternative positionsin cooperation with the

interested parties, taking into account risk assessment and legal options, and, if necessary, the
process of selecting appropriate preventive measures and control measures,

13) "risk notification" -- an interactive exchange of information and opinions -- among the risk
assessors, the persons responsible for risk management, consumers, producers of food and cattle
feed, the academic community, and other interested parties-- in the course of theentirerisk analysis
process, concerning hazards and risks, risk-related factors and the concepts of risk, which includes
explanations of the findings following risk assessment and the basis for making decisionsin risk
management;

14) "hazard" -- biological, chemical, or physical substanceinfood or cattlefeed or the condition
of food and cattle feed that may potentially have a harmful effect on human health;

15) "traceability" -- the possibility of tracing food, cattle feed, an animal that produce food or
serve for the production of food, a primary good, or a substance that is intended to be incorporated
or is expected to be incorporated in food or cattle feed, through all the stages of production,
processing, and distribution;

16) "the stage of production, processing, and distribution” -- any stage, including import and
primary production, processing, storage, transport, sale, or supply of the end consumer with food,
and, where relevant, import, production, manufacture, storage, transport, distribution, and sale of
cattle feed and cattle feed supply;

17) "primary production” -- production and breeding, raising, and growing primary agricultural
products resulting from growing plants, breeding cattle, and fishing -- including harvesting and
picking the produce, milking and breeding animals prior to slaughter, hunting and fishing, and
collection of wild fruits and plants,

18) "end consumer” -- aphysical person who procures food to meet their own needs and does
not use it in any of the stages of the food business;

19) "official control” -- the control of the safety and quality of food and cattle feed the aim of
which is to establish whether the provisions of this Law are observed,

20) "safety” -- the harmlessness of food and cattle feed to human health and the health of
animalswith regard to the presence of biological, chemical, or physical substancesinfood and cattle
feed;

21) "quality" -- the overall characteristics of food that contributeto its ability to meet the needs
of the end consumers and the overall characteristics of cattle feed;

22) "labeling” (or "marking") -- written marks, manufacturers brands, trademarks, brand names,
images, or symbols that relate to food and cattle feed and are put on the packaging, sticker, or tag;
23) "new food" -- the food and food ingredients that have not yet been used for nutrition by the
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people in the Republic of Croatia.

Il GENERAL PRINCIPLES
1. ThePrinciples of Risk Analysis
Article5
Risk Assessment
1) In order to achieve the main aim, which is a high level of protection of human health and

life, the measures that are applied in line with this Law are based on risk assessment except when
thisis not appropriate with regard to circumstances or the nature of the measure.

2) Risk assessment is based on available scientific evidence and is carried out in an
independent, objective, and transparent way.
3) Risk assessment is carried out by the Croatian Food Agency.

Article6

Risk Notification

Risk notification is carried out by the Food Agency in order for the subjects listed below to receive
prompt, reliable, objective, and intelligible information on the hazards, that is, the risks related to
food or cattle feed:

-- the Ministry of Agriculture and Forestry or the Ministry of Health, depending on
whose jurisdiction the issue is within;

-- authorized personsin charge of officia control of the safety of food and cattle feed;

-- relevant personsin the food business and cattle feed business;

-- consumers.
Article7
Risk M anagement
1) Risk management facilitates the preventive measures and the control measures, which are

taken with theaimto reduce, eliminate, or avoid risksto human health that are present in the process
of food consumption, being based on theresults of risk assessment and being efficient, impartial, and

appropriate.
2) Risk management is carried out by the relevant bodies.
Article 8
2. ThePrinciple of Precaution
1) Under special circumstancesinwhich, following an assessment of theavailableinformation,
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the possibility of harmful effects of food on human health isidentified but scientific dilemmas are
present, the relevant bodies may take temporary risk management measures that are necessary to
secure a high level of protection of human health until further scientifically based information
necessary for a comprehensive risk assessment is available.

2) The measurestaken on the basis of Paragraph 1 of this Articlemust be appropriate and must
not limit trade any more than is necessary to achieve a high level of protection of human health,
taking into account the established facts and the technical and economic feasibility of the measures.
3) The measures that are taken must be reconsidered within a period set depending on the
nature of the identified risk to human lives and heath and on the type of scientifically based
information that is necessary to clarify scientific dilemmas and to carry out a comprehensive risk
assessment.

Article9
3. ThePrinciple of Transparency

1) Inthecourseof preparing, evaluating, and revising therisk management measures, the Food
Agency must -- directly or through authorized representatives of consumers or other interest groups
-- carry out open and transparent public consultations, except in the cases when urgency precludes
this.

2) In case areasonable doubt is present that food, that is, cattle feed, may present arisk to the
health of people or animals, the Food Agency -- depending on the nature, seriousness, and scope of
the risk -- shall take measures to inform the public of the nature of the health risk.

3) In the case presented in Paragraph 2 of this Article it is necessary to identify, to the
maximum extent possible, the food or cattle feed, therisk it represents, and the measures that have
been taken or will be taken to prevent, reduce, or eliminate the risk.

Article 10
4. Protection of Consumer Interests

1) The interests of the consumer must be protected to the maximum extent possible.
2) The Law on Food and the implementation regulations are aimed toward protecting the
consumer and shall provide the basisfor the consumersto be fully informed about the food they are
to consume, that is, they shall facilitate the consumer's selecting the food.
3) The aim of the regulation stated in Paragraph 2 of this Articleisto prevent the following:
-- fraud or misleading actions in the food business;
-- adulteration of food;
-- any other action that may mislead the consumer.

1l THE GENERAL REQUIREMENTS CONCERNING THE SAFETY OF FOOD AND
CATTLE FEED

1. The Requirements Concer ning Food Safety
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Article11
1) Placing unsafe food on the market is not permitted.
2) Food shall be considered unsafe, that is, harmful to human health, and unsuitablefor human

consumption in the following cases:

-- if it contains biological, chemical, or physical substances of various originsthat are
potentialy harmful to human health;

-- if it containsfood additivesthat are not allowed or are not allowed for that particular
type of food, or if the quantity of the additives exceed the maximum quantity allowed;

-- if itsnutritive compositionischanged, that is, if it does not contain the set quantities
of nutrientsand isintended for personswith special dietary needs, or if it may have anegative effect
on human health for some other reason.

Article 12

1) In deciding whether food is unsafe, the following shall be taken into account:

-- the conditions in each stage of production, processing, and distribution of food and
the conditions of its use by the end consumer;

-- theinformation provided to the end consumer, including the dataon the label and the
information that is generally available to the end consumer about avoiding specific harmful effects
of certain food or afood category on human health.

2) In deciding whether food is harmful to human health the following shall be taken into
account:

-- possible direct or indirect, short-term or long-term effects of the food on the health
of the person who consumes it and its effect on the future generations,

-- possible cumulative toxic effect;

-- specia health sensitivity of a specific category of consumers for whom the food is
intended.

3) In deciding whether food is not fit for human consumption, the fact whether the food is not
fit for itsintended use becauseit is contaminated by either an externa factor or in some other way --
because rotting, spoiling, or decomposition isinvolved -- shall be taken into account.

4) When unsafefood is part of aproduction batch or shipment, it shall be assumed that all the
food from the batch is unsafe unless the contrary is established following alaboratory analysis and
superanalysis.

Article13
TheMuinistry of Health and the Ministry of Agricultureand Forestry shall, in keeping with Appendix
1tothisLaw, takethe measures of limiting the placement of thefood on the market, that is, they will
demand that the food be recalled from the market when a suspicion about the safety of the food is
present.

Article14

1) Semi-perishable food may, after its best-before date, be sold or donated based on the
approval issued by the Ministry of Agriculture and Forestry and the Ministry of Health, depending
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on whose jurisdiction the issue is within.

2) The food mentioned in Paragraph 1 of this Article must be accompanied by a prominent
notice saying that its best-before date has expired but that it is still safe for consumption.
3) Thelist of the food, the terms of submitting applications, and the conditions for receiving

approval for saleor donation of thefood mentioned in Paragraph 1 of thisArticleshall be prescribed
by the minister of health in collaboration with the minister of agriculture and forestry.

2. The Requirements Concer ning the Safety of Cattle Feed
Article 15

1) Placing unsafe cattle feed on the market is not permitted.

2) Cattle feed shall be considered unsafeif it hasaharmful effect on the health of animalsthat
produce food or are used to produce food and if it makes the food that the animals produce or that
is produced from them unsafe for human consumption.

3) When the cattlefeed that does not meet safety requirementsis part of aproduction batch or
shipment, it shall be assumed that all the cattle feed from the batch is unsafe unless the contrary is
established following alaboratory analysis.

Article 16

1) The Ministry of Agriculture and Forestry shall, in line with Appendix 1 to this Law, take
the measures of limiting the placement of the food on the market, that is, they shall demand that the
food be recalled from the market when suspicion about the safety of the food is present.

2) The minister of agriculture and forestry shall prescribe the implementation regulations that
shall determine the following:

-- the requirements concerning the safety of cattle feed;

-- the sanitary conditions and actionsin cattle feed business;

-- the introduction of internal control systems and their implementation on the part of
aperson in charge of the cattle feed business with the aim to ensure the safety of cattle feed that is
placed on the market;

-- prescribing the conditions concerning expert personnel, rooms, and equipment that
the laboratories for conducting analyses and superanalyses of cattle feed must meet;

-- introducing aban or limited use of certain primary goods in the production of cattle
feed that originate from sources specific for the type of animal, place of origin, its nature, the
subsequent processing, or other characteristics,

-- prescribing other conditionsconcerning cattlefeed that are established to be necessary
in order to ensure that cattle feed meets the safety requirements.

3. Regulations Concer ning Food Safety
Article17
Theminister of agricultureand forestry and the minister of health shall prescribetheimplementation

regulations that may:
-- order, ban, or regulate the presence of any toxic or other specific substance in food
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that may be harmful to human health;

-- ensure that the food is fit for human consumption and that it meets the
microbiological and other conditions set by the regulations;

-- prescribe the types and the permitted quantities of additivesin the food,;

-- prescribe the safety conditions of the water that is used for public supply of the
population as drinking water or as water that is used in the production of food that is to be placed
on the market;

-- prescribe the conditions concerning the safety and composition of nutrientsintended
for persons with special dietary needs;

-- prescribe specific requirementsconcerning labeling, presentation, or advertisingfood,
as well as descriptions that may be put on food,;

-- prescribe the sanitary conditions and the conditions of the activities in the food
business;

-- prescribe the health and sanitary conditions that the persons who come into direct
contact with the food must meet, as well as the requirements regarding the clothing and footgear
necessary to protect the food safety;

-- prescribetheintroduction of internal control systemsand their implementation onthe
part of a person in charge of the food business with the aim to ensure the safety of the food that is
placed on the market;

-- prescribe the conditions concerning expert personnel, rooms, and equipment that the
laboratories for conducting analyses and superanalyses of food must meet;

-- prescribe the health conditions and actions concerning objects that comeinto direct
contact with the food (dishes, accessories, equipment, machinery, and packaging) and that may
influence the safety of the food;

-- prescribe the implementation of any procedure in the production and preparation of
food;

-- under certain conditions, introduce a ban or limit on sale of the food intended for
human consumption;

-- introduce aban or limited use of certain primary goodsin the production of food that
originate from sources specific for the type of animal, place of origin, its nature, the subsequent
processing, or other characteristics;

-- order the processing and recall of any food that is not fit for human consumption or
does not meet the prescribed conditions;

-- prescribe other food-related conditionsthat are established to be necessary to ensure
that the food meets the safety requirements or to be in the interest of human health.

IV IMPORT AND EXPORT OF FOOD AND CATTLE FEED
1. Import and Export of Food and Cattle Feed Into and From the Republic of Croatia
Article 18
Import

1) The food and cattle feed that isimported into the Republic of Croatiato be placed on the
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market must be in line with the provisions of this Law or special regulations unless otherwise
stipulated by this Law or aregulation adopted on the basis of this Law.

2) As an exception to Paragraph 1 of this Article, if a special international agreement is
concluded by the Republic of Croatia and the country of export, the food and cattle feed imported
into the Republic of Croatiato be placed on the market must meet the conditions contained in the
agreement.

3) The imported food and cattle feed shall be placed on the market of the Republic of Croatia
upon the completion of the customs procedure.

Article 19
Export

1) Thefood and cattle feed exported from the Republic of Croatiato be placed on amarket of
another country must be in line with the provisions of this Law or special regulations unless
otherwise stipulated by this Law or aregulation adopted on the basis of this Law.

2) As an exception to Paragraph 1 of this Article, the food and cattle feed exported from the
Republic of Croatia must meet the conditions set by the laws that are in force in the country of
import or the conditions set by the relevant bodies of the country of import.

2. The Control of the Safety of Food and Cattle Feed During Import
Article 20

1) Theimporter of food and cattle feed must submit, to the border veterinary inspector of the
Ministry of Agriculture and Forestry, that is, the border sanitary inspector of the Ministry of Health,
arequest for the inspection of the shipment of food, that is, cattle feed that they are importing in
order for its safety to be determined, in line with the jurisdiction established in Appendix 1.

2) The inspection of the safety of food and cattle feed shall be carried out at the border
crossings and other places established by the minister of agriculture and forestry and the minister of
health, depending on their jurisdiction.

Article21

1) The customs service bodies cannot carry out the procedure of charging customs on the food
or cattle feed before they receive, from the relevant state administration body or a relevant border
inspector from Article 20, Paragraph 1 of thisLaw, adecision confirming the saf ety of the shipment
of food or cattle feed that is being imported.

2) The bodies of the customs service shall, within the framework of their rights and
obligations, provide the relevant border inspector from Article 20, Paragraph 1 of this Law with the
documentation and facilitate unobstructed control of the safety of food and cattle feed.

3) Before the beginning of the customs procedure and the completion of the procedure of
establishing the safety of food and cattle feed the shipments may be stored in the customs
storehouses.

4) The importer shall cover the costs of the issuing of the decision from Paragraph 1 of this
Article.
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Article 22

1) In the course of import of the food and cattle feed that require, in line with special
regulations, an international safety certificate, the shipments must be accompanied by a prescribed
international product safety certificate unless otherwise specified by an international agreement.
2) International certificates on the safety of the shipment issued by the relevant body of the
country of export may be acknowledged for food and cattle feed that is being imported on the basis
of bilateral or multilateral agreements.

3) If the agreements specified in Paragraph 2 of this Articledo not exist, the acknowledgement
of international certificates and other documents, analytical reports on safety issued abroad, isdone
onthebasisof implementation regulations prescribed by the minister of agricultureand forestry, that
is, the minister of health.

4) International certificates and other safety documents must be written in the Croatian
language and the language of the country of origin.

Article 23

1) For the purposes of inspecting the safety of food and cattle feed that is being imported, the
relevant border veterinary inspector and the relevant border sanitary inspector are entitled to take
samples and forward them for laboratory testing.

2) The expenses of the laboratory testing of the safety of food, that is, cattle feed, shall be
covered by the importer in the case the food, that is, the cattle feed, does not meet the prescribed
requirements, while if the food, that is, cattle feed, is safe, the expenses shall be covered by the
relevant state administration body.

Article24
The Register of the Importers of Food and Cattle Feed

1) In order to introduce order on the food market, that is, the cattle feed market, and following
the proposal by the minister of agriculture and forestry, the Government of the Republic of Croatia
shall prescribe the regulation that shall establish the types of food, that is, cattle feed, for which it
IS necessary to keep aregister of importers.
2) TheMinistry of Agriculture and Forestry shall keep thefollowing registersfor thefood and
cattle feed from Paragraph 1 of this Article:

-- the register of food importers;

-- the register of cattle feed importers.
3) The minister of agriculture and forestry shall set the conditions that the legal and physical
persons must meet to be entered in the registers from Paragraph 2 of this Article, as well as the
contents, form, and mode of keeping the registers.

Article 25

1) The Ministry of Agriculture and Forestry shall adopt the decision on the entries in the
registers specified in Article 24 of this Law at the request of legal and physical personsif the legal
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and physical persons meet the conditions set by this Law and the regulations adopted on the basis
of this Law.

2) TheMinistry of Agricultureand Forestry shall adopt decisionsby which they will strike out
the legal persons or physical personsfrom Article 24 of this Law from the registersat their request,
that is, when it establishes that the legal person or physical person ceased to meet the conditions set
by this Law and the regulations adopted on the basis of this Law.

V THE APPROVAL OF FACILITIES
Article 26
The Approval of Facilities

1) The facilities that are used in the food business and the cattle feed business must have
permits issued by the Ministry of Health and the Ministry of Agriculture and Forestry in line with
the jurisdictions defined in Appendix 1 to this Law.
2) To approve the facilities, the relevant bodies from Paragraph 1 of this Article shall issuea
decision on the meeting of the sanitary and technical and hygienic conditions, that is, veterinary and
health conditions.
3) The conditions specified in Paragraph 2 of this Article are set by the minister of health, that
is, the minister of agriculture and forestry, which also includes the conditions concerning the
following:

-- the design, construction, and layout of all the rooms;

-- the design and layout of the equipment that is used;

-- the actions of any person that enters the rooms in which food, that is, cattle feed, is
handled;

-- theimplementation of internal control systemsthat ensurethe safety of thefood, that
is, cattle feed, that is placed on the market.
4) The state administration bodiesin charge of i ssuing | ocation permitsand building inspection
certificatescannot i ssuealocation permit or abuilding inspection certificate unlessthedecisionfrom
Paragraph 2 of this Article has already been obtained.
5) The decision from Paragraph 2 of this Articleisissued for the period of four years.
6) Before the deadline from Paragraph 5 of this Article expires, the relevant bodies described
in Paragraph 1 of this Article shall, at the request of the legal person or physical person, adopt a
decision on further meeting of the prescribed conditions or the failure to meet them.
7) Only the activity stated in the decision specified in Paragraph 2 of this Article may be
carried out in the approved facility.
8) The Ministry of Health, that is, the Ministry of Agriculture and Forestry, shall keep a
Register of Approved Facilities and, once a year, publish the list of the approved facilities in
Narodne Novine [Official Gazette of the Republic of Croatia).
9) The Ministry of Health, that is, the Ministry of Agriculture and Forestry, shall adopt
decisionsby whichthelegal personor physical person entered intheregister mentioned in Paragraph
8 of thisArticle shall, at their own request or when it is established that the facility no longer meets
the conditions set by this Law and the regulations adopted on the basis of this Law, be stricken out
of the register.
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10) The content, form, and mode of keeping the register of the approved facilities shall be
prescribed by the minister of agriculture and forestry in collaboration with the minister of health.

Article 27
The Temporary or Permanent Ban on the Activitiesfor Which the Permit Is|ssued

The Ministry of Health, that is, the Ministry of Agriculture and Forestry, may temporarily or
permanently ban the activitiesin thefacilities specified in Article 26, Paragraph 1 of thisLaw inthe
cases in which the following is established in the course of an inspection:

-- that the facility was used contrary to the provisions of this Law;

-- that this procedure is considered necessary or appropriate in order to protect human
health.

Article 28
Facility Approval Fees

1) Theapplicant for the decision shall cover the expensesof issuing the decision approving the
facilities that is described in Article 26, Paragraph 1 of this Law.

2) The Food Agency shall stipulate the mode of payment and the amount of the expenses of
issuing the decisions approving the facilities.

VI THE RESPONSIBILITIES OF THE PERSON IN CHARGE OF THE FOOD BUSINESS
OR THE CATTLE FEED BUSINESS CONCERNING THE SAFETY OF FOOD OR CATTLE
FEED

Article 29
General Responsibility for the Safety of Food and Cattle Feed

The person in charge of the food business or cattle feed business must, in all the stages of
production, processing, and distribution, ensure and systematically check that thefood, that is, cattle
feed, that is to be placed on the market, meets the prescribed requirements concerning the activity
that is carried out.

Article 30

The Responsibilities Concerning Food or Cattle Feed That Does Not M eet the Prescribed
Requirements

1) If the person in charge of the food business or cattle feed business has knowledge or
reasonable doubts about the food or cattle feed that they imported, processed, manufactured, or
distributed not meeting the safety requirements, they are obligated to initiate the procedure of
preventing the placement of the food or cattle feed on the market, that is, of withdrawal of the food
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or cattlefeed from the market when the product isno longer under their direct control, and toinform
the relevant bodies of this.

2) If the food or cattle feed has already reached the end consumer, the person in charge of the
food business or cattle feed business must, in an efficient and accurate manner, inform the end
consumers of the reasons for its withdrawal and, if necessary, request of the consumer to return the
food or cattle feed they are already supplied with if the other measures are not sufficient for
achieving ahigh level of health protection.

3) The person in charge of retail trade or distribution activity that has no direct influence on
the packaging, labeling, or safety of food or cattle feed must, within the limits of their activity,
initiate the procedure of withdrawing the food or cattle feed that does not meet the safety
requirements from the market. The person in charge must provideinformation that is necessary for
thefood or cattlefeed to be traced and cooperate in the measures that other participants in the food
business or the cattle feed business are taking as well as cooperate with the relevant bodies.

4) If the person in charge of the food business or the cattle feed business has knowledge or
reasonable doubts that the food or cattle feed that they placed on the market may be harmful to
human health, they are obligated to immediately inform the relevant bodies of this and of the
measures they have taken to prevent the risk to the end consumer.

5) The person in charge of the food business or the cattle feed business must not prevent any
person from cooperating with the relevant bodies if such cooperation may prevent, reduce, or
eliminate the risk from the food or cattle feed.

6) The personsin charge of the food business or the cattle feed business shall cooperate with
the relevant bodies in the measures that are taken to reduce the risk posed by the food or cattle feed
with which they supply or supplied the market.

Article 31
Requirements Concer ning Traceability of Food and Cattle Feed

1) The traceability of food, cattle feed, an anima that produces food or serves for the
production of food, a primary good of plant and animal origin, and any other substance that is
intended to be incorporated or may be expected to be incorporated in food or cattle feed must be
established in al the stages of production, processing, and distribution.

2) The persons in charge of the food business or the cattle feed business must be able to
identify any legal or physical person that supplied them with food and cattle feed or any other
substances that are intended to be incorporated or may be expected to be incorporated in food or
cattlefeed. To thisend, they must establish databases and procedures that facilitate accessto such
information so they can be presented to the relevant bodies at their request. The person in charge
of thefood businessor the cattlefeed business must establish databasesand proceduresthat facilitate
identification of other legal or physical personsto which they delivered food or cattlefeed and make
thisinformation accessible to the relevant bodies.

3) The personsin charge of the food business or the business with cattle feed are obligated to
keep databases and secure proceduresthat will enabletheidentification of legal or physical persons
from Paragraph 2 of this Article for the period of five years.

4) The food or cattle feed that has been placed on the market or is likely to be placed on the
market must be labeled or otherwise identified by way of appropriate prescribed documentation or
other information in order to ensure traceability.

UNCLASSFIED Foreign Agricultural ServicelUSDA



GAIN Report #H4R3010 Page 18 of 47

Article 32

Requirements Concer ning the Internal Control System Securing the Safety of Food or
Cattle Feed

1) The personin charge of thefood business or the cattle feed business shall apply theinternal
control system on the following principles:

-- identifying the hazards that endanger the safety of food or cattle feed and the
procedures that are followed, and identifying the critical pointsin their facility on the basis of the
procedures that are followed;

-- establishment and employment of methods of systematic monitoring and checking
such critical points and methods for performing reparation activities in order to prevent the risk of
hazard or reduce it to the minimum;

-- conducting analyseswith the aim to test the methods of cleaning and disinfection and
with the aim to test the meeting of the requirements regarding the safety of food or cattle feed;

-- keeping recordsof thecritical pointsin theway that precludeserasing thedata, which
must be kept for five years.

2) If the results of the internal controls mentioned in Paragraph 1 of this Article reveal the
existence of a considerably elevated risk for human health or the health of animals, it shall be
considered that the food, that is, cattle feed, does not meet the safety requirements, and the person
in charge of the food business or the cattle food businessis obligated to take measuresin line with
Article 30 of this Law.

3) The minister of agriculture and forestry, that is, the minister of health, shall prescribe the
requirementsfor theimplementation of theinternal control system measuresspecifiedinthisArticle.

VII NEW FOOD
Article 33
The New Food Categories
1) The following food categories are considered new food:
-- thefood and food contentsthat contain or consist of genetically modified organisms

(hereinafter referred to as: GMO);
-- the food and food contents that are produced from the GMO but do not contain the

GMO;

-- the food or food contents with a new or intentionally modified primary molecular
structure;

-- thefood and food contentsthat consist of or areisolated from microorganisms, fungi,
or algae;

-- the food or food contents that consist of or are isolated from plants or animals, with
the exception of the food and food contents that are derived from traditional ways of multiplication
or that have been long known to be safe for consumption;

-- thefood and food contents on which the production procedure was applied that isnot
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used at present and in cases that such procedure causes significant changes in the contents or
structure of food or food contents that influence its nutritional value, metabolism, or the level of
unwanted substances.
2) The food categories listed in Paragraph 1 of this Article must not:

-- present a hazard to the health of the end consumer;

-- mislead the end consumer;

-- differ from the food or food contents that they are to replace, to the extent to which
their normal consumption would be nutritionally unfavorable for the end consumer.

Article 34

Placing New Food on the M arket

1) In order to place new food on the market for thefirst time, apermit shall be obtainedin line
with the provisions of this Law and the special regulation.

2) The permit described in Paragraph 1 of this Articleshall beissued by the Ministry of Health
with the consent of the Ministry of Agriculture and Forestry, on the basis of a previously obtained
scientific opinion of the Committee for New Food and Cattle Feed Containing the GMO, which is
to be established at the Food Agency.

3) Thepermit to placefood and food contentsthat contain or consist of the GMO and thefoods
and food contents that were produced from the GMO but do not contain them is issued by the
Ministry of Health with the consent of the Ministry of Agriculture and Forestry, on the basis of the
previously obtained scientific opinion of the Committee for New Food and Cattle Feed Containing
the GMO, which isto be established at the Food Agency.

4) The conditions and the procedure for the issuing of the permit mentioned in Paragraph 1 of
this Article are prescribed by the minister of health with the consent of the minister of agriculture
and forestry.

Article 35
The Register of Permitsfor Placing New Food on the M arket

1) The Ministry of Health shall keep a register of the permits for placing new food on the
market.

2) Thecontents, form, and mode of keeping theregister describedin Paragraph 1 of thisArticle
shall be prescribed by the minister of health.

Article 36
Banning the Placement of New Food on the M ar ket

1) The Ministry of Health, with the consent of the Ministry of Agriculture and Forestry, shall
permanently ban the market placement of new food, especially food and food contents that contain
or consist of the GMO if it is established, on the basis of a scientific risk assessment, that they are
harmful to human health.

2) In case scientific dilemmas are present with regard to harmful effects of the new food,
particularly the food and food contents that contain or consist of the GMO, on human health, the
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relevant bodies mentioned in Paragraph 1 of this Article may temporarily ban its placement on the
market in order to prevent or reduce their possible negative effects on human health.

VIl CATTLE FEED THAT CONTAINS OR CONSISTS OF THE GMO
Article 37
Placing Cattle Feed That Containsor Consists of the GMO on the Market

1) In order to place cattle feed and cattle feed contents that contain or consist of the GMO on
the market for the first time, a permit must be obtained in line with the provisions of this Law and
the specia regulation.

2) The permit mentioned in Paragraph 1 of this Article shall be issued by the Ministry of
Agriculture and Forestry, on the basis of a previously obtained scientific opinion of the Committee
for New Food and Cattle Feed Containing the GM O, which isto be established at the Food Agency.
3) The conditions and the procedure for the issuing of the permit specified in Paragraph 1 of
this Article shall be prescribed by the minister of agriculture and forestry.

Article 38

The Register of Permitsfor Placing Cattle Feed That Consists of or Containsthe GMO on
the Market

1) The Ministry of Health shall keep aregister of the permitsfor placing cattlefeed and cattle
feed contents that contain or consist of the GMO on the market.

2) The contents, form, and mode of keeping theregister specifiedin Paragraph 1 of thisArticle
shall be prescribed by the minister of agriculture and forestry.

IX THE QUALITY OF FOOD AND CATTLE FEED
Article 39
The Quality of Food

1) The persons responsible for the food business and consumers shall be allowed to produce,
place on the market, and buy food that corresponds to the prescribed quality and the food for which
quality requirements are not prescribed if the food corresponds to the safety provisions.
2) The minister of agriculture and forestry shall prescribe the implementation regulations that
regulate the quality of food, when they deem this necessary, in order to do the following:

-- prevent the activities described in Article 10 of this Law;

-- protect the economic interests of the consumers;

-- enable the consumers to make a choice regarding the food they consume;

-- introduce order on the food market.
3) The implementation regulations specified in Paragraph 2 of this Article determine the
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requirements relating to the following:

-- food classification, categorization, and terminology;

-- the sensory characteristics and the contents of food;

-- the type and quantity of primary goods, additives, and other materials that are used
in the production and processing of food;

-- the technological procedures that are followed in the production and processing of
food;

-- the methods of sampling and analytical methods for controlling food quality;

-- putting up the prices of food,;

-- additional or specific information that should be stated on the food |abel.

Article 40
The Quality of Cattle Feed

1) The persons responsible for the cattle feed business shall be allowed to produce and place
on the market the cattle feed that corresponds to the prescribed quality.

2) Theminister of agricultureand forestry shall prescribetheregulationsonthequality of cattle
feed.

X THE MARK OF TRADITIONAL REPUTE, THE MARK OF GEOGRAPHICAL ORIGIN,
AND THE MARK OF ORIGINALITY OF THE FOOD

1. TheMark of Traditional Repute of the Food
Article41

1) Thefood may bear the"traditional repute” mark if itisproduced by using traditional primary
goods, or if it containstraditional ingredients, or if it was produced or processed in atraditional way
and has characteristics that make it different from other similar food that falls under the same
category.

2) The use of the mark of traditional repute is the collective right of all those who meet the
conditions from Paragraph 1 of this Article.

3) Theminister of agricultureand forestry shall prescribe the conditions and the procedurefor
therecognition of special characteristicsof food and shall establish aCommission for Awarding the
"Traditional Repute" Mark.

Article42

1) The Ministry of Agriculture and Forestry shall keep the following registers:
-- the Register of Agricultural Food Products Bearing the "Traditional Repute" Mark;
-- the Register of Legal Persons, Physical Persons, or Associationsof Producersand/or
Processors That Use the "Traditional Repute" Mark.
2) Theminister shall prescribethe conditionsthat thelegal and physical personsor associations
from Paragraph 2 of this Article must meet, aswell as the contents, form, and mode of keeping the
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registers.
Article43

1) The Ministry of Agriculture and Forestry shall issue a decision on the entry in the register
described in Article 42, Paragraph 2 of this Law, based on the claim of alegal person, a physical
person, or an association if the legal person, physical person, or association meet the conditions
prescribed by this Law and the regulations adopted on the basis of this Law.

2) The Ministry of Agriculture and Forestry shall, by way of a decision, strike out from the
register the legal person, physical person, or association entered in the register described in Article
42, Paragraph 2 of thisLaw, at their own request, that is, when it establishesthat they ceased to meet
the conditions prescribed by this Law and the regul ations adopted on the basis of this Law.

2. TheMark of Geographical Origin and the Mark of Originality of the Food
Article44
The Mark of Geographical Origin of the Food

1) Themark of geographical originisthe nameof the geographical area-- inexceptional cases,
of astate -- that is used to mark the food the production or processing or preparation for the market
of which takes place in the place of its origin.
2) The mark of geographical origin can be used to protect the following food:

-- the food that originates from a certain geographical area;

-- the food that has special quality, repute, or other characteristics that result from the
influence of a certain geographical area.
3) The minister of agriculture and forestry shall regulate the areas and conditions stated in
Paragraph 2 of this Article, aswell as the form, contents, and mode of control of the mark.

Article 45

TheMark of Originality

1) Themark of originality isthe name of ageographical area-- in exceptional cases, of astate
-- that is used to mark the food that originates from a certain geographical areain its entirety.
2) The mark of originality can be used to protect the following food:

-- the food whose characteristics are exclusively or mostly the result of natural and

human factors and whose
entire production, processing, and preparation for the market takes placein the place

of itsorigin.
3) The mark of originality can also be used to protect the food the primary goods for whose
production originate from an areabroader or different from the processing area, under the condition
that the areaof production of primary goodsislimited, that special conditionsfor producing primary
goods are present, and that inspections are carried out that facilitate the meeting of the special
conditions.
4) The mark of originality can also be used to protect traditional geographical or non-
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geographical names of food that indicate a certain geographical origin, under the condition that the
food meets the conditions contained in Paragraphs 2 and 3 of this Article.

5) The minister of agriculture and forestry shall regulate the mode of production, processing
or preparation for the market, the areas specified in Paragraph 2 of thisArticle, theform and content
of the mark, and the mode of control.

Article 46
The Right to Usethe Mark of Geographical Origin and the Mark of Originality

1) The mark of geographical origin and the mark of originality can only be used for the food
they relate to.

2) Theuseof themarksfrom Paragraph 1 of thisArticleisthecollectiveintellectual ownership
right, and may be used by all the producers and processors of food as long as they meet the
prescribed conditions.

3) A foreign legal person or physical person may be granted the marks specified in Paragraph
1 of this Article on the basis of an international agreement on mutual protection of marks that
obligates the Republic of Croatia.

4) The protection of theright to usethe mark of geographical originand the mark of originality
shall be carried out in line with the provisions of this Law and the provisions of special regulations.

Article 47
The Protection of the Rights by the Courts

Regulations on intellectual ownership are applied for the court protection of the rights concerning
the food whose marks of geographical origin and marksof originality are acknowledged in linewith
thisLaw.

Article48
The Ban on Misleading

1) The marking, presentation, and advertising of food must not, with text or picture or in any
other way, mislead the consumer with regard to the marks of geographical origin or the marks of
originality.

2) Misleading with regard to the marks of geographical origin or the marks of originality is
primarily considered to be the following:

-- the use of amark denoting food that was not produced, processed, or prepared for the
market in line with the regulations that facilitate the use of the mark of the geographica area;
moreover, if therea origin of the food is additionally marked, and if the mark containing the name
of the geographical areais used,

-- the use of atrandation of amark, that is, the mark being accompanied by terms such
as"type", "style", "imitation”, and the like.

Article 49
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The Procedure of Securing Protection of the Mark of Geographical Origin and the Mark of
Originality of Food

1) The procedure of acknowledging the protection of the mark of geographical origin and the
mark of originality of food shall be conducted by the Ministry of Agriculture and Forestry.

2) The procedure of acknowledging the protection specified in Paragraph 1 of thisArticleshall
begin on the basis of an application submitted by the producer or processor of the food, who pays
the prescribed fees.

3) Theminister of agriculture and forestry shall prescribe the conditions and procedurefor the
acknowledgement of the protection of the mark of geographical origin and the mark of originality
of food, the contents of the application, the conditions for submitting the applications, and the fees.
4) The minister of agriculture and forestry shall establish the Commission for the
Acknowledgement of the Protection of the Mark of Geographical Originandthe Mark of Originality
of Food.

Article 50

1) The Ministry of Agriculture and Forestry shall keep the following registers:
-- the Register of Marks of Geographical Origin and the Marks of Originality of Food,;
-- the Register of Users of Marks of Geographical Origin and the Marks of Originality
of Food.
[2) IS not provided]
3) The minister shall prescribe the conditions that the legal persons, physical persons, or
associations described in Paragraph 2 of this Article must meet, as well as the content, form, and
mode of keeping the registers.

Article51

1) The Ministry of Agriculture and Forestry shall adopt the decision on entering in theregister
from Article 50 of thisLaw, on the basis of an application filed by alega person, aphysical person,
or an association if thelegal person, physical person, or association meets the conditions prescribed
by this Law and the regulations adopted on the basis of this Law.

2) The Ministry of Agriculture and Forestry shall strike out the legal person, physical person,
or association entered in the register described in Article 50, Paragraph 2 of this Law, from the
register at their own request, that is, if it establishes that they ceased to meet the conditions
prescribed by this Law and the regulations adopted on the basis of this Law.

XI LABELING OR MARKING FOOD AND CATTLE FEED
Article 52
General Requirementsfor Labeling or Marking Food and Cattle Feed

1) The food and cattle feed that is placed on the market of the Republic of Croatia must have
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alabel.

2) A label shall include all written marks, the manufacturer's brand, the trademark, the brand
name, and the image or symbol that relate to food or cattle feed and that are put on the packaging,
sticker, or tag, as well as the documents and notices that accompany or relate to the food or cattle
feed.

3) The label must be written in the Croatian language; it must be noticeable, legible, and
intelligible.

4) The label must contain at least the following data:

-- the name of the food or the cattle feed under which the food or cattle feed is being
sold;

-- alist of ingredients,

-- the quantity of certain ingredients or the category of ingredients;

-- the net quantity, in the case of packaged food or cattle feed;

-- the date of expiry;

-- the storage conditions, where necessary, that is, where they may influence the
durability of the food or cattle feed,;

-- the name or business name and address of the producer of the food or cattle feed or
the subject that packages the food or cattle feed and/or placesit on the market;

-- in the case of imported products, in addition to the name or business name and
address of the producer, the name and address of the seat of the importer and the country of origin
are also necessary;

-- the details concerning the place of origin in the cases in which failure to state them
may significantly mislead the consumer asto thereal origin;

-- the instructions for use, where necessary.

Article 53
Labeling or Marking the Food

1) The dataon the label and the mode of |abeling or marking the food must be such so as not
to mislead the consumer, particularly with regard to the following:

-- the characteristicsof thefood, of itsnature, identity, qualities, composition, quantity,
durability, and the method of its preparation or production;

-- ascribing to the food the effects and characteristics that the food does not possess;

-- leading the consumer to believethat thefood has certain special characteristicswhile
the fact isthat all similar foods have such characteristics.

2) The labeling and the mode of labeling, in line with the special regulations that are applied
to natural mineral waters and the food for special dietary needs, shall not ascribe to any food the
characteristics involving prevention, treatment, or curing of diseases nor shall such characteristics
be referred to.

3) The bans and limitations specified in Paragraph 1 of this Article aso relate to:

-- the presentation of the food, particularly its form, appearance, or packaging, the
materials that are used for packaging, and the mode and place in which the food is arranged and
displayed;

-- the advertising of the food.
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Article54
The Food L abeling Regulations

1) The minister of agriculture and forestry, with the consent of the minister of health, shall
adopt a regulation regulating the labeling or marking, presentation, advertising, and stating the
nutritional values of the food.
2) The minister of agriculture and forestry may, with regulations adopted on the basis of this
Law, determine the following:

-- that certain information relating to the food be on the label when packaged food is
involved or that they be otherwise stated when food that is not packaged isinvolved;

-- that specific information relating to the food be labeled in some other way;

-- that the usual meanings of the name under which the food was placed on the market
be determined,;

-- specificrequirementsthat relateto thelabeling or marking of aset group of products.

Article55
The Labeling or Marking of Cattle Feed

The labeling of cattle feed must meet the general requirements contained in Article 52 of this Law
and the regulation adopted by the minister of agriculture and forestry on the basis of this Law.

Article 56
The Labeling or Marking of New Food

1) In addition to the general requirements for the labeling or marking contained in Article 52
of this Law, the label of the new food placed on the market of the Republic of Croatia must also
contain specific additional information in order for the consumers to be informed of all the
characteristicsof thefood that make the new food or its contents no longer equivalent to the existing
food or food contents.

2) In this case the label must contain data on the changed characteristics and it must state the
method with the employment of which this characteristic was achieved.
3) The label, packaging, and accompanying documentation of the food and food contents

containing the GMO must contain avisible mark stating that the food or the food contents contain
or consist of the GMO.

4) The mark must clearly state, "genetically modified organism", or contain the following
sentence: "This product contains a genetically modified organism”.

5) The label, packaging, and the accompanying documentation of the food and the food
contentsthat originate from the GM O but do not contain them must clearly state that the food or the
food contents originate from the GMO.

6) The mark must contain the following sentence: "This product originates from the GMO."
7) The minister of health, with the consent of the minister of agriculture and forestry, shall
prescribe more detailed requirements concerning the labeling of the new food by way of an
implementation regulation.
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Article57
The Labeling or Marking of the Cattle Feed Containing or Consisting of the GMO

1) The cattlefeed and the cattlefeed contentsthat contain or consist of the GMO and that have
been placed on the market of the Republic of Croatia must, in addition to meeting the general
requirements concerning labeling or marking contained in Article 52 of thisLaw, bear avisiblemark
on their label, packaging, and accompanying documentation, stating that they contain or consist of
the GMO.

2) The mark must clear state, "genetically modified organism” or contain the following
sentence: "This product contains a genetically modified organism.”
3) The minister of agriculture and forestry shall prescribe more detailed requirements

concerning thelabeling of cattlefeed and cattle feed contents that contain or consist of the GMO by
way of an implementation regulation.

XII THE OFFICIAL CONTROL OF FOOD SAFETY AND CATTLE FEED SAFETY
Article 58
The Official Control of Food Safety and Cattle Feed Safety

Theofficia control of the safety of food and of cattlefeed shall include one or more of thefollowing
activities:

-- inspection control;

-- sampling and analysis;

-- inspection of written material and documents,

-- inspection of records as stated in Article 31 of this Law;

-- inspection of theinternal control systems and the records as described in Article 32
of this Law;

-- inspection of the health and hygiene of the personnel and objectsthat comeinto direct
contact with the food.

Article 59
The Jurisdiction of the Inspectorates

1) The inspection control the aim of which is to perform official control of food safety and
cattle feed safety shall be carried out by sanitary inspectors, that is, veterinary inspectors, and by
border sanitary inspectors, that is, border veterinary inspectors, in line with the jurisdiction
determined in Appendix 1 to this Law.

2) The inspection control, as described Paragraph 1 of this Article, shall be carried out inline
with the provisions of this Law and special regulationsif they are not contrary to the provisions of
thisLaw.

3) Theinspection control, asspecifiedin Paragraph 1 of thisArticle, mustincludeall the stages
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of production, processing, and distribution.
Article 60
The General Principles of Inspection Control
1) The inspection control of food safety and cattle feed safety described in Article 59,
Paragraph 1 of this Law must be carried out as follows:

-- on aregular basis and in line with the priorities set by way of risk assessment;
-- whenever the suspicion is present that the requirements have not been met.

2) The inspection control must be carried out with the use of measures appropriate to the
subsequent aim.
3) The inspection control should be carried out without prior announcement.

Article61

The Contents of the Inspection Control

1) Thefollowing shall be the subject of the inspection control, which shall be carried out with
the aim to officially control the safety of food and cattle feed:

-- the location of thefacility -- the state of the facility, the offices, the area surrounding
the production plants, the vehicles, the plants, and the equipment that is used in the food business
and cattle feed business, and, especially, the conditions for the approval of the facility as set in
Article 26 of this Law;

-- the primary goods, contents, technological aids, and other substances used for the
preparation and production of food or cattle feed;

-- the semi-finished goods;

-- the objects that come into direct contact with the food,;

-- the cleaning and mai ntenance agents and the proceduresthat arefollowed in thefood
business and the cattle feed business,

-- the procedures that are followed in the making or processing of food or cattle feed;

-- the food preservation methods.

2) Theinspection control described in Paragraph 1 of thisArticleiscarried out in thefollowing
way:

-- through talks with the person in charge and the persons employed with the personin
charge;

-- by reading the values recorded by the instruments that were installed by the person
in charge;

-- by taking measurements, which is carried out by the relevant inspectors specified in
Article 59, Paragraph 1 of this Law, using their own instruments or instruments installed by the
person in charge;

-- by using the information contained in the written materials and documents that are
kept by the person in charge of the food business or the cattle feed business.

Article 62
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I nspecting the Hygiene of the Persons and Objects That Come Into Contact With the Food

1) The personswho, in the course of doing their jobs, comeinto direct or indirect contact with
thefood, aswell astheir work clothes and footwear, and the objectsthat comeinto direct or indirect
contact with the food shall be liable to be inspected by the sanitary inspectorate.

2) The purpose of the inspection contained in Paragraph 1 of this Article shall be to inspect
whether the persons, their work clothes and footwear, and the objects that come into direct contact
with the food meet the health and hygiene requirements.

Article 63
Taking Samplesfor Laboratory Analysis

Samples of primary goods, contents, technological aids, and other substances that are used in
preparation and production of food or cattlefeed, semi-finished goods, prepared food and cattlefeed,
objects that come into direct contact with food, and cleaning and maintenance agents that are used
in the food business or cattle feed business may be taken for laboratory analysesfor the purposes of
officia control of the safety of food or cattle feed, within the framework of inspection control.

XII OFFICIAL CONTROL OF THE QUALITY OF FOOD AND CATTLE FEED
Article 64
Official Control of the Quality of Food and Cattle Feed

Official control of the quality of food and cattle feed shall include one or more of the following
activities:

-- inspection control;

-- sampling and analysis;

-- inspection of the label, written materials, and documents.

Article 65
The Jurisdiction of the Inspectors

1) For the purposes of official control of the quality of food and cattle feed, the inspection
control shall be carried out by the economic inspector of the State Inspectorate in Retail Trade, in
line with the provisions of this Law.

2) Asan exception to Paragraph 1 of this Article, inspection control may be carried out in the
production process, for the purposes of officia control of the quality of the food bearing the
protected mark of geographical origin, the mark of originality, and the mark of traditional repute, as
well as of the food for which thisis prescribed by a specia regulation.

3) Theagricultural inspectorsof the Ministry of Agricultureand Forestry and thelegal persons
authorized by the minister of agriculture and forestry shall carry out the inspection control in
production for the purposes of officia control of the quality of the food from Paragraph 2 of this
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Article.
Article 66
The General Principles of Inspection Control
1) Inspection control for the purposes of official control of the quality of food and cattle feed

must be carried out as follows:
-- on aregular basis,
-- whenever a suspicion is present that the prescribed requirements are not being met.

2) Inspection control must be carried out with the employment of measures appropriateto the
subsequent aim.
3) I nspection control must be carried out without prior notification.

Article 67

The Contents of Inspection Control

1) The inspection control specified in Article 65, Paragraph 1, which is carried out for the
purposes of official control of the quality of food and cattle feed shall include the following:

-- inspection of the authenticity of the dataand claims of the characteristics of the food
and cattle feed, and of the meeting of the requirements concerning labels or marks;

-- examination of the contents of prepared food and cattle feed.
2) The ingpection control specified in Article 65, Paragraph 2, which is carried out for the
purposes of official control of the quality food shall includes the following:

-- control of the production conditions and processing conditions with regard to the
quality of food;

-- control of the origin of the primary goods and ingredients that are used in the
production and preparation of food,;

-- control of the contents of the food;

-- control of the technological procedures that are followed in the production and
preparation of food.
3) The inspection control specified in Paragraph 1 and Paragraph 2 of this Article shall be
carried out in the following way:

-- through talks with the person in charge and the persons employed with the personin
charge;

-- by taking measurements, whichiscarried out by therel evant inspectorsfrom Article
65 of this Law, using their own instruments or instruments installed by the person in charge;

-- by using the information contained in the written materials and documents that are
kept by the person in charge of the food business or the cattle feed business.
4) The implementation regulation issued by the minister of agriculture and forestry shall
prescribe in more detail the mode and contents of the inspection control in the production of food
with the protected mark of geographical origin, the mark of originality, and the mark of traditional
repute.

Article 68
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Taking Samplesfor Laboratory Analysis

Samples of food and cattle feed may be taken for laboratory analyses for the purposes of official
control of the quality of food or cattle feed, within the framework of inspection control.

X1V THE GENERAL PROVISIONS REGULATING THE OFFICIAL CONTROL OF FOOD
AND CATTLE FEED

Article 69
Authorized L egal Persons

1) The Ministry of Agriculture and Forestry, that is, the Ministry of Health, may authorize a
legal person to carry out inspection control activitieslisted in this Law asalegal person with public
authority.

2) The relevant bodies mentioned in Paragraph 1 of this Article shal publish a list of the
authorized legal personsin Narodne Novine.

Article 70
General Provisions

1) The authorized bodies mentioned in Article 69, Paragraph 1, shall issue, to the relevant
inspector and legal person, that is, the authorized person withinthelegal personwith public authority
(hereinafter referred to as: authorized official person), a certificate of authorization to carry out
inspection control.
2) When the authorized official person, in the course of inspection control, discovers or
suspects that the provisions of this Law have been violated, they will take the necessary measures
with the aim to have the person in charge of the food business or cattle feed business rectify the
established irregularities.
3) The owner, proprietor, person in charge, employee in the facility, or another person found
at the facility that the authorized official person mentioned in Paragraph 1 of this Article entered
must not do the following:

-- deny information or assistance;

-- knowingly issue afalse statement.

4) No one may disturb the authorized official person in performing their duties.

5) No onemay take any measures prescribed by thisLaw with theaimtorectify the established
irregularities without the written consent of the authorized official person.

6) The authorized official person isobligated to carry out inspection control in line with their

authorization and the duties and responsibilities based on this Law and special regulations, unless
they are contrary to this Law.

Article71
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The Authority of the Authorized Official Person

1) The authorized official person described in Paragraph 1, Article 70, may do the following:

-- enter thefacility believed to store, process, or packagefood or cattlefeed at any time,
which includes the time during which work operations are under way, and carry out an inspection
with the aim to establish the existence, nature, and scope of any trade or business concerning food
or cattle feed,

-- inspect any food or cattle feed in any of the facilities they believe are subject to the
provisions of this Law, take samples of food or cattle feed, and inspect anything they believe has
been used or may be used for the production of any food or cattle feed,;

-- stop, search, or detainavehicle, vessel, or aircraft they believeto betransporting food
or cattle feed, inspect the food or cattle feed, and take samples of it;

-- open and inspect the container or package they believe contains food or cattle feed,
examine the contents, and take samples;

-- request to see the books, documents, or other records kept in any media that they
believe contain any informationimportant for theimplementation of the provisionsof thisLaw, with
regard to any food or cattle feed, and make copies or take excerpts from the documents;

-- confiscate and keep the food or cattle feed if they believe that the provisions of this
Law or the conditions of the approval issued in line with this Law have been violated;

-- perform any other activities they are authorized for in line with special regulations.

Article72
The Duties of the Authorized Official Persons

1) The authorized official person is obligated, in exercising their authority established by
Article 71 of this Law, and at the request of the person to whom these activities relate, to do the
following:

-- present their certificate of authority issued in line with the provisions of Article 69
of this Law;

-- return the food or cattle feed they confiscated once they have ensured that it meets
the requirements set by this Law;

-- in case the food or cattle feed does not meet the requirements set by this Law and
when the owner or proprietor of the food or cattle feed agrees that they be destroyed or removed,
determine the way it will be removed or destroyed,;

-- organize the destruction or removal of the food or cattle feed when the approval
described in Item 3 of this Paragraph and this Article is not given.

Article 73
The Responsibilities of the Authorized Official Persons
1) No information that relates to the activity of the person in charge and that the authorized
official person came across in the course of officia controls, or that relates to risk anaysis, can be

revealed without the written consent of the person in charge that carries out the activities, except in
the following cases.
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a) when thisis necessary for the implementation of this Law and when the minister of
agriculture and forestry, that is, the minister of health, approvesit;
b)  whenthisisnecessary tofollow any procedurethat followsareport on theinspection

control.
Article 74
The Annual Program of Inspections and Reports
1) Annual programs for official controls shall be prepared for the carrying out of inspection

controls, and shall contain the following:

-- the number and type of the inspection controls that are planned;

-- the number and type of the facilities to be included in the inspection control;

-- the criteriathat were applied in the preparation of the program.
2) Annual reportson the official controlsthat have been done shall be prepared, and they shall
contain the following:

-- the number and type of the inspection controls that have been carried out;

-- the number and type of the facilities that were included in the inspection control;

-- the information about offenses and criminal acts;

-- the measurestaken in the cases the requirements determined on the basis of thisLaw
were not met.
3) The Ministry of Agriculture and Forestry or the Ministry of Health -- depending on the
jurisdiction -- shall prepare the programs and reports from Paragraphs 1 and 2 of this Article that
relate to official control of the safety of food and cattle feed, and the Management Council of the
Food Agency shall approve them and forward them to the Government of the Republic of Croatia.
4) The State Inspectorate, that is, the Ministry of Agriculture and Forestry, shall prepare the
programs and reports described in Paragraphs 1 and 2 of this Articlethat relateto the official control
of the quality of food and cattle feed, and the Government of the Republic of Croatia shall endorse
them.

XV THE OFFICIAL EXAMINATION LABORATORIES AND REFERENCE
LABORATORIES

Article75
The Laboratory Analyses of Samples

1) The laboratory analyses of the samplesthat aretaken in line with Articles 63 and 68 of this
Law shall, for the purposes of officia control, be conducted in official examination laboratories
authorized by the minister of agriculture and forestry and the minister of health, depending on the
jurisdiction (hereinafter referred to as examination laboratories), in line with special regulations.
2) The samples shall be taken and delivered to the examination laboratories by the relevant
authorized inspector, as stated in Article 59, Paragraph 1, and Article 65, Paragraph 1 and 3, of this
Law.

3) The expenses of the analyses shall be covered by the relevant body. In case the food or
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cattle feed does not meet the requirements prescribed by this Law and/or does not correspond to the
information stated on the label, the expenses shall be covered by thelegal person or physical person
that produces the food or cattle feed and/or placesit on the market.

4) The relevant bodies specified in Paragraph 1 of this Article shall publish a list of the
examination laboratories in Narodne Novine.

Article 76
The Official Examination L abor atories

1) The examination laboratories authorized to conduct analyses for the purposes of official
control must meet the General Requirements for the Qualification of the Examination and
Measurement Laboratories specified in HRN EN |SO/IEC 17025.

2) The minister of agriculture and forestry, that is, the minister of health, shall, on the basis of
this Law and with the consent of the director of the State Institute for Standards and Measures,
prescribe the regulations that, through accepted norms, regulate the special conditions that the
examination laboratories must meet, aswell asthe procedure of evaluation and authorization of the
examination laboratories.

3) The accreditation, evaluation, and authorization of the examination |aboratories may relate
to individual analyses or groups of analyses, and to individual types of food.
4) The examination laboratories authorized by the relevant bodies, as specified in Article 71,

Paragraph 1 of this Law, are obligated to take part in the appropriate programs of qualification
testing.

5) Any divergence from the mode of application of the Norm specified in Paragraph 1 of this
Article shall be considered inappropriate and can only be endorsed with a specia approval of the
Food Agency.

Article77
The Reference Laboratories

1) The minister of agriculture and forestry, that is, the minister of health, shall select one
laboratory asthereference laboratory for each analysisthat is conducted for the purposes of official
control of the safety or quality of food or cattle feed.

2) Thereferencelaboratories must meet the General Requirementsfor the Qualification of the
Examination and Measurement Laboratories specified in HRN EN 1SO/IEC 17025.

3) The reference laboratories described in Paragraph 1 of this Article shall do the following:

-- advisetheMinistry of Agricultureand Forestry and theMinistry of Health, depending
on thejurisdiction, in the course of authorization of the examination laboratories that are qualified
to conduct analyses for the purposes of official control;

-- coordinateand providesupport, including training and other services, totheactivities
of the examination laboratories concerning technica standards and methodol ogies of the analyses
they conduct;

-- organize parallel tests of standardized samples and take part in them, at the national
and international level, for the purposes of monitoring the qualifications of the examination
laboratories;
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-- ensurethat the examination laboratoriesapply theinternal system of ensuring quality
operation (which includes evauating the method, keeping records, storing reagents, safety, and
routine calibration of the equipment);

-- convey informationto therelevant bodiesand other |aboratoriesthat conduct analyses
of food and cattle feed, regardiess of whether the analyses were conducted for the purposes of
officia control.

4) The expenses of financing the reference laboratoriesfor carrying out the activities stated in
Paragraph 2 of this Article shall be covered by the Ministry of Agriculture and Forestry, that is, the
Ministry of Health.

5) The relevant bodies specified in Paragraph 1 of this Article shall publish the list of the
reference laboratories in Narodne Novine.

XVI CRISISMANAGEMENT AND EMERGENCIES MANAGEMENT
Article 78
Urgent Measuresfor Securing the Safety of Food and Cattle Feed

1) When the relevant bodies establish that food, that is, cattle feed, presents a serious risk to
human health, the health of animals, or the environment, and that the risk cannot be eliminated in
a satisfactory way, one or more measures specified in Paragraphs 2 and 3 of this Article may be
taken, depending on the seriousness of the situation.
2) In case food or cattlefeed of local origin isin question, the measures stated in Paragraph 1
of this Article may be asfollows:

-- temporary ban on placing the food on the market or on the use of the food,;

-- temporary ban on placing the cattle feed on the market or on the use of the cattlefeed;

-- determining specia conditions for the above mentioned food or cattle feed;

-- other appropriate temporary measures.
3) In caseimported food or cattlefeed isin question, the measures stated in Paragraph 1 of this
Article may be asfollows:

-- temporary ban on theimport of thefood or cattle feed from the country or part of the
country of import or the transit country;

-- determining special measures for the above mentioned food or cattle feed from the
country or part of the country of import or the transit country;

-- other appropriate temporary measures.

Article 79
General Crisis Management Plan

1) The Food Agency, in cooperation with the Ministry of Health and the Ministry of
Agricultureand Forestry, must prepareageneral crisismanagement planinthe sphereof food safety,
that is, cattle feed safety.

2) The plan described in Paragraph 1 of this Article shall specify the types of risk that
originates from food or cattle feed and may directly or indirectly present a hazard to human health,
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and that is not likely to be eliminated or reduced to an acceptable level with the implementation of
the existing provisions of this Law, or that will not be manageable in an appropriate way with the
implementation of the provisions contained in Chapter X11 of this Law.

3) The plan specified in Paragraph 1 of this Article shall also establish the practical activity
necessary for crisismanagement, whichincludesorgani zation of thecrisisunitintherelevant bodies,
employing personnel following the principle of transparency, and formulating the communication

strategy.

XVIlI THE CROATIAN FOOD AGENCY
Article 80
General Provisions

1) The Croatian Food Agency shall carry out professional activities, in the context of thisLaw
regarding control of the safety of food and cattle feed. [as provided in the origina text]

2) TheFood Agency shall be established by the Government of the Republic of Croatiaby way
of adecree.

3) The Food Agency isalega person.

4) The seat of the Food Agency shall bein Zagreb.

5) In carrying out the activities determined by this Law the Food Agency shall be independent
and shall answer to a special committee that shall be established with the Government of the
Republic of Croatia, and shall consist of the prime minister, the minister of agriculture and forestry,
and the minister of health (hereinafter referred to as: the Committee).

6) The Food Agency may transfer the authority to carry out certain activities from its
jurisdiction to the Croatian Public Health Institute and the Croatian Veterinary Institute, aswell as
to other legal persons.

7) The funds for the operation of the Food Agency shall be secured from the state budget of
the Republic of Croatia and from the Food Agency's own income.

8) The Food Agency shall adopt a statute that shall be endorsed by the Government of the
Republic of Croatia

Article 81
The Tasks of the Food Agency

1) Within the framework of risk analysis with regard to the safety of food and cattle feed and
in line with the principles stated in Chapter Il of this Law, the Food Agency shall perform the
following:

-- risk assessment;

-- risk notification;

-- risk management.
2) Thelaboratoriesof the Croatian Public Health Institute and the Croatian V eterinary I nstitute
shall participate in the process of risk assessment that the Food Agency shall carry out, to which
purpose they will monitor the safety of food and cattle feed.
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3) Withintheframework of carrying out activitiesregarding risk assessment, the Food Agency
shall take part in and coordinatethe activities carried out by the Ministry of Agricultureand Forestry
and the Ministry of Health, which especially relates to the activities concerning inspection control
of the safety of food and cattle feed that the relevant inspections specified in Article 59 of thisLaw
shall carry out.

4) In addition to the activities specified in Paragraph 1 of this Article, the Food Agency shall
also carry out additional activities that include:

-- providing scientific opinions to the Ministry of Agriculture and Forestry and the
Ministry of Health, depending on thejurisdiction, to the personsin charge of food businessand cattle
feed business, and to consumers, with regard to the hazards pertaining to food and cattle feed;

-- promotion and coordination of the establishment of aunified risk assessment and the
methodology of official control for the spheres of safety of food and cattle feed in al the stages of
production, processing, and distribution;

-- preparation of scientific studies necessary for the promotion of risk assessment for
the spheres of the safety of food and the safety of cattle feed,;

-- research, collection, comparison, analysis, and summary of scientific and technical
datafor the spheres of the safety of food and the safety of cattle feed;

-- taking steps toward identifying and characterizing the new risks with regard to the
safety of food and the safety of cattle feed,;

-- establishment of a network of institutions that take part in activities linked to the
safety of food and the safety of cattle feed,;

-- providing scientific and technical assistance with regard to emergencieswhen thisis
required by the Government of the Republic of Croatia.

4) The Food Agency shall bein charge of the alarm system, to which purposeit shall receive
and forward all the information connected to food hazards, and shall establish acentral information
system for the exchange of information with other institutions that take part in risk assessment and
risk management in the Republic of Croatia, aswell as with other relevant institutions abroad.

5) In addition to the activities specified in Paragraphs 1, 2, 3, and 4 of this Article, the Food
Agency shall also carry out other activities specified by this Law.

Article 82
The Bodies of the Food Agency
The bodies of the Food Agency are as follows:
-- the Management Council;
-- the director;
-- the Advisory Council;
-- the Scientific Council and the Scientific Committees.
Article 83

The Composition and the Mandate of the Management Council

1) The Management Council shall consist of nine members who shall be proposed by the
Committee and appointed by the Government of the Republic of Croatia
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2) The Management Council shall include two representatives of the Ministry of Agriculture
and Forestry, two representatives of the Ministry of Health, one representative of the Croatian
Veterinary Institute, one representative of the Croatian Public Health Institute, while the remaining
three members of the Management Council shall be selected from thelist of candidatesthat shall be
put together after a public competition for membership in the Management Council ispublished in
the media.

3) The mandate of the members shall be four years with the option of one renewal.

4) The Management Council shall appoint one of its members chairperson, who cannot be the
director of the Food Agency. The mandate of the chairperson shall be two year with the option of
one renewal.

5) The director shall take part in the sessions of the Management Council but shall not have
the right to vote.

6) TheManagement Council shall invitethe chairperson of the Scientific Council to attend the
sessions, at which the chairperson shall not have the right to vote.

7) The Management Council may aso invite other distinguished persons with renowned
scientific and technical qualities to take part in the work of the Management Council, but these
invitees shall not have theright to vote.

8) The Management Council shall have a Secretary's Office.

Article 84

General Criteriafor the Appointment of the Managerial Staff and Members of the
M anagement Council

In making the decisions with regard to the appointment of members of the Management Council of
the Food Agency the following shall be taken into account:

-- therepresentation of all theinstitutionsand groupsthat haveaninterest infood safety,
that is, cattle feed safety;

-- ensuring an adequate scopeof skills, knowledge, and experienceamong the members
of the Agency;

-- possible financia interests and other interests that the person put forward as a
candidate may have and that may prevent them from carrying out their dutiesin an unbiased manner.

Article 85
The Duties of the Management Council

The Management Council shall do the following:

-- adopt decisions by way of the mgjority of votes of its members, in which the
chairperson shall have the decisive vote;

-- approve, that is, adopt theinternal procedural regulations of the Food Agency and its
constituent parts;

-- adopt the Food Agency's financial regulations that establish the procedure of
withdrawal and implementation of the financial budget of the Food Agency from the state budget,
in accordance with the Law on the Implementation of the State Budget of the Republic of Croatia;

-- convene a theinvitation of the chairman or director, or at the request of at least one

UNCLASSFIED Foreign Agricultural ServicelUSDA



GAIN Report #4R3010 Page 39 of 47

third of its members;

-- ensure that the Food Agency carries out its duties and tasks that are assigned to it in
line with this Law and the Decree issued by the Government of the Republic of Croatia;

-- adopt, by 31 January each year, the program of the operation of the Food Agency for
the following year, and a program for severa years, which may be changed;

-- ensure that the Food Agency'swork programs arein line with thelegislation and the
Croatian Government's policy of prioritiesin the sphere of food safety;

-- adopt, by 30 March each year, ageneral report on the operation of the Food Agency
in the previous year;

-- make the agenda, minutes, and other documents from the Management Council
meetings, including the Food Agency's interna regulations, the procedura regulations of the
Management Council, and the financial regulations of the Food Agency available to the public as
soon as possible.

Article 86
The Director

1) The director and the deputy director shall be selected by the Management Council from
among qualified candidates put forward by the minister of agriculture and forestry and the minister
of health, after they apply for the public competition published in the media.
2) The mandate of the director and the deputy director shall befiveyearsand may be renewed.
3) The director and deputy director may be replaced following the decision of the mgjority in
the Management Council.
4) The director shall be the legal representative of the Food Agency and shall be responsible
for the following:

-- daily management of the Food Agency;

-- preparing proposed programs of the Agency's operation;

-- implementation of thework programs and the decisions adopted by the Management
Council;

-- ensuring adequate scientific, technical, and administrative support to the Scientific
Council and the Scientific Committees,

-- the operation of the Food Agency in relation to fulfilling tasks in line with the
requirements of this Law;

-- preparing reports on income and expenditure, and on the implementation of the
budget of the Food Agency;

-- employing appropriate personnel in the Food Agency;

-- devel oping and maintaining contact withtheMinistry of Agricultureand Forestry and
the Ministry of Health;
5) Each year the director shall proposethefollowing to the M anagement Council for adoption:

-- the draft annual report on all the activities of the Food Agency in the previous year;

-- draft operation programs;

-- the draft annual financial report for the previous year;

-- the draft budget for the following year.
6) After the Management Council adopts the documents specified in Paragraph 5 of this
Article, the director shall submit them to the Government of the Republic of Croatia.
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7) The director shall approve the Food Agency's financial expenses and inform the
Management Council of the Food Agency's activities.

Article 87
The Advisory Council
1) The Advisory Council shall consist of 12 to 24 representatives of organizations and groups
that have interests in the sphere of food safety, that is, cattle feed safety.
2) The Management Council shall select the members of the Advisory Council from the list

of candidateswho applied for the public competition for membershipinthe Advisory Council, which
shall be published in the media.
3) The membersof the Advisory Council cannot be members of the Management Council, the
Scientific Committees, or the Scientific Council, or employees of the Government of the Republic
of Croatia.
4) The Advisory Council shall advise the director in his duties as specified by this Law,
especialy in the following:

-- in preparing the proposed program of the operation of the Food Agency;

-- in giving priority to the requests for scientifically based opinions.
5) The Advisory Council shall represent the mechanism for exchange of information on
potential risksand for the pooling of knowledge. The Advisory Council shall facilitate cooperation
among the relevant bodies and other groups that have interestsin the sphere of food safety, that is,
cattle feed safety.
6) The Advisory Council shall especialy take part in the following activities:

-- in the communication between the Food Agency and other institutions, in the
circumstances in which this is necessary;

-- in developing and promotion of networks of institutions that are active in the sphere
of food safety and cattle feed safety;

-- in risk notification when the Food Agency identifies or otherwise receives
information about the appearance of arisk.
7) The Advisory Council shall be chaired by the director of the Food Agency.
8) The Advisory Council shall convene on aregular basis, at the invitation by the chairperson
or at the request of at least one third of its members, and at least four times a year.
9) The operative activities of the Advisory Council shall be determined by internal regulations
of the Food Agency and shall be available to the public.
10) TheFood Agency shall providethe necessary technical and logistic support to the Advisory
Council, and provide the Secretary's Office for the Advisory Council's sessions.
11) The Advisory Council may call on representatives of other bodies to take part in the
operation of the Advisory Council, who shall not have the right to vote.

Article 88
The Scientific Council and the Scientific Committees

1) The Scientific Council and the permanent Scientific Committees shall be responsible for
making and proposing the scientific opinions of the Food Agency, within the framework of their
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jurisdictions.
2) The Scientific Council shall make its own regulations on the activities with regard to the
preparation of scientific opinionsin the sphere of food safety, that is, cattle feed safety, which the
Management Council of the Food Agency shall endorse, and which shall regulate specificaly the
following:

-- how many consecutive times a member may carry out their duties in the Scientific
Council or the Scientific Committee;

-- the number of membersin each Scientific Committee;

-- the way in which the tasks and requirements for obtaining scientific opinions are
given to the Scientific Council and the Scientific Committees,

-- forming and organizing task forces of the Scientific Council and the Scientific
Committees, and the possibility of including external expertsin the task forces;

-- the possibility of inviting observers to attend the meetings of the Scientific Council
and the Scientific Committees,

-- the possibility of organizing public debates.

3) The Scientific Council shall consist of the chairpersons of the Scientific Committees and
six independent science experts who do not belong to any of the Scientific Committees.

4) The Scientific Committees shall consist of independent science expertsfrom the following
areas.

-- natural sciences (biologists, microbiologists, geneticists, biochemists, molecular
biologists);

-- biomedicine and health (the sphere of public health, medicine, veterinary medicine);

-- biotechnical sciences (food technologists, biotechnologists, agronomists);

-- other scientists from other relevant areas.
5) The following Scientific Committees shall be established at the Food Agency:

-- the committee for food additives, aromas, processing aids, and materials that come
into contact with food;

-- thecommitteefor additivesand productsor substancesthat areused in the production

of cattle feed,

-- the committee for the health of plants, for products for the protection of plants, and
their residues;

-- the committee for new food and for the cattle feed that contains GMO;

-- the committee for nutrition and allergies, and for dietetic products,

-- the committee for biological hazards,

-- the committee for contamination in the food chain;

-- the committee for the health and welfare of animals.
5) The number of the Scientific Committees and their names may be changed, in view of
technical and scientific development, by a decision adopted by the Management Council.
6) When a subject on which the Scientific Council should provideitsopinionisnot within the

jurisdiction of any of the Scientific Committees, the Scientific Council shall appoint an ad hoc task
force for this purpose.

7) The members of the Scientific Council who are not members of the Scientific Committees,
aswell asthe members of the Scientific Committees, shall be selected by the Management Council,
at the proposal of the director, from the list of candidates made after they apply for the public
competition published in the media and the appropriate scientific magazines.

8) The mandate of the members of the Scientific Council and the Scientific Committees shall
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last three years and may be renewed.

9) The Scientific Council and the Scientific Committees shall €lect a chairperson and deputy
chairperson from among the members.

10) The Scientific Council and the Scientific Committees shall make decisions based on the
majority of the votes of their members, and the opinion of the minority shall be recorded.

11) Representatives of the Food Agency have the right to attend the sessions of the Scientific
Council, the Scientific Committees, and their task forces. They may provide assistance in
explanations or by providing information, but they may not influence the discussions.

Article 89
Scientific Opinions

1) The Scientific Council shall provide scientific opinionsin the following cases:

-- a the request of the Management Council, concerning any issue within its
jurisdiction, andinall the casesfor which the national |egislation envisages consulting the Scientific
Council;

-- on its own initiative and on the issues from within its jurisdiction.

2) The requests stated in Paragraph 1 of this Article must be accompanied by all the necessary
information that explain which scientific issueisinvolved.

3) The Scientific Council shall provide a scientific opinion within the period stated in the
request for a scientific opinion, except in the casesin which objective circumstances preclude this.
4) In case several different requests are submitted with regard to the sameissue, or in casethe
request is not in line with Paragraph 2 of this Article, or when the request is unclear, or when the
Scientific Council has already provided an opinion of acertain issue and decided that there was no
new information to consider, it may either reject the request or propose that it be changed and
amended in agreement with the director. The rgection must be explained to the Management
Council.

Article 90
Conflicting Scientific Opinions

1) The Scientific Council shall work toward establishing, intheearly stages, the possible cause
of conflict between its scientific opinions and the scientific opinions provided by other bodies that
work on similar tasksin the Republic of Croatia or in another country.
2) In the case described in Paragraph 1 of this Article, the Scientific Council shall contact the
above mentioned body in order to facilitate exchange of all the relevant scientific information and
to identify the potentially disputable scientific issues.

Article91

Fees and Expenses

1) The Food Agency shall compensate the members of the Management Council and the
Advisory Council for the accounted expenses they incurred in the course of performing their duties
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for the Food Agency, but they shall not receive separate payment for their services.

2) The members of the Scientific Council and the Scientific Committees shall receivefeesfor
their services, and the expenses they incur in the course of performing their duties for the Food
Agency shall also be compensated.

3) The amounts of the expenses and fees that the Food Agency shall pay to the appointed
members who take part in the operation of the Management Council, the Advisory Council, the
Scientific Council, and the Scientific Committees must be stated in the Food Agency's annual
financial report.

XVIII THE PENALTY CLAUSES
Article 92

1) A legal person shall be penalized with afine ranging from 50,000 kunato 100,000 kunain
the following cases.

-- if they place food on the market contrary to Article 11, Paragraph 1 of this Law;

-- if they place cattlefeed on the market contrary to Article 15, Paragraph 1 of thisLaw;

-- if they carry out an activity inafacility that has not been approved, contrary to Article
26, Paragraph 1 of this Law;

-- if they carry out an unapproved activity in afacility, contrary to Article 26, Paragraph
7 of this Law.
2) For offenses specified in Paragraph 1 of this Article the physical person that carries out the
above mentioned activities and the person in charge within the physical person shall be penalized
with afine ranging from 5,000 kunato 10,000 kuna.

Article 93

1) The legal person shall be penalized with a fine ranging from 30,000 kunato 70,000 kuna
in the following cases:

-- if they carry out activities contrary to Article 14, Paragraphs 1 and 2 of this Law;

-- if they carry out activities contrary to Article 30 of this Law;

-- if they fail to establish systemsthat facilitate traceability of food, that is, cattle feed,
from Article 31 of this Law;

-- if they fail to establish internal control systems specified in Article 32 of this Law;

-- if they use the "traditional repute" mark contrary to Article 41, Paragraph 1 of this
Law;

-- if they use the mark of geographical origin and the mark of originality contrary to
Article 46, Paragraphs 1 and 2 of this Law;

-- if they mark, present, or advertisefood bearing the mark of geographical originor the
mark of originality contrary to Article 48, Paragraphs 1 and 2 of this Law;

-- if they carry out activities contrary to Article 52 of this Law;

-- if they label or mark, present, or advertise food or cattle feed contrary to Article 53
of this Law.
2) For offenses specified in Paragraph 1 of this Article the physical person that carries out the
above mentioned activities and the person in charge within the physical person shall be penalized
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with afine ranging from 5,000 kunato 10,000 kuna.
Article94

1) Thelegal person shall be penalized with afine ranging from 100,000 kunato 500,000 kuna
in the following cases:

-- if they place new food on the market contrary to Article 34, Paragraph 1 of thisLaw;

-- if they place on the market cattle food that contains or consists of the GMO contrary
to Article 37, Paragraph 1 of this Law;

-- if they label or mark new food contrary to Article 56 of this Law;

-- if they label or mark cattle feed that contains or consists of the GMO contrary to
Article 57 of this Law.
2) For offenses specified in Paragraph 1 of this Article the physical person that carries out the
above mentioned activities and the person in charge within the physical person shall be penalized
with afine ranging from 5,000 kunato 10,000 kuna.

Article 95

The physical person who acts contrary to Article 70, Paragraphs 3, 4, and 5 of this Law shall be
penalized with afine ranging from 5,000 kunato 10,000 kuna.

XIX TRANSITIONAL PROVISIONS AND CONCLUDING PROVISIONS
Article 96

1) The minister of agriculture and forestry shall, within ayear from the day this Law comes
into force, endorse the implementation regulations specified in the following Articles of this Law:

-- Article 16, Paragraph 2 of this Law;

-- Article 24, Paragraphs 1 and 3 of this Law;

-- Article 37, Paragraph 3 of this Law;

-- Article 38, Paragraph 2 of this Law;

-- Article 40, Paragraph 2 of this Law;

-- Article 54, Paragraph 1 of this Law;

-- Article 55 of thisLaw;

-- Article 57, Paragraph 3 of this Law.
2) The minister of health shall, within ayear from the day this Law comesinto force, endorse
the implementation regulations specified in the following Articles of this Law:

-- Article 14, Paragraph 3 of this Law;

-- Article 34, Paragraph 4 of this Law;

-- Article 35, Paragraph 2 of this Law;

-- Article 56, Paragraph 7 of this Law.

Article 97

1) Theminister of agricultureand forestry shall, within two yearsfrom the day thisLaw comes
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into force, endorse the implementation regul ations specified in the following Articles of this Law:

-- Article 26, Paragraph 10 of this Law;

-- Article 39, Paragraphs 2 and 3 of this Law.
2) Theminister of agricultureand forestry, that is, theminister of health shall, withintwo years
from the day this Law comes into force, endorse the implementation regulations specified in the
following Articles of this Law:

-- Article 17 of this Law;

-- Article 22, Paragraph 3 of this Law;

-- Article 26, Paragraph 3 of this Law;

-- Article 32, Paragraph 3 of this Law.

Article 98

The minister of agriculture and forestry shall, within three years from the day this Law comesinto
force, endorse the implementation regul ations specified in the following Articles of this Law:

-- Article 41, Paragraph 3 of this Law;

-- Article 42, Paragraph 2 of this Law;

-- Article 44, Paragraph 3 of this Law;

-- Article 45, Paragraph 5 of this Law;

-- Article 49, Paragraph 3 of this Law;

-- Article 50, Paragraph 3 of this Law;

-- Article 65, Paragraph 4 of this Law;

-- Article 76, Paragraph 2 of this Law.

Article 99

1) The implementation regulations from Articles 96 and 97 of this Law, except in the case of
theregulationsfrom Article 97, Paragraph 1, Item 2, Article 96, Paragraph 1, Item 4, and Article 98,
shall be endorsed following the previously obtained opinion of the Food Agency.

Article 100

1) The Government of the Republic of Croatia shall pass a decree on the establishment of the
Food Agency asspecified in Article 80, Paragraph 2 of thisLaw, within six monthsfrom the day this
Law comes into force.

2) The Food Agency shall, within ayear from the day thisLaw comesinto force, be organized
for the purposes of carrying out the activities specified in Article 81, Paragraphs 1, 2, and 3 of this
Law.

3) The Food Agency shall, within two yearsfrom the day this Law comesinto force, take over
the activities specified in Article 26, Paragraphs 1, 2, 6, 8, and 9, and Article 81, Paragraph 4 of this
Law.

4) TheFood Agency shall, withinthreeyearsfrom theday thisLaw comesinto force, takeover
the activities specified in Article 13, Article 20, Article 75, and Article 77 of this Law.

Article 101

UNCLASSFIED Foreign Agricultural ServicelUSDA



GAIN Report #H4R3010 Page 46 of 47

The deadlinefor the establishment of theinternal control system specifiedin Article 32 of thisLaw
isthree years from the day this Law comesinto force.

Article 102

Theimplementation of the provisionsspecifiedin Article 76, Paragraph 1, and Article 77, Paragraph
2 of this Law shall begin three years after the day this Law comes into force.

Article 103

The permits for placing on the market new food, as specified in Article 34 of this Law, and cattle
feed that contains or consists of the GM O, as specified in Article 37 of thisLaw, shall not beissued
until the implementation regulations described in Article 34, Paragraph 4, Article 35, Paragraph 2,
Article 37, Paragraph 3, and Article 38, Paragraph 2 of this Law are endorsed.

Article 104

Until the implementation regulations described in Articles 96, 97, and 98 of this Law are endorsed,
the implementation regulations endorsed on the basis of the Law on the Safety and Supervision of
Foodstuffs and Objects of General Use (Narodne Novine 1/97), the Law on Veterinary Medicine
(Narodne Novine 70/97 and 105/01), the Law on Standardization (Narodne Novine 55/96), the Law
on Cattle Breeding (Narodne Novine 70/79), and the Law on the Marks of Geographical Origin of
Products and Services (Narodne Novine 78/99) shall remain in force.

Article 105

1) The Law on Cattle Breeding (Narodne Novine 70/79) shall be harmonized with the
provisions of this Law within ayear from the day this Law comesinto force.

2) TheLaw onthe Safety and Supervision of Foodstuffsand Objectsof General Use (Narodne
Novine 1/97), the Law on Veterinary Medicine (Narodne Novine 70/97 and 105/01), the Law on
Standardization (Narodne Novine 55/96) shall be harmonized with the provisionsof thisLaw within
two years from the day this Law comesinto force.

3) The Law on the Marks of Geographical Origin of Products and Services (Narodne Novine
78/99) shall be harmonized with the provisions of thisLaw within three yearsfrom the day thisLaw
comesinto force.

Article 106

On the day this Law comesinto force the provisions contained in Articles 14, 15, 16, 17, and 18 of
the Law on State Inspectorate (Narodne Novine 76/99) shall no longer be valid.

Article 107

The Law shall come into force seven days after it is published in Narodne Novine.
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[the following was not marked for translation and was omitted:

Appendix 1: THE CATEGORIESOF CONTROL WITHIN THE JURISDICTION OF THE
SANITARY INSPECTORATE AND OF THE VETERINARY INSPECTORATE
EXPLANATIONS OF CERTAIN PROVISIONS OF THE DRAFT PROPOSED BILL ON
FOOD]
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