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Abstract: in he paper the author analyses the national legislation related to the 
prouduetion (manufacture) and trade (sale) of tobacco and tobacco products. The aim 
of the research is io establish the level of the harmonization of the national legislation 
io the relevanmt 1:U and international instruments in the field. The paper examines the 
speeifie rules for agricultural production of tobacco and its treatment as controlled
substance. from the aspect of adnministrative perquisites and contractual relations that 
emerge. The key isue of interest is the regulation of the standards and conditions 
for releusing the tobacco and tobaceco products on the markets., with emphasis on the 
Iabelling requirements. Beside these isues, the author also deals with the other policy 
instruments related to the tobacco control. It is concluded that the eurrent legislation
is not aligned with the applicable EU law in this field and that further legislative
dctivities are needed. The author stresses that political will be needed not orlr to cnart 
new legislation but also to effectively and efficiently enforce it. 
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Comention on Tobacco Control. 

1. INTRODUCTION

If the decision on allowing sale tobacco products was made today. most paob 
ably it would have been outlawed. The position of the World Health Organization
(WIIO) is that "Tobacco is the only legal drug that kills many of its users when 
Used enactly as the nmanutacturers intended"', with annual death toll ot oner m: 
lion persons each year. The position of the Furopean U'nion is similar, insist 
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on measures that will decrease the smoking rates, for the wellbeing of th. 

but also for economic benefit, as 'A reduct0n in tobacco consumption of iust 90 existing and future laws to those of the Community, thus Macedonia shall endeavour 
to ensure that its laws are gradually made compatible with those of the Community. 
The tobacco and related tobacco products as processed agricultural product. pursu- 
ant to Art. 25 of the SAA, are subject to duties as provided in the Protocol3 to the 

SAA. As per Annex I, for tobacco and related products originating in the Republic of 

Macedonia duties are set to zero for imports into the Community, while for the good 

originating in the community on imports in the Republic of Macedonia the duty is 

70% od the MFN (as of 2003 onwards). The export of the tobacco is high on the list 

of the exported products and the value gradually increases over the years. Thus, if 

in 2015 it was 10,2 million EUR, in 2016 it increased to approximately 12,l million

EUR, while in 2017 the value reached over 18 million EUR. Still it has not reach its 

pick of over 21 million in 2013. However, the past year we were faced with a deficit 

in the trade - the value of the imported tobacco goods compared to the exported in- 

creases as well (over 29 million EUR in 2017). The tobacco and tobacco products are 

mostly exported in the EU and the CEFTA countries". The accession to the Central 

European Free Trade Agreement also obliges the Republic of Macedonia to expand
trade in goods and services and foster investment by means of fair, clear, stable and pre- 

dictable rules (Art. 1/2/c of CEFTA) and the tobacco and tobacco products are under 
the regime of agricultural products (Art. 9 - 11). 

The status of the legislation and the policies, however, is not affected only by 

these obligations. In the development of the policy instruments the status of the 

tobacco agricultural production and the manufacture i.e. the tobacco industry in 

the national economy should be taken into consideration. Namely, as per the avail- 

able data approximately 30% of the state budget is provided from revenues of the 

tobacco industry. In 2017, it is so far reported that approx. 16.000 tons of tobacco 

have been bought-out on average price of 207 Denars per kilogram i.e. for total

price of 3,337,973,508.81 Denars, In addition, the sTate provided subventions in 

the amount of 60 Denars per kilogram.
The Law on Tobacco and Tobacco Products2 is the general act that regulates 

the primary production (production) and the financing, buy-out, storage, process- 

ing of the purchased raw tobacco in leaf (tobacco-3), the trade with processed to- 

bacco, as well as the production and trade of tobacco products. Its current version 

translates into annual healthcare savings of approximately ¬506 million for the 

to The instruments on tobacco control aim at reducing the demand and supnlhr.

is bacco products. The WHO Framework Convention on Tobacco Control (F�TC 
rehen-the pre-eminent global tobacco control instrument that provides for compreh 

on sive direction for tobacco control policy at all levels. Its provisions are bindin

the Union and its Member States. The Parties to the FCTC, including the lns 

and its Member States, adopted a set of guidelines for the implementation of C 

provisions by consensus during various Conferences. The E0 finds that the CTC 
provisions on the regulation of the contents of tobacco products, the regulation
tobacco product disclosures, the packaging and labelling of tobacco products, ad 

vertising and illicit trade in tobacco products are particularly relevant, and requiree
harmonized approach lack of a harmonised approach to regulating the ingrediente 
of tobacco products. It is found that its lack affects the smooth functioning of the 
internal market and has a negative impact on the free movement of goods acrossth 
Union. It is expected that without harmonisation, the obstacles to the smooth func 
tioning of the internal market will increase in the coming years, taking into account

the implementation of the FCTC and the relevant FCTC guidelines throughout
the Union and in the light of experience gained in other jurisdictions outside the 

Union This is one of key reasons the European Union adopted the new Tobacco 

of 

Products Directive in 2014, repealing Directive 2001/37/EC5
What is the position of the Republic of Macedonia in these global and EU devel. 

opments? On 30th of June 2016, it acceded to the FCTC thus become obliged to de- 

velop and enforce its tobacco control policies in line with the Convention. In regard
to the implementation of the EU standards in tobacco control, such obligation arises 
from the Stabilisation and Association Agreement (SAA)° signed on 9 April 2001 
in Luxembourg'. The SAA in Art. 68, obliges Macedonia on approximation of the 

Statement of Commissioner Vytenis Andriukaitis, STATEMENT/16/1882, [http:!/europa.eu/rap- 
idpres-release_STATEMENT-16-1882_cn.htm; last access 31.01.2018]. 
Recitals (15), Directive 2014/40/EU of the European Parliament and of the Council of 3 April 2014 
on the approximation of the laws, regulations and administrative provisions of the Member States 
concening the manufacture, presentation and sale of tobacco and related products and repealing 
Directive 2001/37/EC; O} L 127, 29.4.2014, p. 1-38; hereinafter Tobacco Products Directive 2014.
Directive 2001/37/EC of the European Parliament and of the Council of 5 June 2001 on the 

approximation of the laws, regulations and administrative provisions of the Member States con- 

cerning the manufacture,presentation and sale of tobacco products; 0JL 194, 18.7.2001, p. 26- 

CEFTA Trade Statistics 2015 [http://cefta.int/wp-content/uploads/2016/05/CEFTA-Trade-Statis- 

tics-Brochure-2015.pdf]: CEFTA Trade Statistics 2016 (FIRST HALF) [http://cefta.int/wp-con- 

tent/uploads/2016/05/CEFTA_Trade-Statistic-Borchre-2016_1H.pdf] 
This equals to approximately 3,36 EUR (as per the average rate of the National Bank of the Re 

public of Macedonia (NBRM)). 

10 This equals to approximately 54.260.111 EUR (as per the average rate of the NBRM). 

1 This equals to approximately 0,975 EUR (as per the average rate of the NBRM). 

12 Law on Tobacco and Tobacco Products ("Official Gazette of the Republic of Macedonia" nos. 

24/2006, 88/2008, 31/2010, 36/2011, 53/2011, 93/2013, 99/2013, 164/2013, 151/2014, 193/2015, 

213/2015 and 39/2016); hereinafter LTTP. 

8 

35: hereinafter Tobacco Products Directive 2001. 9 

6 Stabilisation and Association Agreement between the European Communities and their Member
States, of the one part, and the Republic of Macedonia, of the other part - Protocol 1 on textile 
and clothing products - Protocol 2 on steel products - Protocol 3 on trade between the Republic of Macedonia and the Community in processed agricultural products - Protocol 4 concerning the definition of the concept of "originating products" and methods of administrative coopera tton - Protocol 5 on mutual administrative assistance in customs matters - Final Act; OJ L 8&, 20.3.2004, p. 13-197.
The formal prucess of initiating negotiations about the EU's Stabilisation and Association Process started in 2000. The Stabilisation and Association Agreement (SAA) was signed on 9 April 2001 17 Luxembourg. It was ratified by the Macedonian parliament on 12 April 2001, and was the Iirst to be ratufied by all the member states and came into force on 1 April 2004.

13 Tobacco, in terms of this Law, shall be the leaves obtained from the plant species of Nicotiana 

tabacum L (Art. 2, LTTP).

Tobacco products are products made of tobacco intended for smoking, chewing and snilfing 

(Art. 3/1/2, LTTP). The following shall be considered tobacco products: 1) cigars and cigaril- 

los, 2) cigarettes, and 3) smoking tobacco. (Art. 4/1, LTTP). This definition is in line with Art. 

14 



Necda Zdruvn,14 

has been cnacted in 2006 and subsequently amended several times, wh. 

was enacted. as stated in the explanatory note to the proposal, thc Dr hen the La 
Tobo prolue tion unml traule in Macedonia 

tered in the record sheet", These data are kept in the Single Register of Agricultural 

Holdings8, The reporting obligation is imposed to the buyer as well. Namely, the 
Government of the Republic of Macedonia) had in mind the visions of th 

tobacco buyer is to report the agreed tobacco production to the Ministry9 

The tobacco producers can produce tobacco using only certified seed material 
(seed material) from the tobacco buyers. The tobacco buyer, is obliged to provide,
free of charge, seed material, according to the agreed acreage, in the quantity of at 
least 90 g/ha for oriental tobacco, 40 g/ha for semi-oriental tobacco and 20 g/ha for 
large leaves types of tobacco, and for pelleted seecd in the quantity of at least 250 

g/ha for oriental tobacco, 90 g/ha for semi-oriental tobacco and 40 g/ha for large
Ieaves types of tobacco. In addition, the tobacco buyer is obliged to provide prod-
ucts for protection of the plants20. 

All of the tobacco that has been produced the tobacco producer is selling to the 
to the buyer with whom the contract has been concluded under the agreed condi-
tions. An exception to this exists only in the cases when the parties terminate the 
contract under the conditions determined by the LTTP21. 

FCTC and the Tobacco Products Directive 2001. Its legislative development did n retlect the changes that were happening in the regulation of the tobacco. 
tion and products in the EU. Nanmely, most f them were enacted aiming at 

harmonization with other relevant laws in the administrative field. On the noe 
note. as we were informed by the Ministry of Agriculture, Forestry and Wate 

soures Management, a new law is in its fîinal stage of development. The Tah 
Control Directive 2014 and the latest developments under the FCTC are ful ta 
into consideration and integrated in the text. What is to be expected is includediin 

no 
pr 

this analysis from the point of the European legislation development. 

2. THE LEGAL REGIME OF TOBACCO PRODUCTION 
The issue of the tobacco production is not within the scope of the WHO and the EU instruments. The national legislator opted for a model of controlled prodution, so as to control the amounts of the substance on the market. The limitatione that eist are in several aspects related to the parties who can participate in the 

process, the manner in which the production process is carried out, the reporting obligations towards the relevant ministry. 

2.1. Contractual relations between the producer and the buyer 

For the purpose of tobacco production, the producer concludes a contact for 
tobacco production and buyout (contract) with a tobacco buyer. The LTTP, limits 
the producer for one production year and one same production, for a defined quan-
tity, to conclude a contract with only one buyer2,

The LTTP regulates, in too many details, the form of the contract, the deadline
for its conclusion and its basic elements. 

2.1. General condition for production 
Under the LTTP (Art 6) tobacco may be produced by family agricultural hold- ings and legal entities (producers) on the basis of a contract for tobacco production and buy-out concluded with a legal entity registered for tobacco buy-out and pro cessing (buyer). The LTTP regulates in detail the conditions and the procedure for trade companies, whose main activity is wholesale of raw tobacco, to be recorded in the register of tobacco buyers kept by the Ministry of Agriculture, Forestry and Water Resources Management. 

The LTTP obliges the producer before the conclusion of the contract to report the tobacco production to the Ministry of Agriculture, Forestry and Water Resourc es Management5. The Ministry issues record detailing the reported production from all cadastral parcels where tobacco is to be produced, per type and amount of tobacco to the holder of the agricultural holding. The possession of this record is precondition for the conclusion of the contract, as each concluded contract is regis

Thus, in accordance with Art. 12, LTTP contract is concluded in a written
form. As per the general rules of the Law on Obligations, the lack of such form will 
lead to invalidity of the contracts It must be concluded, until April 10th at the latest
for the current year. Following this deadline, as per Art. 12/8, a contract may be 

17 Art. 12/6, LTTP.
18 The form and content of the record sheet, the necessary documents and the manner of issuance 

of the record sheet are prescribed by the Ministry of Agriculture, Forestry and Water Resources 
Management. The Ministry, also, establishes an electronic system for keeping the records of re 

ported, registered, and agreed areas and quantities of tobacco per producers, buyers, per tobacco 
ypes, for each harvest separately (Art. 7/3 and Art. 7/6, LTTP).
In accordance with Art. 9, LTTP, the tobacco buyer each production year, until May 30, reports
in written or electronic form the agreed tobacco production for the current harvest to the re- 
gional branch office of the Ministry of Agriculture, Forestry and Water Resources Management. 
The buyer is also obliged to enter the data on the agreed tobacco in the electronic system of the 
Ministry. The with Rulebook prescribes the manner of registration, the form and the content of 
the registration form for the agreed tobacco production and keeps records on the agreed tobacco
production, for the current harvest.

19 

1/1/fof FCTC that defines that "tobacco products" mean products entirely or partly made of the 
las tobecco 2s raw material which are manufactured to be used for smoking, sucking, chewing
of suffing, as well as Art. 2/1 of Tobacco Products Directive where "tobacco products" means
prducts for the purposes of smoking, sniffing. sucking or chewing, inasmuch as they are, even 
partly, made of tobaca, whether genetically modified or not. An 20 22a, 1ITP. 

6 The deadiine for repurting for a given production year, until March 31 in the current year at the 
latest. The reporting is in the regional branch officc of the Ministry, where the head office or the 
plare of residen.ce of the producer is located, regardless of the place of performance of the agri 

cutural actity (Arn 7/1, 1TTP). 

20 Art. 8, LTTP 
21 Art. 10, LTTP 
22 Art. 11/3 and Art. 12/3, LTTP. 
23 Art. 59/1 in relation with Art. 62/1 of the Law on Obligations (.Official Gazette of the Republic

of Macedonia no. 18/2001, 4/2002, 5/2003, 84/2008, 81/2009., 161/2009 and 123/2013); hercinat- 

ter 1.00.
24 Art. 12/7, LTTP.
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concludod with a producer, if the buyer whit whom a contract has be 
rom the registry of tobacco

hi prmlu tum nd tnule in Nlhrihma 

conch

L.OO Nanmely, the I.rTP requires that the party remining consents to the transler

in the sanne (written) form in which the contract is concluded. The transler ol the 

contract is also reported, but there is no specilic provision thal shoulkl be noted in 

the record sheet. 

is under hankruptey or liquidation or is deleted from 

conten association of t 
of the contract, are subject to an opinion from the highest 

produces

Beside defining the contents of the contract, the LTTP stipukates that 

1obace
In regard to the clements. the LTTP provides that in particular contai

contracting parties; the subject of the contract (acreage, cadastre parcels

itative of th 

In regard to the advance payment, the l:TTP in Art. 14 stipulates lhat it cann 

be lower than 15% of the average purchase price for the agreed type established for 

the previous year. In accordance with Art. 14, the advance paymcnt cannot be lower

than 15% of the average purchase price for the agreed type established for the pre- 

vious year. The other specificities related to the manner of advance payment ol the 

production the parties define by the contract. 

sort): purchase price of the tobacco by classes; duration of the contract: riokP and 

obligations of the contracting parties; compensation tor the representative 

durin association of tobacco producers for the organization and representation 

provisions for unilateral termination of the contract; provisions for transfer

manner contract: time and place of concluding the contract; advance payment and man. 

on the of advance payment, and protection of the tobacco seedling and the tobacco on 

the buy-out; manner of, and time period for payment of the purchased toh 

3. PRODUCTION OF AND TRADE

WITH TOBACCO PRODUCTS

The production of tobacco products trade with tobacco products, export and 

import is exclusively limited to legal entities that are registered in the trade regis-

ter for performance of the business activity production of tobaceo products i.e. for 

export and import of tobacco products and entered in the register of producers, 

exporters and importers of tobacco products kept by the relevant Ministry (Min-

istry of Agriculture, Forestry and Water Resources Management and Ministry of 

Economy respectively). The requirements for registration both for production of 

tobacco products" and for trade with tobacco products, export and import and 

for are prescribed by LTTP. 

field from diseases and pests.

The LTTP further provides for specific provisions on certain elements of th 

contract. 

Regarding the duration of the contract, the LTTP (Art. 15) defines that th 
concluded for the annual harvest, and can be concluded for more production year 
If the later is a case, the right, the obligations and other issues for each production 

vear shall be regulated with an annex to the contract for the production year. This is 

particularly relevant for the buy-out price as it varies each year based on the market 
conditions. 

In general, the LTTP defines (Art. 17) that the contract terminates: 
fulfilment; - upon the expiry of the time period concluded thereof; - by a mutual

consent of the contracting parties; - upon a unilateral termination, and by force 

of law. The unilateral termination of the contract is not precisely defined by the Law 
On one hand side the LTTP provides that both parties have the right to unilaterally 
terminate the contract, under the conditions and manner set by the contract. On 
the other the Law seems to limit the unilateral termination of the contract by the 
producer, stipulating in Art. 18/2 that the producer shall have the right to terminate 

the contract if the buyer has an open bankruptey procedure or is under bankruptey or 

is in the process of liquidation or is deleted from the registry of tobacco buyers. The ter 
mination of the contract, in any case, is followed by an administrative procedure for 
its registration with the relevant Ministry which is noted in the record sheet of the 
producer. The party sustaining damage from the unilateral termination has the rightto compensation in accordance with the general rules regarding damage liability4. The LTTP provides for the opportunity the contract to be transferred to third
party and in prescribing the conditions (Art. 16) follows the general rules set by the 

upon the 3.1. The quality' of the tobacco products 

The LTTP precisely and in detail prescribes the standards that must be met 

in order a tobacco produced to be released on market. Obtaining a certificate for 

quality and safety is a precondition for the trade, export and import with tobacco

products, There is, however certain ambiguity in the LTTR, as when prescribing 

the procedure for obtaining the certificate it relates it only to the export and the 

28 Art. 132/1, LOO. 

As per Art.35/2, LTTP, the legal entities have to meet the following requirements: 1) to have at 

their disposal installed equipment that enables them to carry out all production phases, Irom 

preparation and cutting of the tobacco until production and hygienic packaging of the prod 

uct; 2) to have at their disposal appropriate laboratory for the purpose of analysis and control of 

the quality of the tobacco products; 3) to have at their disposal appropriate premises in order to 

store tobacco and tobacco products, and 4) to employat least one person with higher education 

(agronomist, technologist) in the production process and quality supervision. The specific condi-

tions for the requirements 1) to 3) are in delail prescribed by the Minisler of Agriculture with 

by-law (Art. 35/3). 

As per Art. 36/3, LTTP the legal entities have to meet the following requirements: 1) to have at 

their disposal appropriate warehousing premises; 2) to have al their disposal appropriate storage

equipment, and 3) - to employ at least one person with higher education and at least one year of 

working experience in tobacco trading. The specific conditions for the requirements 1) and 2) of 

this Article are prescribed by the Minister of Economy (Art. 36/4).

Art. 36/2, LTTR 

29 

30 25 As per Arnt. 12/3, if the highest association of tobacco producers submits a negative opinion abou the contents of the contract, the buyer shall be obliged to harmonize the contracts according to the opinion of the highest association of tobacco producers within a period of five days. 26 As per Art 12/4, the buyer may conclude one contract with the producer for several types of tobaccoa 27 Arn. 19, LTTP and Art. 121/1 LOO. 31 
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import. Namely, Art. 57 and Art. 58 set the jurisdiction of the Sid 

f the processed tobacco and of 

of the tobacco products during export and import. The quality of 

determined based on the check of the amount of tar, nicotine and carho Produ
into countries where this prohibition does not exist. This exclusion is not explicitly 

provided in the Tobacco Products Directive 2001. Recital 11 provides that this Di- 

rective has consequences for tobacco products which are exported from the Euro-

pean Community, as the export regime is part of the common commercial policy.

Health requirements, pursuant to Article 152(1) of the Treaty and the case law of 

the Court of Justice of the European Communities, form a constituent part of the 

Community's other policies. Thus, rules should be adopted in order to ensure that 

the internal market provisions are not undermined. Recital 17, in the same time 

provides that the application of tar, nicotine and carbon monoxide ceilings to ex- 

ported cigarettes should be subject to transitional arrangements in order to allow 

more time to change product specifications and to allow for the establishment of 

internationally agreed standards. 

Inspectorate 
to control the quality and safetyof 

the 

are compared to the content of tar, nicotine and carbon monoxide in rd 

products stated on the tobacco products packaging. In 

tar, nicotine and carbon monoxide with cigarettes the internationallv n 

and national standards: ISO 4387 for tar content, ISO 3400 and ISO 1031s8 

tine content and ISO 8454 for carbon monoxide content are used,33 The i 

of the content of tar, nicotine and carbon monoxide stated on the packapine 

firmed in accordance with the standard ISO 8243." Once the check and 

tion is completed it is reported to the State Agricultural Inspectorate. This r 

the basis for issuing the certificate for quality of the tobacco products. 

The LTTP in Art. 4033 prescribes that tobacco products and smoking toh. 

cannot contain any prohibited additives, unknown substances, harmful mat 

in the basic smoke of the cigarette by an accredited laboratory32, The 

the 

on 

tobagdetermining the 

reporl 
3.2. Labelling of tobacco products 

The Tobacco Products Directive 200138 gives a priority to the health protection 

in the context of harmfulness of the tobacco ". This is also one of the most promi- 

nent reason for the adoption of the FCTC. Both instruments set a number of rules

on the labelling of the tobacco products intended to the consumers' information but 

also with aiming at dissuading the consumers to the use products. These require-

ments are dully effected into the national legislation. 

In accordance with Art. 42 of the LTTP release into trade of cigarettes whose

packaging does not contain the data regarding the content of tar, nicotine and carbon 

monoxide in miligrams per cigarette is prohibited. The data have to be imprinted 

on the side of the packaging and cover at least 10% of the imprinted side, and at least 

12 % of the imprinted side if another language is used besides the Macedonian'. 

The packaging of tobacco products and each external packing, with an excep-

tion of transparent packaging and transport boxes, that are released into trade, as 

per Art. 4342, must have the following information imprinted: 

aterial
and other pollutants/contaminators (physical, chemical and biological). The: add 

tives being allowed to be used in the production of tobacco products and smoli

tobacco, their correct purpose of use and the relevant hygiene requirements are pre 

scribed by the Minister of Health on a list of allowed additives5o, The domestica nd 

imported cigarettes cannot contain additives which are not allowed in the Repuhli 

of Macedonia. 

The manner of measuring the harmful material and other pollutants/contamj 

nators (physical, chemical and biological), as well as the manner and methodsd

taking samples for the purpose of determining the harmful material and other pol 
lutants/contaminators (physical, chemical and biological) in the tobacco producti

is regulated by a by-law enacted by the Minister of Agriculture, Forestry and Water 

Resources Management in cooperation with the Minister of Health37, 

The specific amounts of the substances, in their maximum amounts are pre 

scribed by the LTTP. Art. 41 of LTTP, as Art. 3/1 of Tobacco Products Directive 

2001, sets that cigarettes that are released into trade cannot contain more than: 10 

mg tar/cigarette, 1 mg nicotine/cigarette, and 10 mg carbon monoxide/cigarette 
These limits, however, do not apply to production of cigarettes intended for export 

1) name of the tobacco product;

2) description of the tobacco product: cigarette, cigar, cigarillos, pipe tobacco,

cigarettes tobacco, chewing tobacco and sniffing tobacco; 

3) name of the producer and the importers that enables identification and an 

address;
32 Art. 58/3, LTTP in lice with Art. 4/2 of Tobacco Products Directive 2001. 

4) number of units (cigarettes, cigars, cigarillos) or weight (consumption to- 

bacco, for sniffling, chewing tobacco); 

5) in the case of cigarettes, quantity values of tar, nicotine and carbon mon 

Oxide in the basic smoke, as following: - 'tar X mg/cigarette' (where X is 

a round whole number); 'nicotine Y mg/cigarette' (where Y is a number 

33 Art. 58/5, LTTP in line with Art. 4/1/1" sentence of Tobacco Products Directive 2001.
34 Art. 58/6, LTTP in line with Art. 4/1/2nd sentence of Tobacco Products Directive 2001.
35 In line with Art. 12 and Art. 13 of Tobacco Products Directive 2001.
36 List of Prohibited Additives (Official Gazette of the Republic of Macedonia No. 56/2007 anu 61/2007) and List of List of Prohibited Additives (Official Gazette of the Republic of Macedon No. 56/2007). As per Art. 40/4, upon a request of the Ministry of Health the producers and porters of tobacco products shall be obliged to submit on a prescribed form data about the d tives which are used during the production of the tobacco products and smoking tobacca37 Rulebook on the manner of carrying out control of the quality and the safety of measuringredients, form, content and manner of issuing certificate and methods for taking sampianalysis of the quality of tobacco products (Oficial Gazette of the Republic of Macedone42/2012). 

38 As stated it is being taken as point of reference for the Macedonian legislation. 

39 Recital 4, Tobacco Products Directive 2001.

40 As anticipated in Art. 41/1, LTTP.

41 Art. 41/2, LTTP in line with Art. 5/1-3 of Tobacco Products Directive 2001.he 

o 

42 The labelling obligations are set in Art. 1l/1/b and Art.12 of FCTC. 
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throwing during the package opening: 3) in the middle of the area where the text is 

to be printed, where it should be parallel to the edge of the top of each packaging 

and 4) so that it is not possible to remove or destroy, nor be hidden by darkening or 

cOvering using other inscriptions or symbols. 

The size of the letters of cach warning of the tobacco products packaging and 

the pictures shall have to be determined in such manner as to cover the surlace area 

to the highest possible extent.4* LTTP further specifies that texts of the data on the 

maximum tar, nicotine and carbon monoxide yields and the warnings" referred to 

in of this Law shall have to be framed, wherefore the width of the frame cannot be 

smaller than 3 mm, nor greater than 4 mnm. The warnings, further, cannot be inm 

printed on the control stamp glued on the tobacco product packaging. Except for 

cigarette packaging, the warnings can be also imprinted on a sticker. provided that 

the sticker is irremovable. 

the determination of the 
o)serial

number or equivalent that 

date of poduction of the tobacco product, and 

)warning regarding health (with an exception to the snutr. 

tobacco) 

nd the chee 

on t The intormation required to be provided, exception of informati 

and ts 
and serial number (points I and 6), besides in Macedonia language an. 

20% of the o Ietters can be also written in another language spoken by at least 209% o 

and its letters. depending on the producers and the importers opinion

The general warning shall have to cover at least 309% including the fra 

front side. and the additional warning at least 40% including the frame on 

whes side on the appropriate area of the single packaging of the tobacco product 
The consumers are specifically protected by prohibiting any information that 

may mislead the consumer into the belief that such products are less harmful and 

give rise to changes in consumption. Thus, as per Art. 46 of LTTP it is prohibited 

to insert texts, descriptions or other signs on the tobacco product packaging con- 

taining markings, words or phrases referring or suggesting that the particular type 

is less harmful than others (for example: low tar, light, mild, ultra-light and other

similar markings)8,

Although the Tobacco Products Directive 2001 in recital 26 foresees that the 

greatest possible transparency of product information should be ensured, while en- 

suring that appropriate account is taken of the commercial and intellectual property 

rights of the tobacco manufacturers the LTTP does not have a specific provision to 

this regard. The issue of the intellectual property rights is not specifically regulated 

in FCTC. This instrument, once can say, goes a step further than Tobacco Products

Directive 2001, providing that the trademark of the tobacco product also should not 

directly or indirectly create the false impression that a particular tobacco product is 

less harmful than other tobacco products. 

imprinted. In cases when the intormation are written in another language esides
Macedonian. the general waning shall have to cover at least 32% including the f 

on the iront side, and the additional warning at least 45% of the back side on the 
propriate area of the single packaging of the tobacco product wherein imprinte 

The application of the general and the additional warning shall have to bea 
nate (rotatory) in a manner guarantying regular presence of all warnings, that s 
enable each warning to appear equally on the produced quantities. 

The packaging of tobacco products, with an exception of the cigarettes, wh 
best visible area is greater than 65 cm2, as per Art. 44, must contain the warnin
covering at least 22.5 cm2 of the area on the front and 22.5 cm2 of the area on th back side of the packaging. In cases when another language besides Macedoniani Lsed, the warnings shoud cover least 24 cm2 of the area of the front and 24 cm2 the area of the back side of the packaging. 

The legislation, as per Art. 5/6 of Tobacco Products Directive 2001, in Art. of LTTP defines the manner in which the warnings have to be imprinted, specilying hat this should be done: 1) with bolded, small(except the first letter of the warning and wherever needed due to relevant grammatical rules) black letters, font Helvetaon a white surface; 2) on part of the packaging not being intended for opening a 

4. OTHER POLICY MEASURES RELATED 

TO PRODUCTION AND TRADE
43 gentd vaning (on the front side): smoking kills/ smoking can kill or moking Is na 

to yo and ohers around you; b) additional warning (on the back side): smokers die you 
r, smokng Euses heart diseases and heart attack; smoking causes lungs cancer; moku 
g PEancy can harm your baby; protect the children, do not let them inhale smokE 
doctor can belp you quit smoking smoking is an addiction disease; by quitting smok 
wl reduce the risk of serious diseases, smoking can cause slow and painful death; ask 

19 qt smkng; Smoking can reduce blood flow and cause impotence; smoking can cade 
Trg can reduce fertility, and cigarette smoke contains gas, nitrosamine, formau 
dyivgn cyanide, and c) additional picture warning (on the back side) clearly rep 

the harmíul flect of the smoking, printed over one of the messages referred to in SuHah 

The iures zhrut the harmful effects of the tobacco are prescribed by the Minister 

wtha Pulevor "Oficial Gazette of the Republic of Macedonia" no. 94/2009.

4 i ire ith Art. 5.5 f Tobacco Products Directive 2001 
4 n An 4 f Tobacer Products Directive 2001 

The FCTC in order to protectpresent and future generations from the devastating 

health, social, environmental and economic consequences of tobacco consumption and 

exposure to tobacco smoke*" provides for and requires putting in place a number to 
bacco control measures at the national, regional and international levels in order to 

reduce continually and substantially the prevalence of tobacco use and exposure to 

tobacco smoke. These measures are aimed to affect the demand as well as the sup- 

ply. The core demand reduction provisions in the FCTC (Art. 6 to Art. 14) include s 

senting

b 
H 

46 As prescribed in Art. 43/3 and 4 and Art. 44 of LTTP for such warnings. 

47 Those of Art. 43/1/7, LTTP 

48 Recital 27, Tobacco Products Directive 2001: Art. 11/1/a, FCTC.

49 Art. 3: Objectives, FCTC. 
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rige and ta measures
to reduce the demand for tobacco and no 

to reduce the demand for tobacco, namely: -protection frons. 

moke: regulation ot the contents 
of tobacco products; 

roduct disclosures packagingand abelling of tobacco producto

communication, 
training and publieC

awareness; 
- tobacco adve 

and sponsorship: 
and -demand

reductic

nd cessation. The core supply 
reduction provisions in l 

regulate the illicit trade in tobacco products; sales to and by minors..

of support for evonomically 
viable alternative activities.

In the national legislation these measures are dispersed in differen

for the purpose of this paper we will tocus on those most directly related

ply ot products and services. 

non- rice measures 
exposur

tobacc tobacco amount 1.500,00 Denar per kilogram and 0% of the retail price and as oth 

tobacc er tobacco for smoking amount 1.350,00 Denar per kilogram and 0% of the retail

cts;- education price. The LE provides for gradual increase of the rate of the specilic and minimunm

excise duty on cigars referred*, The l.E provides that for the purpose of establishing 
the calculation basis", retail price is the individual price determined by the producer

or importer as unit trade price for cigars, cigarillos and cigarettes per piece and for 

tobacco for smoking per kilogram. If only the price per pack is determined, retail

price shall be considered the price deriving from the price per pack and the content

of the pack. The calculation of the excise duty on tobacco for smoking is made on 

the net weight at the moment of excise chargeability. The producer, i.e. the importer 

also determines the retail price for the goods that are transferred without compensa- 

tion as wel. This price must not be lower than the individual price of the adequate 

tobacco products. The producer i.e. the importer is obliged to report the retail price 

of the tobacco products to the Customs Administration and publish it in the "Official 

Gazette of the Republic of Macedonia" prior to the release of the tobacco products in 

the free excise-legal circulation at prices determined in such a manner. The provided 
measures are also aligned th the Council Directive 2011/64/EU of 21 June 2011 on the 

structure and rates of excise duty applied to manufactured tobacco0

The sales of tobacco and tobacco products is subject to payment of the value 

added tax (VAT)6l according to the general tax rate of 18%62. The special VAT re- 

gime imposed on the tobacco and tobacco products is seen in the various provisions 
that exclude the right to refund the value added tax05 and non-exemption from pay- 

ing VAT tax at import of goods*, 
The WHO estimates that by these taxation measures the taxation share in the 

price of the cigarettes is 71% and the over financial developments, including the 

pricing, in the course of the years made them more affordable.65 

ing. promotion 
co depend-tion measures concerning toba 

provisions in FCTC (Art. 15 
Art.17)and provision 

laws, but 
e sup- 

4.1. Price and tax measures 

meas FCTC in Art. 6, aftirms that the Parties recognize that price and tav 

umptionures are an eftective and important means of reducing tobacco cOne 

pr 

dice to the sovereign right of the Parties to determine and establish their Preu 

policies, each Party should take account of its national health objectives c n 

may 

various segments of the population, in particular young persons. Without 

ing tobacco control and adopt or maintain, as appropriate, measures which
include: (a) implementing tax policies and, wnere appropriate, price policie
on tobacco products so as to contribute to the health objectives aimed at reduc- 

ing tobacco consumption; and (b) prohibiting or restricting, as appropriate, sale 

to and or importations by international travellers of tax- and duty-free tobacco 
products. It is argued that any attempt by the authorities to maintain a high retail

price can be seen as a health promotion initiative 
This is reflected in the national legislation by imposing excise duties on the terri 

tory of the Republicof Macedonia paid directly or indirectly on consumption of, inter 
alia, tobacco productsS1. Subject to excise duty on tobacco products are: 1) cigars 
and cigarillos, 2) cigarettes and 3) smoking tobacco, being: finely chopped tobacco
for wrapping cigarettes and - other tobacco for smoking. As per Art. 42-c of LE, the 

excise duty on cigars and cigarillos amounts 21,37 Denar a piece and 0% of the retail

price eadse on cigarettes amount 1,353 Denar a piece and 9% of the retail price.f 
the combined excise is under the amount of 1,553 Denar per piece, the minimum 
eacise shall apply to that amount: excise on tobacco for smoking as finely chopped

56 This equals to approximately 24,38 EUR (as per the average rate of NBRM). 

57 This equals to approximately 21,94 EUR (as per the average rate of NBRAD).
58 In accordance with Art. 42-c/5 and 6, as of the Ist of July, 2014 up to the 1st of July, 2015. the 

rate of the specific and minimum excise duty on cigarettes r shall be increased by 0.15 Denar
per piece on the lst of July every year, while as of the 1st of July, 2016 up to the lst of July. 2023, 

the rate of the specific and minimum excise duty on cigarettes shall be increased by 0.20 Denar 
per piece on the lst of July every year. In accordance with Art. 42-c/7 as of the Ist of July, 2014 

up to the lst of July, 2023, the amount the excise duty on tobacco for smoking as finely chopped
tobacco shall be increased by 50 Denar per kilogram on the lst of July every year. 

Art. 43, LE 
60 Council Directive 2011/64/EU of 21 June 2011 on the structure and rates of excise duty applied 

to manufactured tobacco; O L 176, 5.7.2011. p. 24-36.
Law on Value Added Tax ("Official Gazette of the Republic of Macedonia" nos. 44/1999, 59/1999. 

86/1999, 11/200, 8/2001. 21/2003, 19/2004, 3/2006, 45/2006, 101/2006, 114/2007, 103/2008. 

59 

S0 Thygesen. "Is the EU Harmonization of Excise Taxes on Tabacco Products a Barrier to Heain 
Promotion,41 Itertar 146 (2013). p. 152. 

Ar 1 Law o Excie (Ofice Gazette of the Republic of Macedonia" nos. 32/2001, >U , 52002, 98/2002, 24/2003, 96/2004, 38/2005, 88/2008, 105/2009, 34/2010, 210 5 11, 135 2011,82/2013, 98/2013, 43/2014, 167/2014, 188/2014, 129/2015, 1542013, 17 
3 2016, 31 2016 and 171/2017); hereinafter LE. AL4 1. LE 

61 

114/2009, 133/2009, 95/2010, 102/2010, 24/2011, 135/2011, 155/2012, 12/2014. 112/2014. 

130/2014. 15/2015, 129/2015, 225/2015, 23/2016 and 189/2016): hereinafter LVAT.
/2015

62 Art. 28, LVAT 

63 Art. 25/2, LVAT. 
publas usls of to approximately 0,347 EUR (as per the average rate of the National Bank of the Nr 

4 
ryals to 2pproimately 0022 EUR (as per the average rate of NBKR 

ts eqaals to aproumately 0,025 EUR (as per the average rate of NBRMJ

64 Art. 27b, LVAT.
65 WHO report on the global tobacco epidemic, 2017: monitoring tobacco use and prevention policiex

Geneva: 1World Health Organization; 2017. Licence: CC BY-NC-SA 3.0 1GO. p. 73 [http://apps.wha 

in/iris/bitstream/10665/255874/1/9789241512824-eng.pif?ua=1&ua=1: last access 31.01201S|. 
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4.2. Non-price measures 

The FCTC provides tor several non price measures to reducn L 

tohaco,including protertion Irom exposure to 

ising, as well as measures to reduce Supply including prohibitian acco ad n the tonacco industry in Art. 4 of LPAS, mels the mi 

minors. These issues in the nationaiegon are part of the subject- 4nd by bacco industry in any form, directly or indirectly, externally or internally." The 

I N on Protection Against Smoking". which regulates the protection aT of the 1.PAS further defiens that tobacco products may be exhibited at the selling points 

ul eftectsof smoking tobacco and other tobacco-based products on the e harm (kiosk, store, restaurant etc.) solely in their original packages including the standard 

the demand The detailed regulation of the prohibition of advertising of tobaceo products

tobacco smokeand 

mcasures to reduce supply including prohibition of caloder by of Art. 1.3/4 of FCTC". The lLPAS forbids to advertise tobacco products and to 

environmental protection, the orohibition of smoking in certain public 
Zens, theinformation on the price. 

premises The FCTC in Art. 6, requires each Party to adopt and implement effective legis-

lative, executive, administrative or other measures at the appropriate governmentand the prohibition of cigarette advertising.

FCTC is based on the recognition by the parties that scientific o 
. 8 of the level to prohibit the sales of tobacco products by and to persons under the age set 

cquivocally established that exposure to tobacco smoke causes death ds un 
disability: The FCTC establishes that each Party shall adopt and implement 
of existing national jurisdiction as determined by national law and actively prom 
at other jurisdictional levels the adoption and implementation of effective lesticd. 

tive, executive, administrative and/or other measures, providing for protection f from Cxposure to tobacco smoke in indoor workplaces, public transport, indoor Dubli 

places and, as appropriatle, other public places. The LPAS stipulates (Art. 3) that a 
a rule smoking is forbidden in the public premises", By exception, smokino ie 
allowed only outside the business facility (terrace, summer garden and alike) un. 
der specific conditions, The responsible person in the legal entity must display a 
no-smoking sign and provide control over the smoking prohibition in the publie 
premises and the rooms for accommodation of non-smokers in the facilities for guest accommodation. 

The protection from exposure to tobacco smoke demanded by An. 8 of a levclto prohibit the sales of tobacco products by and to persons under the oge set 

has 

ciples, each Party shall: (a) prohibit all forms of tobaccn advertising. promotion and sponsorship 

that promote a tobacco product by any means that are false, misleading or deceptive or likely lo 

create an crroneous impression about its characteristics, health effects, hazards or emissions; (b) 

require that health or other appropriate warnings or messages accompany all tobacco advertising 

and, as appropriate. prumotion and sponsorship: (c) restrict the use of direct or indirect incen

tives that cncourage the purchase of tobacco products by the public; (d) require, if it does not 

have a comprehensive ban, the disclosure to relevant governmental authorities of expenditures by 

the tobacco industry on advertising. promotion and sponsorship not yet prohibited; (e) under 
take a comprehensive ban or, in the case of a Party that is not in a position to undertake a cum 
prehensive ban due to its constitution or constitutional principles, restrict tobacco advertising. 

promotion and sponsorship on radio, television, print media and, as appropriate, other mnedia, 

such as the internet, within a period of five years; and () prohibit, or in the case of a Party that 

is not in a position to prohibit due to its constitution or constitutional principles restrict, tobacco 

sponsorship of international events, activities and/or participants thercin. 

70 Indirect advertising of tobacco and tobacco-based products with the name of tobacco product, 
but not being one, is also prohibited. The use of logo, letters, signs, symbols, slogans, place of 

production which have been used in relation with the tobacco-based products in the past or are 

being currently used shall be also considered as indirect advertising (Art. 4/4, LPAS).

This includes adverting especially: at public places and public premises; in the daily, weekly and 

monthly press, as well as in other magazines; at radio and television; by film slides and films; 

bulletins, boards and stickers; awnings, parasols or umbrellas; any kind of advertising materials 

able to be exposed in the selling places (change return tray, all kinds of pendants and hangers and 
alike); at facilities and on/in means of transport (traffic); mega and citylights; on and in books,

calendars, clothes and other advertising material and presents; promotional activities: winning 
games, different kinds of promotions, any form of direct contact and communication with the 

consuners (internet, SMS, promotions, presents and alike) and sponsorship and donations of 

sports, cultural, musical, entertaining and other public shows and events by enterprises or other 
legal entities in the production and sale of tobacco-based products. Public premise, for the pur- 
pose of advertising prohibition also include any place available to anybody, with or without en 
trance ticke: streets, squares, ports, beaches, parks; administrative and business and residentual 
buildings, sports,recreation, cultural and entertaining faciliies hotel, restaurants and other
huspitality facilities and slhopping centers, stores, kiosks and alike. 
These measures may include: (a) requiring that all sellers of tobacco products place a clear and 

prominent indicator inside their point of sale about the prohibition of tobacco sales to minors

and, in caxe of doubt, request that each tobacco purchaser provide appropriate evidence of hav 
ing reached full legal age: (b) banning the sale of tobacco products in any manner by which they 
are directly accessible, such as store shelves; (c) prohibiting the manufacture and sale of sweets, 

snacks, toys or any other objects in the form of tobacco products which appeal to minorsy, and (di 
ensuring that tobacco vending machines under its jurisdiction are mot accesible to minors und 

do not promole the sale of tobacco products to minors.

dISease and 69 As per Art. 13/6, as a minimum, and in accordance with its constitution or constitutional prin 

areas

b Law on Protection Against Smoking ("Official Gazette of the Republic of Macedonia" nos 36/1995, 70/2003, 29/2004, 37/2005, 103/2008, 140/2008, 35/2010, 100/2011 and 157/2013): hereinafter L.PAS. 71 
As per Art 2, LPAS, public premises are: - facilities where educational activities are carried out and facilities for stay and accommodation of children, pupils and students; - facilities of the healthcare and social institutions; indoor and outdoor premises used for sports events; indoor premises used for cullural and entertaining events, gatherings and other public perfor mances space outside the business facility, intended, designed, and cquipped for the purposeof providing catering services, including additional fixtures (roofs, walls, glass, foils, plasticized 

o rylon barriers, and alike) whereby the space is closed from all sides and becomes an indoorspace aerial cableways and ski-lifts; - public means for transport of passengers; - facilities whrre fod is produced, prepared, served, sold and consumed and internet cafés; - premises ol 
he stale adm1nistrative bodies and institutions and in the bodies of the local self-government 
units uscd for holding meetings and gatherings, - restaurants, cascterias, night bars, cate bars 
abrets, disco dubs and breweries; - joint premises in a building and joint parls of a bhuilding 

lughat hcouses, cievators, boiling rooms and alike) determined by law, and other public premises
thalls, otfuce, woting premises, waiting lounges, corridors and alike). 

The 1PAS IAIt /)/2 entence and Art.3/2) sels that in order smoking to be allowed outsice ot 
hr ptemes the par should be coveted and opened fron at least three sides, and there are no 
bartucTs'ass, funls, plasticized or nylon barriers, and alike) or it is an open space not coverco
wthwas.unbrellas, and alike, beng laterally closed (disco clubs in open spaces, tetruce
turamier ardeit, and alike) In the capacities wlhere guests are accomnodated, rooms lor accon
osdatari of srndkrrs may be determined but up to 30'% of the capacity of the lacility, at the n 

2 

ost. 
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by domestic law, national law or eighteen. In addition, the FCTC demas

tribution of free tobacco products to the public and especially minors tah 
nds the e 

tion mandatory electronic reporting on ingredients is introduced for manufactur 

etles individually or in small packeis wnich increase the affordabilit own tobacco with characterisingflavours will be ban. A procedure for determining 

whether a tobacco product has a characterising flavour has been established, and an 
hiian to be promoted. Endeavours shoula aistO De made to prohihi ers and importers of tobacco products7 As of May 2020, cigarettes and roll-your 

The national legislation meets the requirements of the FCTC by Drohihis: 
ting t 

coll cioarettes and tobacco to individuals younger than 18 in the retail sale outlete23 States in this respect". The directive introduces certain safety and quality require- of such products to minors, independent advisory panel will be set up to assist the Commission and Member

ments for e-cigarettes containing nicotine, including maximum nicotine concentra- 

tions and maximum volumes for cartridges, tanks and nicotine liquid containers; 

packaging and labelling rules for e-cigarettes; and obligations for monitoring and 

areas4, as well as forbidding sale of tobacco productsper piece (per cigarette), cal 

from automates, places of self-service, as well as sale by ordering?5, As ner aae 

quirements of Art. 16/6 of FCTC adopt and implement eftective legislative, evoereporting of developments related to e-cigarettes0, The directive provides that the 

tive, administrative or other measures, including penalties against sellers and 

tributors, in order to ensure compliance with the obligations related to minors, tho 
Law foresees a fine in the amount of Euro 2.000 to 4.500 in Denar counter-valno Last but not the least, the directive introduces specific measures to combat illicit 

a misdemeanour on the legal entity that acts contrary to these prohibitions. 

forbidding the sale of cigarettes in the facilities located in sports and recrootational

re 
EU Member States may prohibit cross-border distance sales of tobacco products, 

which give consumers access to products that do not comply with the Directive8 dis- 

trade, which include an EU-wide tracking and tracing system for the legal supply 

chain and a security feature composed of visible and invisible elements (e.g. holo- 

grams) which should help law enforcement bodies, national authorities and con- 

sumers detect illicit products. These measures will be introduced for cigarettes and 

roll-your-own tobacco in 2019 and to tobacco products other than cigarettes and 

roll-your-own tobacco in 202482.

Having in mind the fact that a new Law on Tobacco and Tobacco Products 

is being drafted within the Ministry of Agriculture, Forestry and Water Resources 

Management, it is to be expected that the national legislation will soon put in place 
the same standards and obligations for the domestic manufacturers and trades as 

in the European Union. Still, the implementation of these rules in practice, for the 

benefit of the people and the public health system will depend on the political will 

and commitment to effectively and efficiently enforce them. Considering that the 

policy objective of protecting human life and health is of the utmost importance, while

the extent to which compliance can be left to the voluntary discretion of industry is 
low83 it is of outmost importance the state to create environment for strict obedi-

ence to the law. 

5. THE WAY AHEAD

The implementation of the new standards for tobacco products in the Mac 
edonian legislation is (over)due. The (new) Tobacco Products Directive 2014 was 

adopted by the Council on 14 March 2014 and entered into force on 19 May 2014.

By 20 May 2016 it was transposed by all Member States76. 
The new directive introduces major novelties intended to further discourage 

people from smoking or encourage them to quit. In relation to the warning, label- 
ling and packages new sets of detailed rules are introduced." Thus, it is foreseen 
the health warnings to be larger (659% of the pack) and include photos, text and 
cessation information. Further, the tar, nicotine and carbon monoxide labelling to- 
bacco are to be replaced with an information message that informs consumers that 
"Tobacco smoke contains over 70 substances known to cause cancer. Under the new 
regulations, the packaging is standardised in shape and content (no less than 20 cig 
arettes) and any promotional and/or misleading features or elements on the pack-
ages are explicitly forbidden. For the purpose of gathering more information on the 
ingredients contained in tobacco products and their effects on health and addic- 
73 Art. 5, LPAS. 

74 Art. 5-all, LPAS. 

75 Art. 5-a/2, LPAS.

76 It is to be noted that the new features of the Directive were challenged before the Court of Justice of the European Union. Poland, supported by Romania, challenged the prohibition of mentholcigarettes, and in two other cases the High Court of Justice of England and Wales, Queen's BenchDivision (Administrative Court) asks the Court of Justice whether a number of provisions of the directive on tobacco products are valid. In the Judgments in Cases C-358/14 Poland v Parliament and Council, C-477/14 Pillbox 38(UK) Limited v Secretary of State for Health and C-547/14Philip Morris Brands SARL and Others v Secretary of State for Health, the Court found that ex-
tensive standardisation of packaging, the future EU-wide prohibition on menthol cigarettes and 
the special rules for electronic cigarettes are lawful.77 Art. 8- Art. 14, Tobacco Products Directive 2014.

78 Art. 5, Tobacco Products Directive 2014. 
79 Art. 7, Tobacco Products Directive 2014.
80 Art. 20, Tobacco Products Directive 2014.
B1 Art. 18, Tobacco Products Directive 2014. 
82 Art. 15 and Art. 16, Tobacco Products Directive 2014. 

A. Davies, "Technical Regulations and Standards under the WTO Agrecment on Technical Bar 

riers to Trade, Legal Issues of Econ. integration 37 (2014), 45. 
83 
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