FOOD SAFETY LAW

|. GENERAL PROVISIONS

Subject-matter of the Law
Article 1

This Law shall regulate the basis andnpiples for assuring the high level of
protection of human life and health andnsumers' interest, and requirements for
production and circulation of safe food and feed.

This Law shall be based upon the common ppiesi of reliable, sentifically based
and efficient implementation of proceduretated to selection and implementation of
measures in the matters obld and feed safety, compatible with the requirements for
protection of human life and health, aninfaalth and welfare, plant health, and
protection of environment.

Application of the Law
Article 2

This Law shall apply to all stages mfoduction and circulatioof food or feed.

This Law shall not apply to:
- primary production of food or feed for private domesse,
- preparation, handling or storage obftl for private domestic use or feed for
animals used for production of food for private domeassie;
- direct supply of consumers with athquantities ofprimary products;
- feed for animals which are nosed for production of food.

Principle of Free Trade
Article 3

This Law shall be applied in accordance with the principles of free trade, providing
the high level of protectioaof human life and health.

Definition of food
Article 4

For the purposes of this Law, food shalean any substance or product, whether
processed, partially processed or unproakss¢éended to be, aeasonably expected
to be ingested by humans.

The food referred to in paragraph 1 of tArsicle shall also islude water, notably:

- water used for public wateugply as a drinking water;



- water used or incorporated intoofib during its production, preparation or
processing;

- bottled water or otherwise packagediter, table water, spring water or
mineral water.

The food referred to in paragraph 1 of tiidicle shall alsoinclude drink and any
substance incorporated into the food dgrits production, preparan or processing,
chewing gum, as well as supplements and food of mineral origin.

For the purpose of this Law, f



- the handling and/or processing of fopdeparation, storage and serving of
food at the point of sale or delivetp the final consuer in catering
facilities, or in facilities for cokctive and public nutrition, and catering;

- sale to a final consumer in shogsipermarkets, mega markets and other
sale facilities for individully labeled packaged food;

5. wholesaleshall mean handling of food or fgegbmprising collection, sorting,
keeping, storage, transportation and disttion of food or feed for further sale
or processing;

6. risk shall mean the probability and severnitfiyan adverse effect on health and
life of humans and animals;

7. risk analysis shall mean a process cotisig of three interconnected
components: risk assessment, risk management and risk communication;

8. risk assessmenshall mean a scientifically bad process comprising hazard
identification, hazard characterizai, exposure assessment and risk
characterization, which includes assment of adverse effects on health
arising from the presence of additives, contaminants, toxins or disease-causing
organisms in food;

9. risk managementshall mean a process, indepentifrom risk assessment, of
considering possible risk-related activities, in consultation with interested
parties, by taking into account risk assment and other relevant factors, as
well as, selection of approprigteevention and control measures;

10.risk communication shall mean the interactive exchange of information and
opinions through the risk analysis preseas regards hazards and risks, risk-
related factors and risk identificatio@mmong risk assessment authorities,
responsible authorities, risk managemamhorities, consumers, food and feed
business operators and other interegpadties, including the professional
interpretation of risk assessment resalisl the basis of risk management
decisions;

11.hazard shall mean a biological, chemical ginysical agent in, or condition of
food or feed with a potential to cause averse effect on life and health of
humans and animals;

12.supplement shall mean a food additive representing concentrated source of
micronutrient that has physiological and nutritive effect;

13.traceability shall mean the dlily to trace a food,feed, food-producing
animal, raw material or substance mded to be incorporated into food or
feed, through all stages pfoduction and circulation;

14.production of food shall mean a process conging all stages from the
receipt of components, preparing, nking, treatment, processing and
packaging, as well as storage of food with the producer;

15. circulation shall mean a process of handling of food after completion of the
production process, which comprises ag®, transportatiomistribution, sale,
displaying for the purpose of sale, eaalge and conferring of food and feed,
exports, imports, except forisatific-researchpurposes;



16.primary production shall mean the production, ayving and/or rearing of
agricultural products in plant pidaction, animal hushalry and fishery,
including harvesting and gking of fruits, milking, animal raising prior to
slaughter, hunting, fishingnd collection of indigenousuit and plants from
nature, including also, handling, tsportation and storage of primary
products at the place production, resulting in a pduct which has not been
technologically treated w#r harvesting, collectionof fruits or quarry,
excluding simple physical treatment;

17.primary product shall mean a product obtachéhrough primary production;

18.processingshall mean a process of modification of primary product through
the application of certain physic






State administrative authority responsible feterinary matters referred to in Article
8, paragraph 1, item 3 of this Law shdty the purpose of enforcing this Law,
prepare professional bases for annuahtwl plan, monitoring plan, plan for
managing emergency situations in the aofasafety of food of animal origin,
composite food and feed, adoption of regulatisitkin its responsibilities, as well as
determine fulfillment of prescribed requirentg, issue and withdraw approvals to
perform activities to businesperators dealing with food aiimal origin, composite
food and feed after primary production,dasshall perform control, inspectoral
supervision and othexctivities in accordance with this Law.

State administrative authoritgesponsible for phytosanitary matters referred to in
Article 8, paragraph 1, itemef this Law shall, for the ppiose of enforcing this Law,
prepare professional bases for annuahtml plan, monitoring plan, plan for
managing emergency situations in the area of safety of food of plant origin at the
primary production level, adoption of regulatiomghin its responsibilities, as well as
determine fulfilment of prescribed requirements, perform control, inspectoral
supervision and othexctivities in accordance with this Law.

Division of Responsibilities
Article 10

Ministry of Health shall perform activitiegferred to in Article 8, paragraph 1, item 2
and Article 9, paragraph 2 of this Law in theaof safety of foodf plant origin after
primary production, composite food and otf@wd in production, intenational trade,
wholesale, retail sale, as well as aflividually labeled packaged food of animal
origin and compositeobd in retail sale.

State administrative authority responsibier veterinary mters shall perform

activities referred to in Artle 8, paragraph 1, item 3 andtile 9, paragraph 3 of this
Law in the area of safety of food of iaval origin, composite food and feed in
production, international trade, wholesalestail sale of meat, fish and other
aquaculture products.

State administrative authority responsilfbr phytosanitary matters shall perform
activities referred to in Artle 8, paragraph 1, item 4 andtile 9, paragraph 4 of this
Law in the area of safety of food of ptaorigin at the primary production level.

The Government of Montenegro (hereieafteferred to as: the Government) shall
determine types and classification of qmmsite food in a separate regulation, based
on a proposal of the Ministry of Agulture and the Ministry of Health.



Regulations of the Ministry of Agriculture
Article 11

The Ministry of Agriculture shall, for thpurpose of enforcing this Law and following
obtaining of an opinion from the Ministof Health, adopt mgulations governing:



- manner of sampling and methodspefrforming water analysis;

- hygiene requirements for food of ptaorigin after primary production,
composite food and other food during any stage of production and
circulation;

- safety requirements for food tted with ionizing radiation;

- safety requirements for food supplements.

In addition to the regulations referred toparagraph 1 of this Article, Ministry of
Health shall also adopt galation governing manner gferforming examination of
food of plant origin after primary produeti, composite food and other food, as well
as, other regulations pursuant to this Law.

National Council for the Assessment of Food Safety
Article 13

The National Council for the Assessment ob&®Gafety (hereinafter referred to as:
the Food Council) shall be established ttee purpose of continuous monitoring and
assessment of food and feedesa with the aim of impoving level of protection of
human and animal life and health, developing proposals for decision making
regarding professional matterproviding scientific andprofessional assistance in
decision making, as well as, preparing reguletim the food and feed safety area.

The Food Council shall:

- analyze status and achievements infdus or feed safety area based on the
available information;

- provide professional advice, expert andestfic support inorder to enhance
food or feed safety;

- propose undertaking of measures in ortte eliminate foodor feed related
risks;

- provide opinions on draft and proposaka other regulationand general acts
in the food or feed safety area;

- provide scientific and professional ofns during risk aalysis, development
and adoption of measures for elimiatiof risk and other measures in the
food or feed safety area;

- cooperate with responsible state acistrative bodies and authorities, and
international institutions in the area sfientific and professional information
exchange;

- provide proposals for informing, panpation of publicand education on
significance of food and feed safety;

- undertake other tasks laid down iretlact on establishment of the Food
Council in accordance with this Law.

When performing tasks referred to in paeggdrs 1 and 2 of this Article, the Food
Council shall cooperate witministries, responsible seatadministrative bodies and
authorities.



Membership and Manner of Work of the Food Council
Article 14

Food Council shall be edtished by the Government Montenegro.
Food Council shall have a president a@l members, with a four year mandate,
appointed by the Government based ormpraposal from responsible authorities

referred to in Article 8 of this Law.

Eminent public, scientific androfessional individuals in ghareas related to food or
feed safety shall be primarily appadtas members of the Food Council.

Work of the Food Courilcshall be public.

Manner of work and organization of the Fa@duncil shall be presired in detail in
the internal rulebook of the Food Council.

The Food Council shall submit the Government a report as work at least once a
year.

Professional and administrative-techhidasks for the Food Council shall be
performed by the Ministry of Agriculturend the Ministry of Helth based on a parity
principle.

[ll. GENERAL PRINCIPES

1.PRINCIPLE OF RISK ANALYSIS

Risk Assessment
Article 15

In order to achieve the general goal ab\pding a high level of protection of human
life and health, the measures implementeddcordance with this Law shall be based
on the risk assessment, unless this ispussible due to the circumstances or the
nature of measure as such.

Risk assessment shall be based on availand accessible scientific evidence and
insights and shall be carried out in adépendent, objective and transparent manner.

Risk assessment shall bergzd out by the Food Council.






3. PRINCIPLE OF TRANSPARENCY
Article 19
Where there is a reasonable dothzt food or feed may preseatrisk to human or
animal health, responsible authorities refemgeth Article 8 of this Law shall inform

the public of the type of food or feed, the risk that it may present, and the measures
which are taken or about to be takemptevent, reduce or eliminate such risk

4.PRINCIPLE OF P
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IV. FOOD SAFETY
1. FOOD SAFETY REQUIREMENTS
Safe Food
Article 22
It shall be prohibited to produce and placethe market food that is not safe.

Food shall be deemed to be safe if it is canisidered to be harmful to human health,
and if it is fit for human consumption, if properly used.

Detailed Requirements for Determining Food Safety
Article 23

When determining food safety gliollowing shall be considered:
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Unsafe Food
Article 24

Food shall be considered unsafe for human consumption if:

1) it contains microorganisms, parasiteacterial toxins or histamine in larger
guantities than prescribed,;

2) it contains natural toxins ather natural toxic substaes in larger quantities
than prescribed,;

3) it contains heavy metals, metalloidsesidues of pesticides, veterinary
medicines, micro-toxins and otheubstances in larger quantities than
prescribed;

4) it contains additives which may not beedsin a certain type of food, or if
content of allowed additives ingHood is higher than prescribed,;

5) it contains radionuclide abouhe prescribed limit, oif it is polluted by
radiation over the permitted limit;

6) the packaging, materials, and artgcleoming in contact with food do not
fulfill prescribed requirements;

7) it derives from animals that were not examined before and after slaughter,
and when meat was not marked in accordance with the regulations;

8) it derives from diseased or dead ansnar animals for which slaughter and
further slaughterhouse treatment areaitmwed regardless of the reason;

9) due to physical, chemical, microboglical or other pycesses, sensory
characteristics of food (taste, smelllarp appearance, stture, etc.) are
changed,;

10) it contains substances which are rmti¢ologically evaluated, verified, and
safe for human consumption;

11) it contains mechanical impurities;

12) packaging is damaged in such a wat microbiological and chemical
changes of food may occur;

13) it was not produced, processed, packedgesdtor distributed in a prescribed
manner;

14) itis not labeled and markexd a prescribed manner;

15) it does not fulfill prescribed nutrition content requirements.

2.FEED SAFETY REQUIREMENTS

Safe Feed
Article 25

It shall be prohibited to produce and place anrttarket feed which is not safe and to
feed food-producing animals with such feed.

Feed shall be deemed to be safe if it fulfills prescribed requirements.

Detailed requirements that must be fulfilled for the feed to be deemed safe shall be
prescribed in a regulation issuleg the Ministry of Agriculture.
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Unsafe Feed
Article 26

Feed shall be deemed to be unsafe if:

- it has an adverse effect on animal or human health;
- the products derived from food-prodiig animals are unsafe for human
consumption.

When feed determined to be unsafe is pam batch, lot or comgnment of feed of
the same category and description, it shall lesyomed that all feed in such batch, lot,
or consignment is unsafe, sk proven otherwise.

Detailed Requirements for Determining of the Unsafe Feed
Article 27

Feed shall be considered unsafe if:

1) it contains microorganisms, parasiteacterial toxins or histamine in larger
guantities than prescribed;

2) it contains natural toxins aither natural toxic substaes in larger quantities
than prescribed,;

3) it contains heavy metals, metalloidsesidues of pesticides, veterinary
medicines, micro-toxins and other stéyges harmful to human and animal
health in larger quantities than prescribed;

4) it contains additives which may not be used in a certain type of feed, or if
content of allowed additives in tifieed is higher than prescribed;

5) it contains radionuclide abouvhe prescribed limit, oif it is polluted by
radiation over the permitted limit;

6) the packaging, materialgnd articles coming inontact with feed do not
fulfill prescribed requirements;

7) due to physical, chemical, microbigjical or other prcesses, sensory
characteristics of feed (taste, smelljotpappearance, structure, etc.) are
changed;

8) it contains substances which are rmtitologically evaluated, verified, and
safe for animal feeding;

9) it contains mechanical impurities;

10)
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3. PROHIBITION OF CIRCULATION
Article 28

When food or feed may represent an immedihteat to life ad health of humans

and animals, or when food or feed do not fulfill prescribed requirements, and there are
reasons to suspect the safety of food feed, responsible state administrative
authorities referred to in Article 8 of thisaw may order restrion or prohibition of
circulation of food or feedor withdrawal of food orded from the circulation until
threat or suspicion in theafety of food are removed.

Measure for restriction and prdiition of circulation referredb in paragrph 1 of this
Article shall be prescribed in the order isduby the Ministry of Agriculture or the
Ministry of Health.

State administrative authorities referred ito paragraph 2 of this Article may,
depending on the nature of risk referredrtgparagraph 1 of this Article, issue the
instruction for implementation of urgenteasures in order to avoid the immediate
threat to human health and life.

4. LABELING , MARKING , PRESENTATION AND ADVERTISING
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Presentation and Advertising
Article 30

Advertising and presentatiaf food or feed, manner afesigning, displaying of food
or feed, as well as information on food f@ed available tlough print-media and
other media must not mislead the consumer or animal keeper.

It shall be prohibited to assign medicaharacteristics to food or feed during
advertising or presentation.

Detailed requirements for advertising anégantation of food gblant origin at the
primary production level, food of animaligin, composite food and feed shall be
prescribed in the regulatiassued by the Ministry of Agculture, or in the case of
food of plant origin after primary prodion, composite foodral other food in the
regulation issued by thdinistry of Health.

5.MATERIALS , PACKAGING AND |ITEMS COMING INTO CONTACT
wITH FooD oR FEED

Article 31

Materials, packaging and items coming iotintact with food or feed shall comprise
the products that are in thirect contact withfood or feed or those coming into
contact with food or feed.

Materials, packaging and items referred to in paragraph 1 of this Article shall be
produced in accordance with the good manufacture and hygiene practice, in such a
manner as to prevent migration of theigiedients into food or feed in quantities
which may harm human or animal healtand change the ntent or sensory
characteristics of food or feed, under coomand prescribed conditions for use.

Detailed requirements for materials, padgkggand items referred to in paragraphs 1
and 2 of this Article shall be prescrib@d a regulation issued by the Ministry of
Health, subject to the prior opinidrom the Ministry of Agriculture.

6. FooD OR FEED ADDITIVES
Article 32
Additive shall mean a substance whichnst used as a food, but represents a
distinctive ingredient of dod or feed which is added food or feed due to the
technological reasons duog production, processingpreparation, treatment,

packaging, transport or storage, and agithidirectly or ndirectly through its
intermediate products becomes or rhagome food or feed ingredient.
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Detailed requirements regarding safetise and maximum allowed quantities of
additives shall be prescribéd a regulation issued by thiMinistry of Health, subject
to the prior opinion from th®linistry of Agriculture.

7.QuICK FROZEN FooD
Article 33

Quick frozen food shall mean a food subgecto the appropria quick-freezing
process achieving maximum cross-crysation within the minimal time period
depending on the type of food.

Temperature within the quick frozen fodwjlowing warmth stabilization, shall be
constantly maintained at -1& or bellow.

Detail requirements for quick frozen foodewed to in paragraphs 1 and 2 of this
Article shall be prescribed in a regulation issued by the Ministry of Agriculture for
food of animal origin and composite food,inorthe case of food gblant origin after
primary production, composit®od and other food in theegulation issued by the
Ministry of Health.

8.DIET FoOD
Article 34
Diet food shall mean a food produced or e for the purpose of fulfilling specific
nutritive needs which are the result of spepiaysical, physiologicabr pathological
state and disorder in humans, includingoatlood used for nutrition of children and
nurslings.
Food intended for nutrition of personsquéring achievement of specific effects

through controlled use of food and food suppets shall also be considered as diet
food.

Detailed requirements regarding safety anditivg content of diefood referred to in
paragraphs 1 and 2 of this Article shall jmescribed in the regulation issued by the
Ministry of Health.

9.NovEL FooD
Article 35

Novel food shall mean a food and food ingretse which, to a great extent, have not
been used for human consumption and are not a result of genetic modification.

Novel food shall comprise the following egpories of food and food ingredients:
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- food or food ingredients withew or intentionally radified primary molecular
structure;

- food or food ingredients coissing of, or isolated frommicro-organisms, fungi,
or algae;

- food or food ingredients consisting of, @olated from, plants or animals,
excluding the food and food ingredients abed by traditional ways of plant
and animal breeding or cultivation for, igh there is an evidence that they are
safe for consumption;

- food or food ingredients obtained dlugh a technological process that hasn’t
been used in the past, where such process significantly changes composition or
structure of food or foochgredients and therefore aéts their nutritional value,
human metabolism, or level of substas acceptable for human consumption.

Categories of novel food referred to irggraph 1 of this Article must not:
- be harmful to health of consumers;
- mislead the final consumer;

- defer from food or food ingredients, igh, according to t intended use,
categories of novel food should substituie,an extent that would alter its
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Food or feed business operathall notify the responsiblauthority referred to in
Article 8 of this Law of any change ithe production process, in particular, any
change in production assortment and producsipecification, withirl5 days prior to
introduction of changeat the latest.

Food or feed business operator must to esnpt least one person with a university or
specialization degree in amea corresponding to therflmed business activity.

Detailed requirements regarding professil competences of employees, according to
the types of business activities, prodasticapacities and manner of engaging of
persons referred to in paragraph 3 of thisicle shall be presdred in a regulation
issued by the Ministry of Agriculture fdood of animal origin, composite food and
feed, or in the case of food of planigin after primary production, composite food
and other food in a regulation igzuby the Ministry of Health.

Responsibilities
Article 39

Food or feed business operator shall b@assible for safety of food or feed at all
stages of produain and circulation.

Liability for Damages
Article 40

Food or feed business operator shall bblé& for any damage caused by food or feed,
in accordance with general regulations.

Food or feed business opemaghall also be liable foany damage caused to the
consumer, if information specified onethabel and mark do not correspond to the
characteristics of food and feed to whithey apply in accordance with general
regulations.

Traceability
Article 41

Food or feed business operator must enswaceability offood and feed, raw
materials, matter and substanedsich are incorporated intiwod or feed, as well as
traceability of food-producing animals,at stages of produain and circulation.

Operators referred to in paragraph 1 of tArticle must establish a system and
procedures that enable identification ariy food or feed busass operator from
whom they have been supplied or to whitkey supply with raw materials, matter and
substances which are incorporated ifdod or feed, food-producing animals and
finished products at all stagesproduction and circulation.
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Detailed requirements regarding contevitjume, type and manner of keeping of
records referred to in paragraph 2 of tAigicle shall be prescribed in a regulation
issued by the Ministry of Agriculture, subjeo the prior opinion from the Ministry of
Health.

Withdrawal of Unsafe Foodor Feed from Circulation
Article 42

If a food or feed business op@rafinds or suspects thatfood or feed which it has
imported, produced or placed into circulatidmes not fulfill presribed food or feed
safety requirements, it shall immediately ieti¢ a procedure to withdraw the food or
feed from the circulation inases when such food or fasdo longer undethe direct
control of the food or feetdusiness operator in questiand inform the responsible
authorities referred to in Article 8 of this Law.

Where the food has reached the consumer, the operator referred to in paragraph 1 of
this Article shall effectively and accurateiyform the consumers of the reason for
withdrawal of food or fe@, and if necessary, recalbdd or feed already supplied,
where other measures are not sufficient.

Food or feed retail business operator thaild not directly affect the food or feed
safety shall cooperate and prdeiavailable information relateo traceability of food
or feed.

2.GENERAL HYGIENE REQUIREMENTS FOR FOOD OR FEED
REQUIREMENTS IN PRIMARY PRODUCTION

Article 43

Food or feed business operator shall diiged to comply with general hygiene
requirements when penfiming activities of:

a) primary production;

b) transportation, storage and handling pfimary products at the place of
production, in such a manner that the mataf the product is not significantly
changed,;

c) transportation of live animals used in food production;

d) transportation of primary products ofapk origin, fish and hunting game, whose
nature has not been significantly chathgeom the place of production to the
destination facility.

Detailed conditions and the manner of cdyimg with requirements referred to in

paragraph 1 of this Article ali be prescribed ia regulation issued by the Ministry of
Agriculture.
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Production and Circulation Requirements
Article 44

Food or feed business operator performagvities of production and circulation of
food or feed after primary production shadimply with general hygiene requirements
with respect to: facilities, premises, eguient, water and energy supply, removal of
waste material, transport conditions,rqmnal hygiene and training of persons
handling or coming into contact with food f@ed, during all stages of production or
circulation of food or feed.

Detailed conditions and the manner of cdymmg with requirements referred to in
paragraph 1 of this Articlaccording to the type ogperformed activity shall be
prescribed in a regulation issued by thenigtiry of Agriculture or the Ministry of
Health.

3. SPECIFIC HYGIENE REQUIREMENTS FOR FOOD AND FEED
Article 45
In addition to the general hyagie requirements referred toAmticle 44 of this Law,
food or feed business operator shall compith specific hygiene requirements at all
stages of production and circulatiohfood or feed, \th respect to:

1) physical, chemical and eriobiological criteria,;
2) compliance of temperature regimes wsthti
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Food or feed business operator in priynaroduction and relateakctivities referred to
in Article 43, paragraph 1 of this Law,ahestablish a procedure for implementation
of good hygiene, manufacturing and raising practices.

Food business operator applying tramhll methods during production process in
facilities of smaller produatn capacity located in areas with specific geographic
limitations may perform production in facilities wh fulfill prescribed requirements.

Traditional methods of production, mgral and specific hygiene requirements,
capacities of production faciliteereferred to in paragraph 4 of this Article, and the
documentation to be submitted along with the request for approval of facility shall be
prescribed in the galation issued by th#linistry of Agriculture for food of plant
origin at the primary production level, foodafimal origin and composite food, or in
the regulation issued by the Ministry ok#élth for food of plant origin after primary
production, composite food and other food.

Detail rules for establishment, maintecarand implementation of system based on
HACCP principles shall be gscribed in the in the regulation issued by the Ministry
of Agriculture for food of pnt origin at the primary production level, food of animal
origin and composite food, @n the regulation issued byehMinistry of Health for
food of plant origin after primargroduction, composite food and other food

Manuals, Instructions and Guides
Article 47

Manuals, instructions and guides forpl@mentation of good hygiene practice, good
manufacturing practicegood raising practice and qmedures based on HACCP
principles may be developed by asstions of food orfeed producers in
consultations with the Food Council, bageda request from and at the expense of
food or feed business operatoexcording to the type ddctivity in the area of
production and circulatioof food or feed.

VI. APPROVING OF FACILITIES AND ENTRY IN
THE REGISTER OF APPROVED FACILITIES

Article 48

Companies, other legal persons, entrepoes and natural persons may perform
production and circulation of fooor feed only in facilitieentered in the register of
approved facilities that fulfill requirementzrescribed by this Law and regulations
issued based on this Law.

Companies, other legal persons, entreprenand natural persons may not begin their

activities prior to obtaininghe decision of the responsibdeithorities referred to in
Article 50 of this Law.
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Request for Approval of Facilities
Article 49

Request for approval of facilities for productiand circulation ofood of plant origin
after primary production, composite fooddaother food, along with the prescribed
documentation shall be submitted to the Ministry of Health.

Request for approval of facilities for prodiwn and circulation of food of animal
origin and feed, along with the pres@atbdocumentation shall be submitted to the
state administrative authority pemsible for veterinary matters.

Content of the request and the documenitato be submitted along with the request
referred to in paragraph 1 ofighArticle shall be prescribad the regulation issued by
the Ministry of Health.

Content of the request and the documenitato be submitted along with the request
referred to in paragraph 2 ofighArticle shall be prescribad the regulation issued by
the Ministry of Agriculture.

Determining Fulfillment of Requirements
Article 50

Fulfillment of requirements prescribed in thiaw for facilities referred to in Article
49, paragraph 1 of this Law, based on threaliexamination, sliebe determined by
the decision issued by the Ministry of Health.

Fulfillment of requirements prescribed in thiaw for facilities referred to in Article
49, paragraph 2 of this Law, based on thrediexamination and shall be determined
by the decision issued by the state admiaiste authority responsible for veterinary
matters.

Notwithstanding paragraphs 1 and 2 of #hificle, temporary dcision may be issued
for the period of 180 days from the dayexfamination for production facilities that
fulfill general hygiene requirenmés with respect to facilities, premises, water and
energy supply and removal of waste, usgikcific hygiene requirements are fulfilled.

The applicant shall bear the expensegxdmination of facilities performed by the
responsible authorities refed to in paragraphs hd 2 of this Article.
Registers of Approved Facilities

Article 51

Register of the Approved Facilities referradin Article 49, paragraph 1 of this Law
shall be kept by the Ministry of Health.

Register of the Approved Facilities refertedin Article 49, paragraph 2 of this Law
shall be kept by the state administrativehauty responsible for veterinary matters.
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Entry in the Register
Article 52

The facility for which it was determined thitfulfills prescribed requirements shall
be entered in the Register of Apprdvé-acilities pursuanto the decision on
fulfillment of prescribed requirements of resyible authority referred to in Article
50 of this Law.

The decision on entry in the Register gbpkoved Facilities shall be issued to the
food or feed business operator.

The decision referred to in paragraph 2ha$ Article shall contain, in particular:

- name and the address of the corporhtadquarters of the food or feed
business operator, and locatiof the approved facility;

- name, surname and the address of the food or feed business operator, natural
person, and location of the approved facility;

- type of activity for which théacility has been approved;

- capacity of the facility and pduction assortment of facility;

- control number of facility.

Shape, content and manner of keepingegjisters and the procedure for entry in
registers referred to in Article 51 of thisaw, shall be prescribed in the regulation
issued by the Ministry of Health for fadiés referred to in Artie 49, paragraph 1 of
this Law, or in the regulation issued by the Ministry of Agriculture for facilities
referred to in Article 49, paragraph 2 of this Law.

Removal from the Register
Article 53

The facility shall be removettom the register of approdefacilities referred to in
Article 52 of this Law pursuant to the dsicin of the responsible authority referred to
in Article 50 of this Law:
- upon a request from the food or feed business operator;
- when, during the control procex, it is determined théhe facility has ceased
to fulfill prescribed requirements and deficiencies have not been corrected
within the specified period;
- when the food or feed business operdiscontinues to perform its activity, or
when the ownership of the facility transferred to another person;
- when the measure of permanent prohibitbperforming activity is issued.
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VII. GENERAL OBLIGATIONS IN THE FOOD AND FEED TRADE

Food and Feed Safety Measures in International Trade
Article 54

Food or feed safety measures itermational trade may be introduced:

1) only to the extent necessary to protbaman life and health, and provided
they are based on scientific principlemd available scientific evidence,
international standards, guidelines, and recommendation;

2) in such a manner as to avoid arbijrar unjustified discrimination between
countries where identical or silsr conditions prevail, including
discrimination between the territory bfontenegro and other countries;

3) based on the assessment of riskhtoman life and hd#n conducted in
accordance with the risk assessment teples of international organizations;

4) in a manner that would not constitwedisguised restriction on international
trade.

Article 55

Assessment of risks to human life and headtkhe food or feed safety area shall be
based on scientifievidence and shatbke into account presses and production
methods, inspection, sampling and testinghmes and relevant ecological conditions.

Notwithstanding paragraph 1 of this Arg¢lin cases where relevant scientific
evidence is insufficient for objective assesstmanrisk or in urgent circumstances,
responsible state administraiauthority referred to ifrticle 8 of this Law may
introduce provisional measure on the basis of

s af ety m i
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Avrticle 56

If an international standdy guideline or recommendatioiloes not exist or the content
of the food or feed safety measure is ndissantially the same dke content of an
international standard, guideline or rewnendation, and if the measure may have a
significant effect on international trade, ttesponsible state admstrative authority
referred to in Article 8 of this Law shall:

1) publish a notice on intention to introduce a measure at an early stage of its
development;

2) notify interested WTO members, in acdance with rules of international
agreements, of the products to be covere

27






3) in such a manner as to ensure proteatiotonfidentiality ofinformation;

4) taking samples solely in the quantity that is necessary for the control and
approval procedures;

5) if specification of food andeed changes after thermtrol is performed, the
procedure for changes shall be conddctesofar as it is necessary to
determine that the food and feed, re¢gss of the change, comply with the
relevant regulations.

GENERAL REQUIREMENTS FOR |
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Export of Food and Feed
Article 63

Food and feed that are exported or xpested from Montenegro shall meet
requirements pursuant to this Law, unleseowvise requested byelauthorities of the
importing country, when food and feed whiate exported or rexported must meet
requirements prescribed by the lamdorce in the importing countrwhich are not in
contravention with food and feedfety requirements under this Law.

Notwithstanding the paragraph 1 of thistiélle, except where thfood or feed are
unsafe, it shall be possible to export or imtpeith the intention to re-export, if the
competent authorities of coumtthat is the end desttion explicitly agree.
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Authorized Laboratories
Article 69

Examinations of samples of food anekefl under this Law may be carried out by
authorized laboratories.

Authorization for examinations referred to
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co-operate with reference laboratorie$ other countrie, notably with
reference laboratories of the Bpean Union within their powers;

co-ordinate activities of authorized blaratories that are responsible for
analyzing of samples in accordamneih prescribed requirements;

organize, when it is possible, comparatexaminations in several authorized
laboratories — interaboratory tests;

provide information that are acquirearn other reference laboratories to the
competent authority and authorized laboratories;

provide scientific and technical assistance to the competent authority for
applying coordinated plans adopted in adamce with Article 73 of this Law;
perform other activities specified undhis Law and by-laws enacted based on
this Law.

IX. PLAN FOR CRISIS M ANAGEMENT, REPORTS

AND MONITORING

Planning Crisis Management

33



Monitoring of Food and Feed Safety
Article 73

Systematic control measures of moiloiological, chemical and biological
contaminants in food and feed (hereinafeferred to as: monitoring of food safety),
conditions and method of implementati@f monitoring, methods of control,
conditions and method of sample taking &eéping, record keeping of samples and
methods of laboratory analysis for certamcrobiological, chemical and biological
contaminants shall be prescribed by Mmistry of Agriculture for food of plant
origin at primary production level, food @himal origin, combined food and feed,
while for food of plant orign after primary production, aebined and other food shall
be prescribed by the Ministry of Health.

Program of monitoring of foodafety shall be adopted byetiMinistry of Agriculture

for food of plant origin at primary produoti level, food of animal origin, combined
food and feed, while for food of plant origin after primary production, combined and
other food shall be adoptég the Ministry of Health.

Program of monitoring referred to in pgraph 2 of this Article shall contain, in
particular, funds needed for financing mbgram, measures to be undertaken in the
event of presence of microbiological, cheatiand biological contaminants, structure
of administrative authoritiesnd organizations for implementation of the program and
other parameters important for implementation of the program.

Program of monitoring referred to in paragh 2 of this Article shall be adopted by
the end of the current year for the following year.

Funds for implementation of program atih be provided from the Budget of
Montenegro.
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The veterinary inspector shall conduct supeéoviof safety of dod of animal origin,
combined food and feed in production, ire timternational commerce, in wholesale
trade and in retail trade of measHiand other ageulture products.

The phytosanitary inspector shall conduct supemisf safety of dod of plant origin
at primary production level.

Inspectorial controls shall be conducted by tise of control methods and techniques,
like the supervision and taking of sampdggpropriate to the subject of control.

Powers of Sanitary Inspectors
Article 76

In addition to the powers of inspectoprovided by the law that governs the
inspectorial supervision,sanitary inspector shall e particular powers to:

1) check control systems established fopd operator and check the derived
results;

2) carry out inspection ofacility, surrounding, premes, equipment and means
of transport;

3) carry out inspectiorand, if necessary, sampling cdw materials, materials
and substances used for paegtion and production of food;

4) carry out inspection and, if necesgsaitake samples of semi-processed
products;

5) carry out inspection and,necessary, take samplef processed products;

6) carry out inspection and, if necessarketaamples of materials, packages and
objects coming into contact with food,;

7) control method of declaring, markingresentation and advertising;

8) control efficiency of procedures linketith Hazardous Analysis and Critical
Control Point (HACCP), Good Managture Practices (GMP) and Good
Hygienic Practices (GHP);

9) control method of record keeping that may be important for assessment of

compliance with this Law and by-laws enacted based on this Law;

10)take samples of water and ice from the facility used for production and
distribution of food;

11)take swabs of working surfaces, gouent and hands of persons who handle
and come into contact with food;

12)readout values of resultierived through measuring inginents in the facility
for production and distribution 066d and in the transport vehicle;

13)take measurements by the use official equipment in order to confirm results

derived through measuremeptsrformed by food operator;
14)check the compliance with other prabed general and special hygienic
requirements in the facility usedrfproduction and distribution of food;
15)carry out any other activity necessary in order to ensure fulfilling of goals of
this Law.

In addition to the powers referred to in paeggr 1 of this Article, a sanitary inspector

conducting inspectorial supervision @istoms warehouse and customs free zones
shall have a power to:
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1)

2)
3)

4)
5)

upon inspection of consignments ofood and the accompanying
documentation, allow import or wdreusing, by an individual decision
determining for each individual cogsiment that, based on the prescribed
requirements, there are no obstadétesheir import or warehousing;

take samples of food and send thenthoauthorized laboratory for laboratory
examination;

check and control the compliance witechnical requirements at customs
warehouses and customs free zones;

keep records of imported consignments of food;

monitor and control disinfection of e@ans of transport, customs warehouses
and warehouses in the customs free zones.
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In addition to the powers referred to in paeadr 1 of this Article, a sanitary inspector
conducting inspectorial supervision at ader crossing and the customs warehouse
shall have a power to:

1) upon prior veterinary inspection of thensignment of food and feed and the
accompanying documentation, allow impdrgnsit or warehousing of food
and feed by an individual decisiodetermining for each individual
consignment that, based on the prigmat requirements, there are no
veterinary obstacles to themport, transit or warehousing;

2) inspect and control the consignmentsaoimals, food and feed intended for
export, if they are reloaded or whoused at the border crossing in the
registered warehouses under the prescribed conditions;

3) issue or attest certificaterfanimals, food and feed;

4) take samples of food and feed and semantto the authorized institution for
laboratory examination or conduct necessary examinations in the laboratory at
the border crossing;

5) check and control the compliance witthnical requiremestat warehouses,
customs free zones and customs warehouses;

6) keep records of exported, imported and transited consignments of animals,
food and feed when they cross the state border;

7) monitor and control disinfection of @ans of transport, customs warehouses
and warehouses in the customs free zones;

8) monitor occurrence and mawent of infectious dieases in neighboring
countries and notify the administrativetlaority in responsible for veterinary
affairs and other responsible authiest about the information acquired,
depending on the risk determined.

Powers of Phytosanitary Inspectors
Article 78

In addition to the powers of inspector®yided by the law governing the inspectorial
supervision and other laws, in accordance Witticle 75 paragraph 3 of this Law, a
phytosanitary inspector shall\eparticular powers to:

1) carry out inspection of # facility, surroundings, premises, equipment and
means of transport in primary production of food of plant origin;

2) carry out inspection and, if necessarketaamples of raw materials, materials
and substances used for preparationfadd of plant origin at primary
production level,

3) carry out inspection and, if necessarketaamples of materials, packages and
objects coming into contaetith food of plant orign at primary production
level;

4) control process of cleaning, disinfen, deodorization and decontamination
(DDD), method of use and keeping oéahing agents and DDD process, used
in operations with food of plarrigin at primary production;

5) control method of declaring, marking,egentation and aduesing of food of
plant origin at primary production level.
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Administrative Measures and Actions
Article 79

In addition to the administrative meses and actions provided for by the law
governing the inspectorial supervision, anitay inspector,in accordance with
Article 75 paragraph 1 of this Law, aftertélemining that this Law or other regulation
has been violated, shall haresponsibilities and powers to:

1) order the withdrawal of unsafe fofdm the channels of commerce;

2) order the restriction or phibit trading withfood or order the withdrawal of
food from the channels of commercetiltie risk or doubts with respect to
food safety is no longer present;

3) order the destructioof unsafe food in the prescribed manner;

4) order processing of food the prescribed manner;

5) prohibit advertising and marking @jod in the manner that mislead
customers

6) prohibit the use of matexls, packages and objects coming into contact with
food that could endanger human healtidl cause the changéfood structure
or the change of its sensory charast&s under the ordinary and anticipative
conditions of use;

7) prohibit the use of facilities, prengis, equipment and means of transport
when prescribed requirements are not met;

8) prohibit the work to persons who operand are coming into contact with
food, which do not meet prescribedjpirements in regard of personal
hygiene;

9) undertake other measures in accordance with the law.

In addition to administrative measures antoas referred to in paragraph 1 of this
Article, the sanitary inspector conduwi inspectorial supeision at customs
warehouse and customs free zones must ttakdollowing administrative measures
and actions:

1) prohibit import of congnment of food, if:
- the consignment or the means twansportation do not comply with
prescribed requirements;
- the consignment of food is unsafe;
- the consignment is not accompahiavith prescribed documentation,
necessary to determine tigentity of consignment;
2) temporary prohibit import of consignmeuwit food if it is neessary to remove
errors in consignment and accompanying documents, or if consignment safety
IS suspected, in accordance with risk analysis;
3) prohibit the use of the facilities forasage of food at customs warehouse, if
not complying with the prescribed requirements;
4) prohibit the use of the means of tsaort for consignment of food, if not
complying with the prescribed requirements.
5) order the destruction of consignmeabd established as unsafe and order the
return of consignment to foigm supplier upon impéer’'s request.
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The costs of destruction measures or rretof unsafe food shall be borne by the
importer.

Article 80

In addition to the administrative measuessl actions provideby the law governing
the inspectorial supervision, accordance with Article 75 pagraph 2 of this Law, a
veterinary inspector, after determining thhts Law or othemregulation has been
violated, shall have respsibilities and powers to:

1) order the withdrawal of unsafe food aiegd from the channels of commerce;

2) order the restriction or phibit trading with food and feed or order the their
withdrawal from the channels of co
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4) prohibit the use of the means of trpad for consignment of animals, food

and feed, if not complying witthe prescribed requirements.

5) order the destruction of consignmenbd or feed established as unsafe and

order the return of consignment tadagn supplier upon importer’s request.

The costs of destruction measures or retdnmnsafe food orded shall be borne by
the importer

Article 81

In addition to the administrative measuegsl actions provideby the law governing
the inspectorial supervision and other lainsaccordance with Article 75 paragraph 3
of this Law, a phytosanitary inspectortexf determining that this Law or other
regulation has been violated sHadlve responsibilities and powers to:

1) order the restriction or prohibit tradingith food of plant origin at primary

2)

3)

production level until the risk or doubtstiwvrespect to its safety is no longer
present;

order the destruction of unsafe food miint origin at primary production
level,

prohibit the use of mateis, packages and objects coming into contact with
food of plant origin at primary prodtion level which could endanger human
health and cause the change of foadicdtire or the change of its sensory
characteristics under the ordinary aadticipative conditionsof transport,
handling and storing;

4) undertake other measures in accordance with the law.

XI. PENAL PROVISIONS

Article 82

Any company, other legal pens and entrepreneur who:

1)
2)
3)
4)

5)

produces and places intaailation food which is nosafe (Articles 22, 23
and 24);

produces and places into circulationsafe feed and feeds food-producing
animals with such feed (Articles 25, 26 and 27);

fails to label and mark food or feed production and circulation in the
prescribed manner (Article 29);

advertises and presents food or feedsuch a manner as to mislead the
consumers and assigns medical charatiesit food or feed (Article 30);

uses materials, packaging and itemsicg into contact with food or feed
which may harm human or animal headihd change the content or sensory
characteristics of food or feed undedioary and anticigave conditions of
use (Article 31);
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6)

7

does not, in performing food or feed tteld activities, ensure fulfilment of
requirements prescribed by this Lawdaregulations issued based on this
Law in all stages of production andailation (Article 38, paragraph 1);

does not, in performing food or feedated activities, notify the responsible
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16) does not, in performing food or feed iteld activities, ensure fulfillment of
specific hygiene requirements at alhges of production and circulation of
food or feed (Artite 45, paragraph 1);

17) does not, in performing food or feed teld activities, estdish, maintain and
continuously apply documented pemlures based on HACCP principles
(Article 46, paragraph 1);

18) does not, in performing food or feegélated activities, when a product,
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Article 87

Until the organizing of administrative auttgrresponsible for phytosanitary control,
phytosanitary control in the field of s&jeof food of plant origin at primary
production level shall be conductedtitne Ministry of Agriculture.

Article 88

Companies, other legal persons, entreprenand natural persons who are registered
for production and distribution of food arfded shall ensure compliance of their
activities with this Law by 1 January 2011.

Article 89

Food and feed operators wikonduct production and drgiution of food and feed
shall establish and apply system of gsm and critical entrol points (HACCP)
referred to in Article 46 of this Law antthe system of traceability referred to in
Article 41 of this Law from 1 January 2010.
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Article 93

This Law shall come into force on the eighth day after its publication in the “Official
Gazette of Montenegro”.
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