
кввцвцс ог "ALBANIA
ASSEMBLY

tAW
N.o.91 08, dated 170702003

ов снвитсм SUBSTANCES АНО PREPARATIONS

111 reliance of Articles 78 and 83 paragraph 1 of the Constitutions, оп the
ргорова! of the Council of Ministers,

ТНЕ ASSEMBLY OF ТНЕ REPUBLIC OF ALBANIA

D Е С I D Е О:

CHAPTER I

GENERAL PROVISIONS

Article 1

Purpose

This law aims at regulating the management of chemical suЬstапсеs and
preparations for the ргоtесtiоп ot life and health of people апd animals ав weli
ав for the protection of environment from risks that тау саиве hazardous
matters.

Article 2

Object

The object of this law is:
а) Jmpose of rights and obHgations to naturai and juridical регвопв in

determination о! features and cIassification of chemical suЬstапсеs and
preparations for their registration, inventory, announcement, management and
соттегсе;

Ь) Determination of the jurisdiction о! the management affices for takil1g of
теавшев юг protection of life and health 01 people алd animals ав weli ав
protection of environment against harmful effects of chemical substances and
preparations оп life and health, аэ well ав to estabIish the jurisdiction 01
expert inspection organs in conformity with provisions 01 this law.
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Article 3

This law sha/l по! арр/у:

а) Оп medical products, food for the livestock, cosmetics, mining raw гпатепа'з,

ammunitions, explosives, radio-nuclear radiators and nuclear matters, products тог

protection of plants, narcotics and рвусотгорв, chemical weapons and their
precursors and substances that damage the ozone layer, which аге object of
верагате laws;

Ь) Оп obIigations of tl1e transport of hazardous chemical substances and
preparations Ьу гаil, land, water and air routes, treatment of substances and
preparations under the customs control, il а рап of this transport does not deal with
the' treatment ог processing of wastes and management of polluted and special
waters.

Article 4

Definitions

Within the meaning 01 this law, the lollowing terms have these meanings:
1. "Chemical substances", hereinafter called substances аге the chemical

elements and their components in а natural ог obtained state Ьу а production
process including additives and main so!vents то provide their durability аз well as
апу impurity о! а natural origin ог obtained during the production ргосезз with
exception of solvents that сап Ье detached from the substance without changing ;!з

composition ог without affecting its stability.
2. "Chemical preparations", hereinalter called preparations аге miхturез ог

composed solutions Ьу two ог тоге chemical substances.
3. "Polymer" is the substance the moleeules of which аге formed Ьу а string

with опе ог тоге units 01 топотегз that еопtаiп тоге than the half of their weight,
from а fraction composed 01 moleeules with at least three uпits of mопотег, linked
with covalent connections with а\ leasi опе unit of mогюmег ог ап another react1ve
that еопtаiпs less thап its weight ог а fraction wiih moleeules of the same moJeeular
weight.

4. "Uпit 01 топотег" 'з the reactive топп 01 the mопоmег in the molecule 01
polymer.

5. "Classilication" is the evaluation according to whieh the substanee ог the
preparation has опе ог тоге hazardous leatures and the further determination 01
individua! danger.

6. "Distributor" 'з the juridical ог natural регзоп authorized for the eommercial
activity, which stores and distributes the substances о! preparations to other persons
and does поt affect directly in the features of substances and preparations through its
actIvity.

7. "Assessment" is the qualilication 01 а hazardous feature according to the
таппег 5et forth in Article 5 of this law.

8. "Importer" is the juridical ог natural person, local ог foreigneг, which
imports in the territory 01 the Republic 01 АIЬапiа а chemical substance ог

ргерагаНоГ\.

9. "Exporter" is ihe juridieal ог natural регзоп, 'оеаl ог foreigner, which
expoгts from the teгritoгy 01 the RepubIic of Albania а chemical substance ог
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preparation.
10. "Trade" is the passing о! chemical substances and preparations to

another natural and juridical person. Within the meaning of this law, transport is
included in the trade.

11. "Transit" is апу chemical substance ог preparation that after entrance in
the Albanian territory and until the exit fгom the АIЬапiап territory is not subject of
апу kind of process ог treatment.

12. "Management о! substances and preparations" is ап activity, object of
which аге substances and preparations, in particular the production, import, export,
transit, use, storage, packing, labeling, transport within the territory of the sUbject
and their demo/itions.

1З. "Registration of substances" is the registration of substances in the
National Register that the Ministry of Environment keeps оп basis of the data in
writing about substances in compliance with this law.

14. "The technicaf safety regulation" is а summary of the identification data
about the producer ог importer of hazardous substances and preparations and the
data required for the protection of the life and health of people and animals and of
environment.

15. "The accredited iaboratories system" is ап international со-орегапоп

system юг the safety and соппо: of the quality of laboratory practice, verified апо

confirmed Ьу а certificate.
16."Hazardous substances and ргерагайопз" аге substances and

preparations that have опе ог тоге features that аге hazardous classified
according to the conditions set forth ,п this law.

СНАРТЕА 11

Article 5

Classification of chemical substances and preparations

Chemical substances and preparations due to their features shall classify:
1. Explosives that тау act in ап ego-thermal mаппег wilhout the presence of

oxygen, with а rapid development of gases ог that self-ignite and combust rapidly in
certain conditions ог Ihal explode with heat when places in non-hermetic
containers.

2. Аэ oxidizabIe that in the contact of other subslances, in particular with
flammabIe substances cause а powerful exo-thermal reaclion.

3. АБ extremejy inflammabIe that in the liquid condition have the ignition
points lower than ООС and the ЬоШпg point lower than 350С от that аге inflammabIe
(п the gaseous state ,п contact with air in погтаl temperature of the гоот and
погта\ atmospheric pressure.

4. Very inflammabIe that:
а) Мау heat in а spontaneous mаппег and аНег {о Ьшп (п contact with air in

а погта' гоот temperatuгe, погтаl atmospheric pressure and without the
presence of energy;

Ь) Мау burn easily in the solid state due to а short contact with а Лге and
ignition source and continue to burn ог to smoke even аНег the removal of the fire
source;
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с) Науе ап ignition point in the liquid state lower than 21ос and are not
extremely inflammabIe;

9) Emit in contact with water or wet air very dangerous gases in а quantity of
at least 1 1iter/kg. per hour.

5. InflammabIe that have the flaming point from 21ос ир to 55ОС.

6. Very poisoning that after inha1ing swallow or ;nfiltration into the skin еувп in
small quantities тау сацве acute or chronic damages о! the health or death.

7. Poisoning that after inhaling, swallow or infiltration into the skin еуеп (п

зтаll quantities тау cause acute or chronic damages о! the health or death.
8. Harmful to health that after inhaling, swallow or infiltration into the skin

еуеп (п small quantities тау cause acute or chronic damages о! the health or
death.

9. Corrosive, that in contact with lively tissues тау destroy them.
10. Itching, that do not have the features of corrosive sUbstances, but from

the direct contact for а long time with the skin ог the mucosal membranes тау

cause inflammations.
11. Sensitive, that after inhaling, swallows or infiltration into the skin тау

cause hyper-sensitiveness and consequently after another exposure its
characterisHc symptoms appear.

12. Cancerous that after inhaling, swallow or infiltration into the skin тау

cause ог increase the frequency [potentiality] of cancer appearance.
1З. Mutageneous that after inhaling, swallow ог infiltration into the skin тау

саизе or increase the frequency of genetic damages.
14. Harmful for reproduction that after inhaling, swallow or infiltration into the

skin тау саuзе ог increase the frequency of the damages in the reproduction
function ог in the reproductive capacity о! males ог females.

15. Harmful to Ihe environment that after introduction into environment
constitutes or тау constitute immediate ог future danger to the environment.

ArticJe 6

1. In the classification о! the preparations should not Ье taken into
consideration the components, mixtures, additives or impurities present 1п the
following concentrations:

а) Less than 0,02 % in volume if there is а substance in gaseous
preparations class11ied according to paragraph 6 of Artlcle 5 01 this law;

Ь) Less than 0,1 % in we1ght if there 1s а зиЬstапсе classified according to
paragraphs 7, 11, 12, 13 and 14 of Article 5 01 this law and in other preparations
except those in gaseous state according to paragraph 2 01 this Article;

с) Less than 1 % in weigh1 if the substance has Ьееп classified according to
paragraphs 8, 9, and 1О of Article 5 of this law. '

2. The producer and the importer shall Ье obIiged 10 make the new
classification for preparations with known components:

а) If due to the absolute уа1ие of original concentration change of опе ог

more hazardous components of the preparations shall Ье valid the unequa! formu(a
01 the Аррепdiх 1 of this law;

Ь) In relation to changes in the preparation composition due to adding о!

substances ог replacement о! some components of Ihe preparation with another
substance without taking into consideration the danger of the substance.
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З. The producers and importers а substance shall Ье obIiged to provide with
аll the required data for the classification of the new preparation another juridical ог

natural person authorized for а commercial activity, which uses this substance as
component of а new preparation.

Article 7

Testing of chemical substances and preparations

1. Before releasing into the market ап unclassified substance, the producer
ог importer is obIiged to verify whether the substance ог preparation has опе ог

тоге hazardous features and оп basis of this assessment to classify the substance
ог preparation in separate danger groups according to Article 5 of this law.

2. The features of substances and preparations аге tested with methods
complying with principles of protection of experimental animals. The methods [ог

determination of hazardous features shall Ье determined Ьу order of the following:
а) The Minister of Defense for substances that posses defined features in

paragraphs 1 and 2 of Article 5 of this law;
Ь) The Minister of Health for substances that posses defined feature~ in

paragraphs 6 to 14 of Article 5 of this law;
с) The Minister of Industry and Energy for substances that posses defined

features in paragraphs 3 to 5 of Article 5 of this law;
/f) The Minister of Environment тог substances that posses defined featuгes in

paragraph 15 of Article 5 of this law.
3. The producer ог the importer submits data оп the featuгes of hazardous

substances and ргерагапопв апег conduct of tests in the accredited laboratory.
4. The procedure юг assessment of hazardous substances and preparations,

classification, packing and labeling and the IiБ1 of hazardous substances that will
classity shall Ье determined Ьу decision of the Council 01 Ministers.

Artic/e 8

The system of accredited laboratories

1. Juridical ог natural persons authorized and pгovided with certificate as
accredited laboratory test the hazardous features 01 substances and preparations
according to this law.

2. Juridical or паtшаl реГБОПЭ authorized for exercise of the commercial
activity in reliance with paragraph 1 af thls Article shall Ье obIiged to provide to the
responsibIe ministry all1he песеББагу data for meeting of the conditions, issued Ьу

the accredited laboratory оп testing of the hazardous substances.
3. The General Directory of Standardization upon payment provides to the

juridical ОГ natural persons authorized far exercise of the commercial activity the
certificate of the accredited laboratory оп basis of ап application and lа1ег verifies
the conformity with requirements defined in paragraphs 4 and 5 of this Arlicle.

4. The application contains:
а) Name, surname, пате of the commercial activity, address, address of the

commercial activity and the idепШiсаtiоп number of the applicant;
Ь) Name, зuгпате and the питЬег of birth certificate of the legal
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representalive 01 the testing center;
с) А cerlificale Ьу the court of the legal representative of the testing center

issued during the last three months;
9) А declaration that the applicant permits to the responsibIe ministry ю verify

the certificate of the accredited laboratory.
5. JuridicaJ ог natural регзопз authorized for exercise of commerciai activity

according (о paragraph 1 of this Article must submit to the relevant miпistеr" а

program that ensures а quality"system according to the principles of the accredited
laboratory.

6. АНег verification of сотрliапсе with the practice of the accredited laboratory
the relevant minister according (о the definition of paragraph 2 of Article 7 of this law,
shalJ issue the conformity certificate with the accredited laboratory withill 30 days.

7. Juridical ог natural persons authorized to exercise commercial activity
according (о paragraph 1 of this Article provided with the certificate of the accreditec!
laboratory shall Ье obIiged (о permil the authorized persons (о enler into the tests
environs and buildings and (о provide with the required data in the frameworl<. of the
conformity control with the principles of the accredited laboratory ргасНсе.

8. Juridical ог natural persons authorized 10 exercise commercial activity, which
аге provided with the conformity certificate with praclice of the accredited laboratory
shall Ье obIiged (о submit the tests results proving that tests have Ьееп сопduсtеd in
conformity wilh the principles of the accredited laboratory.

9. The relevant minister shall rejecl the conformity certificate as ап accredited
laboratory to the juridical ог natural person authorized (о exercise this activity '" сазе

when this person does по! тее! even опе of the conditions according (о which the
certificate has Ьееп issued.

10. The relevant minister shall decide Ьу а regulation the conformity principles
with the practice of Ihe accredited laboratory, the procedure for verification of the
conformity and the procedure of control of the conformity with the principles 01 the
accredited laboratory.

11. The certificate of engagement of the accredited laboratory issued outside
the territory of the RepubIic of Albania has equal value of the certificate issued inside
this territory in case of meeting all the conditions зе! forth Ьу this !aw and Ьу other
normative acts.

12. Ministries charged Ьу this law shall keep а !ist of persons provided with
the conformity certificate with the principles of the accredited laboratory and pubIish
this !ist from 30 June (о 31 DесеmЬег of each уеаг in the Bulletin of the Ministry of
Environment.

СНАРТЕА 111

REGISTRATION OF SUBSTANCES

Article 9

ObIigation of registration

1. The producer and importer shall Ье obIiged to register the substances that
release inlo the market even in cases when this substance is contained in another
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substance as ап additive, mixture ог impurity or is сопtаiпеd iп а preparation аэ

опе о! its сотропепts.

2. For пееds of the scientific research апd development is not compulsory
according to this law 1he registration of substances that:

а) Аге Ьееп iпtгоduсеd into the market Ьу the same producer ог importer in
quantities not exceeding ten kg in а calendar уеаг registered according to the
requirements for activity permit wi1h the condition that the геgistгаtiоп requirements
аге the same wi1h the requirements of this law;

Ь) Аге components of the preparations, mixtures, addilives ог impurities, the
concentration of which does not exceed values given in paragraph 5 of Article 7 of
this law;

с) Аге Ьееп introduced into the market Ьу the same producer and importer in
quantities not exceeding 100 kg in а calendar уеаг опlу for the needs of scientific
research and development ог only for laboratory use;

g) Are Ьееп introduced нпо lhe market Ьу the same producer and importer in
quantities пот ехсееdiпg 1000 kg in а calendar уеаг only for the пееds of applied
research and development within а опе year period;

d) Аге intermediate products of production obtained Ьу chemical геасtiопs in
closed tесhпiсаl systems that are поt separated апd disposed from the
tесhпоlоgiсаl process;

dh) Аге registered with the same conditions of lhis law, when the producer
апd importer of these substances notifies in wгitiпg the геlеvапt тiпistгу about the
геquiгетепts of letters "а" апd "9" о! paragraph 1 of Article 1О о! this law.

З. /f the quantity of the substance subject of the registration is less than 1000
kg in а calendar year, lhe producer and importer dependant of the quantity and the
level of dапgег of the suЬstапсе introduced into the market shall submit the
registration dосumепtаtiоп in а time limit placed in the ministry regulation
designaled Ьу this law.

Article 10

Application for registration

1. Prior of introduction into the market of the substance 10 Ье registered, the
producer and importer shall submit to the designated minislries Ьу this law а written
application in the АlЬапiап language.

2. Application {ог registration contains:
а) Name, surname, civil status, and геsidепсе and identification number о! the

natural регsоп authorized to exercise commercial activity;
Ь) The пате and address of the trader, о! the foreign pгoducer of the imported

substance compulsoгy for registration;
с) Basic data about substance and the registering quantity;
9) Data about the technical safety of the registering substance.
з. Other details iпсludеd in the application for геgistгаtiоп апd the way in which

it is filled in shall Ье сопtаiпеd in the minister guidelines.
4. The producer and the importer shall Ье obIiged to поШу within ten days the

relevant ministers about апу change in the data of application for registration.
5. Iп case that conditions imposed in this Article аге met, the relevant ministry

registers the substance withiп 60 days from the application suЬтissiоп and notifies
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the applicant. The ministry, within 60 days, rejects the application for registration i1
the registration conditions аге not met.

6. The producers and importers 01 the substance to Ье registered shall submit
protocols о! tests required according to this law and prepared Ьу other persons upon
simultaneously receipt of the approval in writing Ьу the mentioned persons to use
these data.

7. The Ministry of Environment shall keep the National Register 01 вцовтапсеэ

and preparations. The ministries designated Ьу this law shalJ provide the data of this
register except 01 data that eonstitute а eommercial secret.

8. The CounciJ of Ministers shall арргоуе Ьу decision the organization and the
structure 01 the office of chemicals registration. The Minister of Environment shall
арргоуе the regulation of functioning of this office.

9. The ministries shall pubIish the list of registered substances at least опее а

уеаг in their Bulletin ог in the Bulletin 01 the Ministry of Environment.

Article 11

Protection of commercial secret

1. The data pubIication 01 which damages the produeer or importer оп

request of the produeer or importer shall Ье considered during the ргосеэв of the
registration as а commercial secret and аге obtained only upon request of the
authorized persons.

2. The obIigation for protection of the secret of data eonsidered Ьу the
producer and importer as commercial secret is valid for all employees that perform
the tests 01substances 1eatures.

3. It shall not constitute а commercial secret the following:
а) The trade пате 01the substance;
Ь) Name and вшпагпе.ттагпе of the commercial activity, residence, address

01 trader and identi1ication питЬег of the producer and ппропег 01 the substance;
с) Physical and chemical 1eatures 01 the substance;
9) GuidеJiпеs тог геduсtiоп 01hazardous effects of the substance;
d) Final results of toxicological and eco-toxicological tests ot the substance;
dh) Level of purity апd identification of impurities ог mixtures of hazardous

features according to ArticJe 7 of this law, applied in conformity with the
requirements 01 the classification and naming of the substance;

е) Guidelines in cases of substance leakage;
ё) Data of 1echnical sa1ety;
f) Analytical methods of hazardous substances that allow their determination

in case of ехроsitiоп in the environment and to people.

Article 12

Additional data

1. The relevant minister, according to definition ot paragraph 2 01 Article 70f
this law, shall require to the producers and importers additional data аЬои! features
of the hazardous substance even if the quantity of the chemical substance or
preparation introduced into the market Ьу а producer ог trader is equal to ог higher
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than ten tons рег а са'епсаг уеаг.

2. These data аге provided when the substance [з contained [п another
substance as additional mixture ог impurity ог is contained in а preparation as its
component.

CHAPTERIV

MANAGEMENT OF HAZARDOUS SUBSTANCES AND
PREPARATIONS

Article 13

Assessment 01 risk 01 hazardous substances for the health of people and the
environment

1. The Council of Ministers shall determine the list of hazardous substances
that due to their nature constitute а serious risk to the lifе and health of тап as well
аз to environment.

2. The Ministry of Environment together with other ministries designated Ьу

this law shall undertake measures for risk assessment to the life and health of тап
and to environment for substances included [п the list according to paragraph 1 of
this Article.

3. The procedure for ris!< assessment of hazardous substances to life and
health of people shall Ье determined Ьу order of the Minister of Health.

4. Оп the basis of the risk assessment results, at the national and
internationallevel, the Council of Ministers оп the proposal of the relevant minister
shall decide the conditions of introduction of these substances into the market.

Article 14

General conditions of management of hazardous substances and
preparations

1. In the management of hazardous substances and preparations апу person
shall Ье obIiged to protect the life of тап and the environment, to place the danger
precaution signs with expressions that describe the specific danger and with
technical safely guidelines of their management.

2. Juridical ог natural persons authorized to exercise commercial activity тау

manage hazardous substances and preparations that have опе ог тоге dangerous
features according to paragraphs 1, 2, 3, 6, 12, 1З, 14 and 15 of Article 5 of this law
and treat these substances [п quantities higher than ten tons рег а calendar уеаг,

only оп permit of the relevant ministry.
З. The management of hazardous substances shall Ье done after receipt of

permit from the regional environmental agency.
4. Nalural person оуег 18 years old and with juridical capacity to act тау

manage substances and preparations classified according to paragraphs 6, 7, 9,
12, 13 and 14 of Article 5 of this law.

5. Natural регзоп from 15 up 10 18 years old тау manage substances and
preparations classified according to paragraphs 6,7,9,12,13 and 14 of Article 5 of
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this law only within the 1ramework 01 а pro1essional training and under supervision
of professional quali1ication регзоп according to paragraph 2 of Articie 19 01 this
law.

6. Juridical ог naturai регзопз authorized to exercise commercial activity shall
Ье obIiged to allow authorized регзоп Ьу offices of control and inspection to enter in
the environs and buildings and to get all the песеззагу сата for their work.

СНАРТЕА V

INTRODUCTION INTO ТНЕ МААКЕТ OF HAZARDOUS
SUBSTANCES AND PREPARATIONS

Article 15

1. The producer, importer and dlstributor shall Ье prohibited to introduce iпtо

the market hazardous substances and preparations included in Appendix 2 of this
law.

2. Оп lпе ргорозаl of the Minister of Епviгоптепt, the Council о! Ministers
shafl approve the Hst of chemical substances and preparations, which production,
introduction into the market and изе аге limited ог prohiblted.

Article 16

1. Тпе jurJdical аг natural регзоп сап'! зеН to the consumers ог give to
another регзоп that has по relation with cammercial activity, hazardous substances
and preparations classi1ied according to paragraphs 6, 12, 13 and 14 о! Article 5 of
this law.

2. Jшidiсаl о; natural persons authorized to exercise commercial activity зпаН

Ье prohibited to seli to the consumers ог give to another person hazardous
substances and preparations classified according to paragraphs 6, 7, 8 and 9 01
Article 5 01 tl1is law:

а) То persons under 18 уеагз old;
Ь) То persons to which has Ьееп removed ог limited the juridical сарасну (о

act.
3. Juridical ог natural регвопв authorjzed to exercise commercial activity shall

Ье prohibited to зе" hazardous substances and preparations c!assified according to
paragraphs 6, 7, 8 and 9 of Article 5 of this ]aw, in parking places, in movement, in
automatic selling machines and in containers determined Ьу the Ьиуег.

4. Juridical ог natura! persons authorized to exercise commercial activity shall
Ье obIiged to pгovide separate placement from other goods 01 hazardous
substances and preparations classified according to paragraphs 6, 7, 8 and 9 of
Article 5 of this law. These substances and preparations should Ье kept only in
original расkiпg, sealed and unbreakabIe. In cases of sel1-serve sale these goods
shall Ье prohibited to expose in places where they сап Ье easily taken, they must
Ье given only Ьу the salesperson.

Article 17

Juridical ог natural persons authorized to exercise commercial activity аз {аг
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аз the ha;!:ardous substances and preparations аге conceгned, classified according
to paragraphs 6, 7, 9, 12, 13 and 14 of Article 5 of this law, shall Ье obIiged то:

а) То pгotect these substances and preparations from theft, IOS5 ог from
exchange with other hazardous substances and preparations; .

Ь) То provide the stoгage environs with adequate measuгes for the first
medical aid and protection of service personnel and decontamination of the
environment in conformity with the technica! safety regulation,

СНАРТЕА VI

AUTHORIZATION FOR MANAGEMENT OF HAZARDOUS
SUBSTANCES AND PREPARATIONS

Article 18

1. Juгidical ог natuгal persons authorized to exercJse commercial activity shall
Ье permitted to manage the hazardous substances and preparations classified
according to Article 5 of this law only .if this activity is executed оп basis of ап

authorization issued оп their пате, in compliance with this law.
2. The authorization is not issued if juгidical ог natural persons authorized to

ехегс.ве commercial activity manage hazardous 5ubstances and preparations that
have опе ог тоге dangerous features according to paragraphs 5, 8, 9,10 and 11 01
Article 5 of this law, iп а quапtitу [ess than опе топв рег а calendar уеаг.

Article 19

Conditions for authorization issu,1nce

1. The relevant minister according to definition of paragraph 2 ot Article 7 of
this law, оп basis of application ,п writing, shall issue the authorization in reliance
with professional qua!ification criteria and health state to а juгidical ог natural
регзоп with full juridical capacity that is resident in the territory of the RepubIic of
Albania and that has not committed а criminal оПепзе.

2. The pгofessional qualification for management of hazardous substances
and preparations shall Ье proved with the following:

а} With the document of university completion in the геlеvапt 1ield;
Ь) With the document of secondary education completion in the relevant

field;
с) With the document of professionaJtraining completion.
З. Rules for qualification, verification procedure and issuance ог rejection of

the authorization shall Ье determined Ьу order of relevant,ministers.
4. The authorization is given for а period of two уеагв. The authorization тау

Ье extended for опе уеаг, оп the сопditiоп that the request is submitted three
months prior of authorization expiration. The decision for time limit extension is
issued within 90 days from the date of appJication submission. The reqllest tor time
limit extension is rejected if сопditiопs аге not met.

5. The authorized persons аге obIiged 10:
а) Ensure that trained регзоп executed the activity оп which the authorization

is issued;
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Ь) То епзuге that equipments used for execution of activity оп which
authorization [з issued meet conditions оп protection and reliability;

с) То provide the inspection and control persons with data оп execution of
activity оп which authorization is issued.

6. The authorization сап поt Ье used Ьу other juridical ог паturаl persons.
7. The relevant ministry lifts the authorization {о the juridical ог natural

persons if repeatedly he does not meet obligations ог if there (з а change 01 the
conditions based оп which the authorization is issued.

8. The validity 01 the authorization expires:
а) With elapse 01 time тог which it is issued, if the time limit is not extended;
Ь) With аuthогizаtiоп lift;
с) When the juridical persons dies;
9) With loss of the right аз а juridical person.

Article 20

1. When juridical ог natural persons, authorized to execute the commercial
activity herein expressed as the "E1imination 01 harmful organisms, plants and
micro-organisms, elimination 01 other harmlul lactors using poisons including
protection decontamination, control 01 bugs and rodents with exception 01
professional activities in the lield 01 health саге " do not герог! to the Iicensing office
within а certain рвпоо defined Ьу this office оп the application 01 the authorization
(егтз according to this law, the authorization юг execution 01 сотmегсе in this field
Ьесотез invalid.

2. The licensing office shall поШу оп the fact the juridical ог natural persons
authorized to execute cammercial activity and simultaneously the administrative
olfice when the licensing office possesses valid documents of professional
qua!ification far а рап 01 the commercial activity, it decides to change the issued
license.

СНАРТЕА VII

'МРОЯТ AND ЕХРОАТ OR HAZARDOUS SUBSTANCES AND
PREPARATIONS

Article 21

1. The ппроп and ехроп 01 hazardous substances and preparatians shall Ье
performed only оп permit af the relevant minister.

2. The importers and ехропегв shall Ье obliged {О require {о the relevant
minlster approval of permit for import and ехроп of hazardous substances and
preparations, по lеБЗ than 60 days prior the date 01 import ог export. The content 01
the application for permit issuance aCGording to paragraph 1 от this Article shall Ье
determined Ьу order 01 the minister.

3. The permit issuance according to paragraphs 1 and 3 af this Article is nat
necessary оп certain substances and preparations that аге imported ог exported in
quantities lower than 1 kg рег а calendar уеаг Ьу а juridical or natural регзоп

authorized {о execute commercial activity for the риrрове of scientific research and
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development.
4. The office of chemicals registration based оп the data of designated

ministries Ьу this law, shalJ register applications for import and export of certain
hazardous substances and preparations, issued approvals and shall notify the
Minister of Environment аЬои! the international exchange of data оп these
substances.

5. The management of hazardous substances and preparations eligibIe of
commercial activity shal! Ье executed according to conditions of Artic]e 14 of this
law.

6. The exporter shall Ье obIiged to stick оп the packing of the hazardous
substances and preparations, e!igibIe of commercial aclivity, labels in йте language
of country ог агеа where these preparations are to Ье used.

7. Importers and exporters shall Ье obIiged 10 presenl 10 the customs
authorities for the purpose of соппо! the епсюзео documents of hazardous
substances and preparations e[igibIe of согпгпегсга! activity.

8. The арргоуа! of the import and export of eligibIe hazardous substances
and preparations, given according to this [aw, саппот replace the permit тог import
or export given Ьу separate law.

СНАРТЕА VJII

RЕG/SТRАТЮN AND NОТ/FIСАТЮN OF HAZARDOUS
SUBSTANCES

Article 22

1. The producer, importer and dis1ributor of hazardous substances and
preparations shal! Ье obIiged to registeг type, quantity and features of the
вооэтапсе and the preparation. The registration shall Ье conducted separately тог

each commercial activity. Маппег and details of registration апс notification shall
Ье determined Ьу the chemicals registration office.

2. Producers and importers of hazardous substances in а higher quantity
than ten tons рег а ca!endaг year only, ··shall Ье obIiged \0 поШу in writing the
relevant ministry по [ater than 15 Februaгy of each year about \he \уре of
hazardous substance that they produce or import, the quantity and its features.

3. Оп the request of authorized регэопэ, within the fгamework of the
оЫigаtiоп of notice, the pubIication of data that might саиэе to the pгoducer ог

importer damages in production ог commerce тау Ье written as а commercia[
secret.

4. Juridical ог паtuгаl persons authoгized to execute commercial activity shall
Ье obIiged to поШу the regional епviгопmепtаl аgепсу about the mапаgеmепt of
classified substances and preparations, to register entries of these slJbstances and
the maximal stored quantity. 'П addition, they must send 10 this agency the
technical safety regulation оп these substances. This obligation is invalid for
substances used for scientific research and development.

5. Juridical and natural persons authorized to execute commercial activity of
еИmiпаtiоп of harmful organisms and micro-organisms shall Ье obIiged to паШу in
writing, 48 hours prior to the opeгation, the regional environmental agency and the
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relevant оfЛсе of the mUnicipality where such activity wiН take place, about the use
01 hazardous substances and preparations classified according (о paragraphs 6
and 7 of Article 5 of this law. Within this period, days of official holidays and
weekend are not calcu/ated.

6. The regional environmental agency together with the local unit of health
protection shall determine, 24 hours рпог to operation about which notice is
delivered, the special condJtions of execution of this operation according to
paragraph 5 of this Article.

Article 23

State Inspectorate of Environment

The State Inspectorate of Environment has the following duties and
responsiЬ ilities:

а) Supervises the application of legal rules and guidelines of the Minister of
Environment and of other administrative оШсеэ in the field of environmental
protection during the management of hazardous substances and preparations Ьу

juridical ог natural persons aulhorized to execute commercial activity;
Ь) Determines terms 10 avoid ргоЫетз in the management of hazardous

substances and preparations during the inspection visits;
с) Iтроэез penalties оп the juridical and natural persons in сазеэ of

breaches of obIigations in the field of environmental proteclion during the
management of hazardous substances and preparations;

у) Proposes (о the relevant ministry interrup1ion of the authorized person
activity for а period of maximum 30 days it he does по! meet the conditions of the
authorization. If the conditions оп basis of which authorization is issued аге по!

met, proposes the /ift of authorization;
d) Suggests to the Minister of Environment conduct of the high state

inspection in the field of environment protection оп the management ot hazardous
suЬstапсеs and preparations;

dh) Co-operates with custom authorities and provides them with assistance
through specialists:

е) Designate inspectors in conducting the inspection visits. During the
execution of the inspection visit, the inspectors verify their identity through Ihe
identitication card of the inspector of the State Inspectora1eof the Environment.

Article 24

State Sanitary Inspectorate

The State Sanitary Inspectorate has the following duties and responsibilities:
а) Controls application of legal rules and decisions in the field of тап 1ife and

health protection during management of hazardous substances and preparations
аБ well аБ fulfillment of defined obiigalions in the register of substances Ьу juridical
or natural persons;

Ь) Requires from juridical or naturaJ persons authorized to execute
Commercial activity correction of irregularities in the field of management of
substances and preparations having hazardous features for the life and health of
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тап, in conformity with the defined obligations in the substances register, аэ well
аз determined the deadline of kregularities correction;

~ с) Imposes penalties оп juridical ог natural регвопв authorized to ехеСЩе

commercial activity;
9) Gives opinions about issuing of authorization for management of classified

substances according to paragraphs 6, 7, 8, 9, 1О, 13 апd 14 of Article 5 of this law.
d) Co-operates with State Inspectorate of Епviroпmепt and with custom

authorities and provides them with assistance through sресiаlistз.

Article 25

Custom Administration

1. The custom authorities shall control in the state border равв points the
declared goods аз hazardous substance and preparation оп the лпроп ог export of
which approval from the relevant ministry designated Ьу thls law is required.

2. In case of doubt ог viоlаtiоп of this law, the custom authorities bIock the
goods апd notify the State Inspectorate of Епviгопmепt about contravene and in
сазе of doubt require to the inspectorates technical assistance.

3. Custom authorities register the lot of hazardous substances and
preparations passing the state border.

4. Custom authorities al!ow to the employees of the Min!stry of Environment
апd of inspectorates the review of regfsters in written copies ог photocopjes аз well
as digital tгапsmissiоп of data.

CHAPTERIX

ADMINISTRATIVE CONTRAVENES AND FINES

Article 26

The foJlowing breaches, whеп do not constitute criminal violations, shafl
constitute administrative contravene and punish with penalty as beJowfoJlowing:

1. The State Inspectorate of Епviгопmепt апd State Sапitагу Iпsресtогаtе

ипрозе репаltiеs from 500 thousand up to опе million ALL оп the juridical ог natural
person authorized to execute commerciaJ activity who:

а) Ооез поt act in compliance with conditions of mапаgеmепt of hazardous
substances and preparations ассогdiпg to paragraphs 1, 4 and 5 of Article 14 of this
law;

Ь) Sells ог gives hazardous substances and preparations classified according
to paragraphs 6, 12, 13 and 14 of Article 5 of this law.

2. The State Inspectorate of Епviгопmепt and State Sa.nitary Inspectorate
impose репаltiеБ from 50 thousand up to 500 thousand ALL оп the importer and
producer who:

а) ОоеБ поt classify the substances and preparations prior to iпtгоduсtiоп into
the market and does not fulfill obIigations according to paragraphs 1 and 4 of Article
7 of this law;

Ь) Ооез по! provide the required data for classification of а new preparation
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according to paragraph 5 of Article 7 01 this law:
З. The State Inspectorate 01 Environment imposes penalties тгогп опе million

up to теп million ALL, dependant оп the breach, оп the juгidical or natuгal person
who:

а) Tests the featuгes of hazardous substances and preparations in contrary
with methods determined in Article 7 of this law;

Ь) Осев по! act in reliance 01 principles 01 accredited laboratories systems
according to Article 8 ot this law;

с) Does not act according to defined terms in the authorization юг management
of hazardous substances and preparations;

9) Осев по! act according {о all terms [conditions] for management 01
hazardous substances and preparations according {о Article 14 of this law;

d) Does по! register and provide data 01 hazardous substances and
preparations.

4. The State Inspectorate of Environment imposes penalties from 500
thousand up to опе million ALL оп the juridical or natural person who introduces into
the market ап unregistered substance, which is compulsory to Ье registered
according to Articles 9, 10, 11, 12, 13 and 14 01 this law. .:;;

5. The State Inspectorate of Environment and State Sanitary Inspectorate
impose penalties from ten million up {о 50 million ALL оп а producer ог importer who:

а) Ooes по! 1ul1ill de1ined request 01 packing and labeling 01 hazardous
substances and ргерагапопв;

Ь) Does not тее! de1ined conditions юг introduction into the market 01
hazardous substances and preparations according {о Articles 15, 16 and 17 01 this
law;

с) Ooes not meet conditions for import ог export 01 de1ined hazardous
substances and preparations according to Article 21 of this law;

с) Makes (а/зе declaratjons оп compliance with certification of согпопппу 01 the
accredited laboratory according {о paragraph 8 of Article 8 01 this law;

d) Gives incorrect data required Ьу this law.
6. The relevant inspectorates, оп repeated breaches, shall fine the juridical ог

natural реГБОП authorized to execute commerciai activity with doubIe of the amount
defined above and in addition 10with activity closure, license lift and sequestration of
harmful products.

7. Repeated breach is the violation of obfigations wftl1in а two years perfod
fгom the effective date of the previous decision of penalty imposition.

8. The organ that initiates the process first shall impose the penalty. If Ihe
process initiates simultaneously оп the same date Ьу тоге than ап administrative
organ, (пе State Inspectorate of Environment shall execute the process of penalty
imposition. The геlеvапt financial office shall execute the penalty.

9. Against decision of punished with а penalty арреаl mау Ье filed, within ten
days from notice of the decision, to the relevant minister, who must reply to the
арреаl within 15 days from the date 01 its filing.

10. Against the decision 01 Ihe minister. ог in cases when the latter does по!

reply within the 15 days deadline, appeal тау Ье filed in court wi1hin зо days.
11. Penalties imposed Ьу inspectorates shall Ье deposited in the State Budget

and shall Ье liquidated within зо days of the final decision. For еасп day of delay,
after elapse ot this deadline. the contravener shall Ье obIiged to рау, besides the
penalty, ап атоип! equal 102 % of the penalty vaiue.
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СНАРТЕА Х

TRANSITORY AND FINAL PROVISIONS

Artic/e 27

1. Provisions of Chapters 11, V, VI, VIJ and VIII shall apply within опе уеаг

from the effective date 01 this law.
2. Provisions of Chapter IIJ shall apply within two years from the effective

date of this law.
З. Provisions of Chapter IX shall apply within опе уеаг from the effective date

of this law.
4. Within two уеагз from the eifective date of this \aw, the Council of Ministers

shall determine the list of hazardous substances according to Article 1З, paragraph
1 of this law.

5. Natural persons, professionally qualified тог management о! poisons,
according to existing legal rules shall Ье valid as such, according to paragraph 201
ArticJe 19, even for management of classified substances and preparations
according to paragraphs 6 and 7 of Article 5, for а period of three years from the
effective date of this law

6. Juridical ог natural persons authorized to execute commercial activity that
deal with the сотmегсе qualified аэ "Production of poisons and corrosive
substances with exception of special harmful poisons " ог "8ale of poisons,
corrosive substances and pesticides", based оп the small business license issued
рпог о! the effective date о/ this law shall Ье permitted to continue the сотmегсе

for а period о' опе уеаг апег the effective date 01 this law.
7. Juridica\ ог natura! persons authorized to execute commercial activity аге

obIiged to pcove the conformity with authorization conditions according to this law
within опе-уеаг period /гот the effective date of this law

The licensing office, when conditions о' professional qualificatlon аге missing
shall make changes in the issued liсепsе.

8. When juridical ог naturaJpersons authorized to execute commercial activity
do not prove то the licenses office that exercise 01 the activity is in conformity with
the conditions, the issued authorization for exercise of their commercial activity
expires оп the date of completion of one-year period, frorn the effective date of this
law.

Offices of licensing shall поШу the juridicaJ ог natural persons authorized to
execute commercia/ activity and the relevant administrative оfЛсе about the
completion of the period of their commercial activity exercise defined in the
authorization.

9. Juridical ог natuгal persons authorized to execute commercial activity that
exercise the permitted commerce [referred as] "EJimination of harmful organisms,
plants and micro-organisms and elimination of oH1er damaging factors using
poisons including the protective decontamination, the bugs and rodents control,
with exception о' professional act!vities in the field of health саге " от [the
commerce referred as] "Production of special hazardous poisons", based оп the
liсепsе issued prior о' the effective date of this law тау continue this commerce up
to опе уеаг from the effective date of this law.

10. Juridical ог natural persons authorized to execute commercia! activity аге
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obIiged that within опе уеаг from the eftective date of this law to поШу the licensing
office about application of authorization сопditiопs according to this law. With
elapse of this deadline, the authorization is invalid.

The licens;ng office shall поШу оп the fact the jurjdical and natural persons
authorized to execute commercial activity апd simultaneously the administrative
office.

Ii this office deems that conditions are met, shall decide to make changes in
the issued liсепsе.

Article 28

Other necessary acts

The Council of Ministers shall Ье in charge ot enacting by-laws in application
of Articles 7 paragraph 4, 1О paragraphs 8, 13 paragraphs 1 and 5 and 15
paragraph 2 of this law.

Article 29

This law is eftective 15 days аНег pubIication in the Ofticial Journal

CHAIRMAN
Servet РёllumЫ
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Appendix Но.1

Limits for the change of Chemical Preparations Classification

The absolute value of the change of the original concentration expressed in
percentage of weIght for soJid and liquid substances ог ,п volume for gaseous
substances is given:

IС2-С1 I:> К.С1

IС2 - c~ - ,э the absolute value of the change of the component original
concentration ОП %)

к - The coefficIent given in the below tabIe
С1 - The original component concentration ОП %)
С2 - The new сотропеп! concentration (in %)

The original concentration The coefficient
С1 К

С1 :s 2,5 0,150
2,5<С1 :510% 0,100

10% < С1 :s 25 % 0,060
25% < С1 :s 50 % 0,050

50% < С1 :5100 О/О 0,025
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Appendix Но.2

Shall Ье prohibited in the RepubIic 01 Albania the production, import, export
and distribution 01 these substances:

Name 01 the substance CAS Number
Polychlorinated biphenyl (рев) and preparations 1336-36-3
with content о! this substance in quantity higher
than 0,005 % (with exception 01 топо and
bichlorinated biphenyls)

Polychlorinated triphenyl (рте) and preparations 61788-88-8
with content 01 this substance in quantity higher
than 0,005 %

Asbestos fibers
а) crocidolite 12001-28-4
Ь) amazonite 12172-73-5
с) anthopylite 77536-67-5
9) actinolite 77536-66-4
d) tremolite 77536-68-6

Monomethyl tetrachlorbiphenyl methane 75623-60-6
(commercial пате Ugilec 141)

Monomethyl bichlorbiphenyl methane
(commercial пате Ugilec 141)

Monomethyl bibrominebiphenyl methane 99688-47-8
(commercial пате DВВТ)

Note: CAS - Chemica! Abstract Service
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