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Késhilli i Ministrave i Republikés sé
Shqipérisé, mé daté 13.10.2022,

ka miratuar Vendimin nr. 664 "Pér
miratimin e rregullave procedurale té
marrjes sé autorizimit té tregtimit té
barnave homeopatike”, té ndryshuar
(né vijim “Vendimi”).

Qéllimi i kétij Vendimi éshté miratimi
i rregullave procedurale té marrjes
sé autorizimit té tregtimit té barnave
homeopatike né Republikén e
Shqipérisé nga Agjencia Kombétare e
Barnave dhe Pajisjeve Mjekésore (né
vijim, "AKBPM").

Mé konkretisht, ky Vendim
parashikon:

Vendimi parashikon dy lloje autorizimi
pér tregtimin e barnave homeopatike:

a. Autorizim tregtimi, sipas
procedurés sé thjeshtuar, e
cila éshté specifike pér barnat
homeopatike té vendosura né
treg pa indikacione terapeutike
dhe né formé dozé té tillg, gé nuk
paragesin rrezik pér pacientin;

b. Autorizim tregtimi pér barnat
homeopatike me pretendime
terapeutike pér simptoma té lehta
vetékufizuese, gé nuk klasifikohen
pér pajisjen me autorizim me
proceduré té thjeshtuar.

The Council of Ministers of the
Republic of Albania, on 13.10.2022,
approved Decision no. 664 "On the
approval of the procedural rules for
obtaining trading authorization for
homeopathic medicinal product”,
amended (hereinafter "Decision").

The purpose of this Decision is to
approve the procedural rules for
obtaining trading authorization for
homeopathic medicinal products

in the Republic of Albania from the
National Agency of Drugs and Medical
Devices (hereinafter, "NADMD").

More specifically, this Decision
provides:

The Decision provides two types of
trading authorization for homeopathic
medicinal products:

a. Trade authorization, according to
the simplified procedure, which is
specific for homeopathic medicinal
products placed on the market
without therapeutic indications
and in such dosage forms, which
do not pose a risk to the patient;

b. Regulatory authorization for
homeopathic medicinal products
with therapeutic claims for mild
self-limiting symptoms, which
are not classified for obtaining
authorization by the simplified
procedure.



Prodhuesi vendas, mbajtési

i autorizimit pér tregtim ose
pérfagésuesi ligjor i tij, pér t'u
pajisur me autorizimit pér tregtim
(né vijim “Kérkuesi”), duhet té
béjé kérkesé online népérmjet
portalit e-Albania, shogéruar me
dokumentacionin pérkatés sipas
kétij Vendimi.

Kérkesa e paragitur plotésohet
vegmas pér cdo formé dhe dozé
farmaceutike, e shogéruar nga
formulari i kérkesés qé pérmban
té gjitha té dhénat e barit
homeopatik.

Kérkuesi éshté i detyruar

té dorézojé mostra té barit
homeopatik, té shogéruara me
certifikatén e tyre té analizés nga
vendi gé ka léshuar certifikatén.

Nése ka mé tepér se njé kérkesé
pér té njéjtin pérbérés nga
kompani té ndryshme, emrat
tregtaré té propozuar té barnave
homeopatike duhet té jené té
ndryshém.

AKBPM, brenda 30 (tridhjeté)
ditéve nga paraqitja e kérkesés
shqgyrton vlefshmériné e kérkesés
dhe pas vierésimit paraprak té
dokumentacionit vendos mbi
pranimin ose refuzimin e kérkesés.

Pas kalimit té fazés sé vierésimit
paraprak né kushtet kur
dokumentacioni pérmbush
kérkesat, sipas pércaktimeve

né kété vendim, AKBPM e kalon

The local manufacturer, the holder
of the trading authorization,

or his legal representative, in
order to be provided with the
trading authorization (hereinafter
"the Applicant"), must file an
online request through e-Albania
portal, along with the relevant
documentation pursuant to this
Decision.

The filed request is completed
separately for each pharmaceutical
type and dosage, accompanied by
the request form containing all the
data of the homeopathic medicinal
product.

The applicant must submit
samples of the homeopathic
medicinal products, accompanied
by their certificate of analysis
from the country that issued such
certificate.

If there is more than one claim
for the same ingredient from
different companies, the proposed
trade names of the homeopathic
medicinal products should be
different.

NADMD, within 30 (thirty) days
from the submission of the
request, examines the validity
of the request and after the
preliminary evaluation of the
documentation decides on the
acceptance or rejection of the
request.

After passing the preliminary
evaluation stage in the case
where the documentation fulfills
the requirements, according to
the provisions in this decision,



até né Komisionin e Pérhershém
té Barnave pér shqyrtim té
métejshém, né té kundért AKBPM
e njofton kérkuesin, lidhur me
vérejtjet dhe mangésité.

Pas dhénies sé njé vlerésimi
pozitiv nga Komisioni i Pérhershém
i Barnave, Ministri pérgjegjés pér
shéndetésiné miraton me urdhér,
dhénien e autorizimit té tregtimit.

Certifikata e autorizimit té
tregtimit éshté e vlefshme pér 5
(pesé) vjet, duke filluar nga data
né té cilén éshté |éshuar.

Pér cdo ndryshim, gé i ndodh

barit homeopatik gjaté periudhés
5-vjecare té autorizimit té
tregtimit, Kérkuesi éshté i detyruar
ta paragesé ndryshimin prané
AKBPM, pérpara procedurés pér
rinovim té autorizimit té tregtimit.

Rinovimi i autorizimit té tregtimit
béhet népérmjet kérkesés online
né portalin e-Albania, brenda 90
(néntédhjeté) ditéve para datés
sé pérfundimit té autorizimit té
tregtimit, né té kundért duhet

té paragitet njé kérkesé e re pér
dhénien e autorizimit té tregtimit.

Vendimi éshté publikuar né
Fletoren Zyrtare Nr. 136, daté
17.10.2022 dhe ka hyré né fuqi
pas kétij publikimi.

NADMD passes it to the Permanent
Commission of Medicines for
further review, otherwise, NADMD
notifies the applicant regarding the
issues and the deficiencies.

Upon the positive assessment by
the Permanent Commission of
Drugs, the Minister responsible for
health shall approve through an
order the issuance of the trading
authorization.

The trading authorization
certificate is valid for 5 (five)
years, from the date it is issued.

For any change that occurs

to the homeopathic medicinal
product during the 5-year trading
authorization period, the Applicant
must present the change with the
NADMD, prior to the procedure

for the renewal of the trading
authorization.

The renewal of the trading
authorization is done through an
online request with the e-Albania
portal, within 90 (ninety) days
before the termination of the
trading authorization, otherwise, a
new request must be submitted.

The decision was published in the
Official Gazette No. 136, dated
17.10.2022, and entered into
force after this publication.
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