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Abstract:

The basis of this degree and research work corresponds to the applicability of import
customs regimes, specifically Regime 10 -import for consumption- and 70 -a customs
warehouse-, to find the advantages when importing dental supplies from Brazil for the
company RAMSOL, through a comparative cost-benefit analysis between Regimes 10
and 70 vs. Regime 10. The underpinning basis of this thesis was the National and
Supranational Regulations in Force, which provides a qualitative approach to the
development of the work since the methodology used is mixed. The quantitative part
used the data and values collected. This information has been useful to meet the
objectives and provide an answer to the research question and hypothesis posed. The
analysis showed that the applicability of Regime 10 benefits the RAMSOL company,
due to the effectiveness of the logistical processes.
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INTRODUCTION

The last few years have been an interesting time for the dental sector in Ecuador,
with a significant increase in the number of clinics and a greater demand for dental
services. This has led to a greater need for dental products and materials, and many
professionals have been forced to import the necessary supplies to provide quality
treatment. Therefore, imports of these supplies are an important part of the dental industry
in Ecuador; under this context and need, the company RAMSOL has been created, which

with a futuristic view seeks to import quality dental supplies from Brazil.

In this context, it is known that the field of oral health has increased commercially,
especially those related to the advances in the field of orthodontics. In this way, different
international dental brands have positioned themselves in the Ecuadorian market,
including not only products destinated for oral health, but for dental aesthetic use as well.
According to Guamangallo (2019):

According to data from the National Directorate of Statistics and Analysis of Health
Information of the Ministry of Public Health of Ecuador, since 2014 the number of
dental consultations has increased; 6.4 million consultations correspond to dental
services, representing 17% of the total number of consultations nationwide in 2014,
so the high demand for dental services means that oral health professionals need

more dental equipment and materials to efficiently meet the needs of their patients.

Dental professionals can find a wide variety of products on the market, from basic
materials such as surgical instruments to the latest advances in dental technology. Imports
have also made prices much more affordable for patients, which has contributed to greater
access to treatment and improved quality of services. At the same time, the importation
of supplies has enabled dentists to offer more sophisticated treatments, such as
orthodontics or tooth whitening.

It is important to note that the import process must be carried out carefully to ensure
that products comply with national and international standards and regulations. For this
reason, regulations are composed of codes, regulations, and resolutions, among others,
which contribute to a safe import process, through state agencies that provide a control

service to ensure compliance with the legislation.

In summary, the import process involves financial, legal and logistical aspects, that

require the fulfillment of a set of steps needed in the acquisition of supplies for the dental
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practice. The process begins with the selection of a supplier, which involves investigating
prices, quality, delivery time, and policies between supplier and buyer. This is followed
by the preparation of documentation specific to the goods to be imported, including
completing forms, preparing invoices, applying for import permits and filing customs
documents. This documentation ensures that the goods are delivered safely and
efficiently. It is important to note that complying with the legal requirements will make

this a more cost-effective process.

In this document, through three chapters, the implications for importing dental
supplies from Brazil under Regimes 10 and 70 will be developed in depth with a
cost/benefit analysis of their applicability. The work will be guided by the objectives set

out;

e General Objective: To establish and strategically plan a beneficial operational and
economic method for the RAMSOL company, through a comparative analysis
between the applicability of Regimes 70 and 10 vs. Regime 10.

e Specific Objectives:

1. Understand the national and supranational legal regulations in force for the
importation of dental supplies. In the same way, distinguish the necessary
requirements for the entry of such inputs into the country, taking into account the
tariff classification of the product.

2. Analyze regimes 10 -Import for consumption- and 70 -Customs warehouse
regime-, clarifying key points and essential requirements for their application.

3. Compare the cost/benefit at an operational and economic level in the application
of regimes 70 and 10 vs. Regime 10, in order to strategically establish the most

beneficial procedure for the RAMSOL company.



CHAPTER 1

1. IMPORT OF DENTAL SUPPLIES
1.1Importation

In the first instance, it is important to conceptualize the import process, which is
understood as the act of bringing into the country goods acquired from abroad for their
free disposal, use, or definitive consumption. These goods are declared under an Import
Regime and subject to compliance with the payment of customs obligations (tariffs,
duties, taxes, and services). Both natural and legal persons, whether Ecuadorian or
foreign, may import, provided that the formalities and other processes established by the
Servicio Nacional de Aduana del Ecuador, SENAE (National Customs Service of

Ecuador) are compiled with.

In the same way, the respective customs control is carried out, as established in the
Regulation to the Title on Customs Facilitation for Trade, Book V of the Organic Code
of Production, Commerce and Investment, Art.2, letter v: “The set of measures adopted
by the Customs Authority with the aim of ensuring compliance with the legislation, the
application or enforcement that falls within its competence or responsibility, to which the

various operators in foreign trade must submit.” (RCOPCI, 2011)

Likewise, it is crucial to know how an import is carried out, starting with the

previous steps to be taken by the importer, which include:

e Obtaining an electronic signature.

e Installing the ECUAPASS computer system.

e Registering as an importer in the customs computer system.
e Informing themselves about the restrictions on products.

e Carrying out customs clearance procedures for goods.

It should be emphasized that before continuing with the five previous steps, the
importer must already have a Registro Unico de Contribuyente, RUC (Single Taxpayer
Register), which is obtained by registering with the Servicio de Rentas Internas, SRI
(Internal Revenue Service). It is necessary to mention that there are procedures in which
the Customs Import Declarations must be transmitted, a process in which a Customs

Agent, who is duly accredited by the SENAE, must participate.



Another point is the value of foreign trade taxes that would be payable. As is well
known, each product has its respective description and tariff classification, established by
codes, headings and subheadings; by means of which, the tariff or non-tariff measures to
be complied with are determined, in accordance with the provisions of the agreements,

conventions, or international treaties to which Ecuador is a party.

e Tariff Measures on Foreign Trade; are expressed in the regulations by means of:
Art. 76, which states that: “Tariff rates may be expressed in mechanisms such as:
percentage terms of the customs value of the goods (Ad-Valdrem), in monetary
terms per unit of measurement (specific), or as a combination of both (mixed).
Other modalities agreed in international trade treaties, duly ratified by Ecuador,
shall also be recognized.” (COPCI, 2010)

e Non-Tariff Measures on Foreign Trade would be present in the following cases,
as indicated in Art. 78:

a. To comply with the provisions of international treaties or conventions to
which the Ecuadorian State is a party.

b. To enforce laws and regulations, consistent with international commitments,
in areas such as customs controls, intellectual property rights, consumer rights,
quality control or the marketing of products destined for international trade,
among others. (COPCI, 2010)

1.2 National and Supranational Legislation

In the Organic Code of Production, Commerce and Investments; COPCI, Chapter
I, Investors' Rights, Art. 19, letter a, it is stated that it is recognized as a right of
investors: “The freedom to import and export goods and services with the exception of
those limits established by current legislation and in accordance with the provisions of

international conventions to which Ecuador is a party.” (COPCI, 2010)

1.2.1 National Legislation

The purpose of these regulations is to regulate the process of importing goods into
the country, to ensure that imported products meet the required quality and safety
standards. Ecuador's national import regulations are contained in codes, regulations, and
resolutions, among others, which establish requirements and procedures necessary to

carry out an import. In addition, it includes the regulation of all taxes applicable to

10



imports, as well as prior documentation requirements. This documentation must comply

with international trade standards to ensure the safety of imported products.

It should be borne in mind that the national import regulations establish the control
of the main government agencies in charge of monitoring import operations, where the
procedures and times necessary to carry out this activity are established. These times must
be strictly complied with to ensure that the import of goods is carried out in a timely

manner.

National regulations are composed of the Cddigo Organico de la Produccion,
Comercio e Inversiones, COPCI (Organic Code of Production, Commerce and
Investment); its Regulations, and others. These normative bodies regulate foreign trade
in the country, which includes the negotiation of goods and services, investment,
international transport, financing, promotion, and commercial exchange; they establish
the fundamental principles applicable to foreign trade, as well as the requirements and
procedures to be fulfilled. Such is the case, where the regulations are based on the
facilitation of foreign trade and customs control, and such terms are established as

fundamental principles in Art. 104:

a) Facilitation of Foreign Trade. - Customs processes shall be fast, simplified,
expedited, and electronic, seeking to ensure the logistics chain in order to
encourage productivity and national competitiveness.

b) jCustoms Control. - In all foreign trade operations, precise controls will be applied
through risk management, ensuring respect for the legal system and the fiscal
interest. (COPCI, 2010)

1.2.2 Supranational Legislation

Over time, in the context of trade facilitation, a series of supranational rules have
been generated to regulate the importation of goods and services. Therefore, these
regulations seek to ensure compliance with the requirements established by the World
Trade Organization (WTQO), as well as to promote free trade between States. It also
includes the requirements, taxes and tariffs that must be paid for imports. Additionally, it
establishes restrictions, such as foreign exchange control, price control, and quality
control, which are necessary to ensure that imported goods are of good quality, thus

avoiding the destabilization of the national economy. Another important body to mention
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is the World Customs Organization (WCO), which aims to increase the efficiency of

Customs administrations around the world:

In the area of market access, the WTO cooperates regularly with the World Customs
Organization (WCO). This cooperation concerns the classification of goods. WTO
staff regularly follow the work in the WCO on the Harmonized System
classification nomenclature, both for the work of the Market Access Committee as
well as for that of the Committee of Participants on the Expansion of Trade in
Information Products. The Agreements on Customs Valuation and Rules of
Origin contain provisions which call for the establishment of Technical Committees
under the auspices of the WCO on these subjects. WTO staff maintain cooperative
relations with these Technical Committees to examine questions with respect
to these Agreements, as well as to assist in technical assistance activities. With
respect to trade facilitation, since 2005, WCO officials have been participating in
all WTO regional technical assistance activities. In addition, the WCO is assisting
in the development of the needs assessment tool which is being designed and
developed specifically for the trade facilitation negotiations of the Doha
Development Agenda. WCO officials regularly attend, as observers, the meetings
of the Negotiating Group on Trade Facilitation. (World Trade Organization &

World Customs Organization, n. d.)

The supranational import regulations applicable in Ecuador also establish the
procedures for compliance with the legal requirements, including the registration of the
importing company, the presentation of the required documents, and the payment of the
corresponding taxes. It is composed, among others, of Agreements and Resolutions such

as:

e The Agreement on Implementation of Article VII of the General Agreement on
Tariffs and Trade 1994: Adopted in Morocco in 1994, it arose from the need for
an equitable, uniform and neutral system for customs valuation of goods, based
on simple criteria and in accordance with commercial practice, avoiding arbitrary
or fictitious values; based on a positive notion of value.

e Decision 571 - Customs Value of Imported Goods: The Commission of the
Andean Community, in Lima in 2003, issued the Andean Declaration of Value,
which is a support document for the customs declaration of imported goods; it

contains the customs value, which is the total value obtained from all imported
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items, which determines the import duties to be paid by the purchaser of the goods;

in other words, it is the value per transaction. This Decision contains updates.

To conclude, supranational regulations are an important part of the international
trade agreements to which Ecuador is subject, because they establish the basic principles
for international trade, which guarantee that commercial exchanges are carried out in a

fair manner.

1.3 Requirements to import dental supplies

In Ecuador, the dental sector has developed and modernized over the years. This
has allowed patients to have access to a greater variety of dental treatments, which
translates into better oral health care. However, for this to be possible, dental
professionals must have the necessary supplies to carry out the treatments. That is why,

in order to import dental supplies to Ecuador, certain requirements must be met.

For this reason, the aim is to ensure that dental supplies comply with quality and
safety standards by means of health certificates for the products to be imported, which
must be issued by the competent institutions in the country. These certificates are issued
by Instituto Ecuatoriano de Normas Técnicas, INEN (Ecuadorian Institute of Technical
Standards); Ministerio de Salud Publica, MSP (Ministry of Public Health); and Agencia
Nacional de Regulacion, Control y Vigencia Sanitaria, ARCSA (National Agency of
Regulation, Control and Sanitary Validity). In complementarity with Art. 2 of the
Ministerial Agreement 205, it is stated that:

Regulatory codes are considered to be the set of rules and regulations contained in:
current national legislation, the Federal Food and Drug Administration of the
United States of America, International Control Harmonization (ICH) Guidelines,
quality guidelines of the World Health Organization (WHO), manufacturing quality
standards of the International Organization for Standardization (ISO) and other
recognized international standards considered necessary by the General Directorate
of Health. (REGLAMENTO Y CONTROL SANITARIO DE DISPOSITIVOS
MEDICOS Y DENTALES, 2009)

In addition, imported dental supplies must comply with specific labelling and
packaging requirements, including all necessary information for the user. It is worth
mentioning that the products must be adequately packaged for safe transport, to avoid
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damage and loss of quality. This implies that the required documentation must be
provided, as well as the payment of the corresponding taxes. The main requirements for
the entry of dental supplies into Ecuador are based on the Supporting Documents, which

must be presented together with the Customs Import Declaration:

Art. 73: The supporting documents shall constitute the basis for the information in
the Customs Declaration for any procedure. These original documents, whether
physical or electronic, shall be kept on file by the declarant or their Customs broker
at the time of lodgment or transmission of the Customs Declaration, and shall be
under their responsibility in accordance with the provisions of the Act. (RCOPCI,
2011)

The requirements include:

e Certificate of Origin, which is a document issued by the entity exporting the input,
certifying that the goods in question come from the country of origin. Chapter three
will analyze in depth and through a real case, the structure of a certificate of origin as
a fundamental requirement in the importation of dental supplies from Brazil. In Art.

73, letter c, it is defined as:

The document that allows the release of taxes on foreign trade in the
corresponding cases, under the protection of international conventions or treaties
and supranational norms. Its format and the information contained in said
document shall be determined in accordance with the regulations of the bodies
authorized and recognized in the respective agreements (RCOPCI, 2011).

e Commercial Invoice, which is a document that contains all the details of the
shipment, such as the product, the quantity, its unit price and the total. As stated
by the dictionary of foreign trade, “the invoice is essential in commercial
transactions and must describe each item, specify the price agreed upon by both
parties, the total amount, as well as the terms and currency of the transaction.”

(Importaciones Ecuador, 2023).

According to the regulations, the commercial invoice or document that accredits

the commercial transaction must be presented. In Art. 73, letter b, it is established that:

The commercial invoice shall be to Customs the support that proves the commercial
transaction value for the import or export of the goods. Therefore, it must be an

original document, even if it is digital, definitive, issued by the seller of the
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imported or exported goods, and must contain the information required by norms
and regulations; its data may be verified by the customs administration. Its
acceptance shall be subject to the rules on valuation and other rules relating to
Customs Control. For the purposes of imports of goods that do not have a
commercial invoice, they shall instead present the document that proves the
customs value of the imported goods, in accordance with the nature of the import.
Failure to present this supporting document to the customs administration shall not
prevent the release of the goods; however, the application of the first valuation
method shall be ruled out, in accordance with the provisions of the international
regulations in force (RCOPCI, 2011).

Health Registration Certificate issued by the MSP in collaboration with the
ARCSA. Dental supplies must have a health registration issued by the
corresponding health authority, to ensure that they meet the required quality and
safety standards. In addition, they accredit the quality control of the products
issued and endorsed by the ARCSA and INEN standards.

Payment of taxes and duties, compliance with the payment of taxes levied on the
importation of dental supplies, which include AD-VALOREM, specific tariff
charged on goods; Fondo de Desarrollo para la Infancia, FODINFA (Child
Development Fund); Impuesto a los Consumos Especiales, ICE (Special

Consumicion Tax); and Impuesto al Valor Agregado, IVA (Value Added Tax).

It should be noted that, among the competences of the Institutionality in Foreign

Trade Matters, Book IV, Title I, Art. 72, letter f, it is stated that it must: “issue rules on
general and sectoral registrations, authorizations, prior control documents, licenses, and
import and export procedures, other than customs procedures, including the requirements
to be fulfilled, other than customs formalities.” (COPCI, 2010)

To conclude, it is important to know about the documents that accompany the

Customs Declaration, that is, the accompanying and supporting documents. These are the
source of information for the construction of the Customs Declaration for any regime.
These documents may be issued physically or electronically, as required by Customs.
According to the regulations, Arts. 72 and 73, respectively, they are defined as follows:

Accompanying documents are those which, as prior control documents, must be

processed and approved before the import goods are shipped (...) Accompanying
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documents must be presented, physically or electronically, together with the
Customs Declaration, when they are required.

e The supporting documents shall constitute the basis for the information in the
Customs Declaration for any procedure. These original documents, whether
physical or electronic, shall be kept on file by the declarant or his Customs broker
at the time of lodgment or transmission of the Customs Declaration, and shall be
under their responsibility in accordance with the provisions of the Act. (RCOPCI,
2011

The accompanying documents include:

e Sanitary, phytosanitary, or zoo sanitary notifications, as the case may be.

e Other prior control documentation.

The supporting documents include:
e Commercial invoice.
e Transport document.
e Certificate of origin.
e International insurance policy.

e Other documents considered necessary by SENAE.

1.4 Description by product - Tariff Classification

When classifying products by tariff heading, consideration should be given to the
tariff rate that each tariff heading applies, as defined in Art. 2, subparagraphs X, y, and z
respectively:

“Ad Valorem Tariff Duties. - These are those established by the competent authority,
consisting of percentages applied to the value of the goods.”

“Specific Tariff Duties. - These are those established by the competent authority,
consisting of fixed surcharges that are applied on the basis of certain conditions of the
goods, such as, for example: weight, physical units, dimensions, volume, among others.”
Mixed Tariff Duties. - These are those established by the competent authority, consisting
of Ad Valorem tariff duties that shall be applied jointly (RCOPCI, 2011).

As can be seen in Table 1, tariffs for dental supplies are classified by product and include
a description of each item, its picture and their number.
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Table 1

Tariff classification by product

Product

Description Picture Tariff Item

Metal Brackets

These are fixed appliances 9021290000
that are attached to the
tooth surface by means of

resins and are tensioned

between them by a metal
arch. They are used in
orthodontic treatments.

Ligature Cane

Used to attach the brackets 9018909000

to the arch, this type of ’
ligature is made of elastic =~ /'

rubber.

Metal tubes

These are fixed appliances 9021290000

that are attached to the
Sunyg .
5 g -

Tusos o=

tooth surface by means of

resins and are held in place
by a metal arch. They are
used in orthodontic
treatments and can be used
for first and second

molars.

Acrylic
Organizer

Acrylic Dental Material 3926909000
Holder (swab, elastic,

wire).

Straight Lingual
Button for

Gluing

Accessory used to retain 1 1 9021290000

elastics and metal

ligatures, used in .
orthodontic treatment. ! $ P
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Straight Ball Indicated for anchoring 9021290000
Point Huck elastic chains, springs,
Hook for Huck metal wires, in aid of
Bows treatments involving
retraction, orthodontic use.
Stop for Arches  They are used to restrict 9021290000

the movement of
attachments such as
springs and archeries.
They can also be used to
restrict the movement of
dental sections in,

orthodontic use.

Flexy Niti Open
Spring

It opens up spaces during
levelling and alignment,
generating precise and
gentle force components,
providing highly effective

orthodontic treatment.

9021290000

S

¥

’

Thermoplastic Orthodontic aligners 9018909000
Aligner Plates contain a protective film,

which can be removed or

not, depending on the

model of machine used to

thermoform the aligners.
Non-cutting Made of surgical steel. 9018499090
Pliers
Whiteness HP Tooth whitening treatment 3306100000

35% Whitening
with Topdam

based on 35% hydrogen
peroxide for in-office use
only, indicated for vital
and non-vital teeth. It has

| iy |

Whiteness Whitencss
o }

K
s
e
S A S
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a high whitening power to
be used both with
accelerator sources (light
curing device, laser,
plasma lamps, etc.) and
without external auxiliary

source.

Desensitizing Gel
Polishing Paste

Universal

Desensitizing gel with
potassium nitrate and
fluoride partner that helps
to eliminate tooth
sensitivity and does not
interfere with the
effectiveness of whitening.
Can be applied before or

after tooth whitening.

3306100000

Phosphoric Acid

Indicated for enamel and
dentine etching to improve
the adhesion of restorative
materials to the tooth.

3006401000

Cementitious Set

Dual-curing permanent
cement for the oral
treatment of core build-up,
the cementation of
fiberglass posts and the
cementation of final
crowns. It is very versatile
as it contains the
properties of a restorative
resin and the flowability of

a cement.

3006401000
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Amber Adhesive  Composition of a chemical 3006401000
bond that serves for
adhesion to the tooth

structure.

Disocclusion Light-curing composite 3006401000
Resin resin for dental
disocclusion and

cementation of orthodontic

bands.

Matrix Band It is a band that adapts to ‘ 9018499090
the surface of the tooth to — @ :
be restored. @ >

Source: Information obtained from "Arancel Nacional" and "Consulta de Arancel”, from the website of the National
Customs Service of Ecuador, SENAE. (Gobierno del Ecuador, s. f.)

The evidence showing that some of the imported products belong to code 3006, the
data shows imports under this code, in the period 2010-2020, which has represented

growth, it is worth taking into account the value of growth referring to Brazil:

Subheading 3006401000 (cement and other dental fillings). In 2020, this subheading
reached an import value of $2,515.8 thousand, equivalent to 27.8 MT (57.3% less
than in 2019), with an average annual rate of change of -0.4% from 2010 to 2020. The
main suppliers of this subheading, in 2020, were: the United States with $767.49
thousand (30.5%), Brazil with $426.51 thousand (17.0%), Germany with $426.15
thousand (16.9%), Japan with $255.84 thousand (10.2%), Liechtenstein with $236.41
thousand (9.4%), Switzerland with $185.43 thousand (7.4%) and the remaining
percentage was imported mainly from Italy, China, Colombia, Republic of Korea
(South), Netherlands (Holland), France, Sweden, and Argentina. From 2010 to 2020,
imports from Japan grew by 27.0%, imports from Brazil (19.4%), Italy (9.8%),
Colombia (7.9%), Liechtenstein (2.0%), while imports from Switzerland, Germany,
USA, France, Netherlands (Holland), Belgium and Sweden decreased. (Freire, 2020)
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1.5 Import Implication from Brazil to Ecuador

The trade relationship between Brazil and Ecuador has been strengthened in recent
years, seeking not only to the elimination of tariffs, but also to establish a framework for
the elimination of trade barriers, as well as to improve cooperation between the countries
on issues such as the environment, tourism, education, and e-commerce. It must be added
that international cooperation between the two countries has brought benefits. This allows
the two countries to make the most of their resources and improve their economies;
likewise, local producers can better compete internationally, addressing issues such as the
protection of intellectual property rights, the protection of foreign investors and respect

for free trade principles.

On 18 October 2004, the Economic Complementation Agreement No. 59 was
signed between the Governments of Argentina, Brazil, Paraguay, and Uruguay, States
Parties to MERCOSUR, and the Governments of Colombia, Ecuador, and Venezuela.
The same agreement with Brazil and Ecuador came into force on 1 April 2005. However,

in 2009, an Additional Protocol to this Agreement was signed, which grants:

According to a report presented by the Directorate General for Central America, the
Caribbean and South America (DGCCS), one of the main achievements in terms of
economic complementation with Brazil was the conclusion of the process of signing
the eighth Additional Protocol to the Economic Complementation Agreement No.
59 (ACE 59), signed on December 30, 2009. Thanks to this agreement, Brazil
unilaterally grants Ecuador a 100% tariff preference on around 3,280 tariff items, a

tariff reduction that does not require reciprocity for Ecuador (Ortiz, 2010).

It also indicates the type of tariff heading to which the products to be imported must
be subject, so as to know whether the Agreement applies to certain products, as it

mentions:

In accordance with the internal legislation of each country and the conditions
negotiated in LAIA, tariff preferences are applied within a Free Trade Area. The
products that are favored within the trade liberalization programmed must comply
with the terms that certify them as originating products. Those interested in
benefiting from these tariff preferences should review the annexes of the Agreement
to examine whether their product is within the list of tariffs. All negotiations will
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be handled within the Nomenclature of the Harmonized Commodity Description
and Coding System, NALADISA 96 (Franco, 2013).

On the other hand, it is of utmost importance to verify the origin of the merchandise
to corroborate the applicability of the Agreement and the benefits it covers, even in the
legislation, whose compliance is controlled by SENAE, it is explained that the

verification of origin is necessary in an import process:

The national customs authority shall be responsible for monitoring and verifying
compliance with the rules of origin of imported goods, in the case of products of
foreign origin, regardless of the customs procedure under which they are imported.
For this purpose, it may make use of all the powers conferred by law and
international agreements for the control of imported goods, including factory
verification of the production processes of the goods imported into the country.
(COPCI, 2010)

e Appendix A contains a template of the Certificate of Origin, which is regulated
under the ACE, 59 of the Andean Community of 2004.

It is therefore important to understand which tariff items, referring to the dental
supplies to be imported, Brazil grants preference to Ecuador and vice versa for
compliance with the Agreement, as shown on Table 2, which includes data obtained from

the Economic Complementation Agreement 59, from the Andean Community, (2004):
Table 2

Tariff preferences between Brazil and Ecuador

Code Description
NALADISA 96
30044000 Containing alkaloids or their derivatives, free of

hormones and antibiotics.

30051000 Dressings and other items with an adhesive layer.

30061030 Sterile organic tissue adhesives, used in surgery to

close wounds.

30063010 Opacifying preparations based on barium sulfate.
30064010 Cements and other products for dental fillings.
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33061000 Dentifrices.

33062000 Floss used to clean interdental spaces.
Thread used for cleaning interdental spaces.

90181200 Diagnostic ultrasonic scanning devices.

90183100 Syringes and even needles.

90183200 Tubular metal needles and suture needles.

90183900 Others.

90184100 Dental lathes, whether or not combined with other dental
equipment on a common base.

90184900 Others.

90189000 Other instruments or appliances.

90212100 Atrtificial teeth.

90212900 Others.

Source: Information obtained from "ANNEX | - Trade Release Programmed, Appendix 3.6 and 4.5

Andina, 2005a, 2005b)

”. (Comunidad
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CHAPTER 2

2. ANALYSIS OF REGIMES 10 AND 70,

CORRESPONDING REQUIREMENTS
2.1 Customs regimes to import goods

Customs procedures for the importation of goods refer to the different ways in
which products and goods can be imported. The rules and procedures work by
establishing requirements applicable to products for their entry into the country, which
ensure quality and safety standards. Customs regimes for the importation of goods are

classified into non-processing and processing regimes, and include:

e Import for Consumption Regime (Regime 10)

e Arrangements for temporary admission for re-export in the same state (Regime
20)

e Regime for re-importation in the same state (Regime 32)

e Arrangements for Duty-Free Replenishment (Regime 11)

e Customs warehousing procedure (Regime 70)

e Temporary admission for inward processing (Regime 21)

e Processing under customs control (Regime72)

On the other hand, for customs regime to be applicable, they have to contain
requirements that must be presented to the customs authority before the goods are
admitted into the country. Among these documents are the commercial invoice, the
import declaration, the certificate of origin, among others. It is important to mention that
these regimes are necessary to ensure that products enter the country in accordance with

the law, including certain tax, regulatory, and control requirements.

It is also important to mention that customs regimes allow goods to enter or leave
the country, generating benefits for the importer or exporter. To Aguilar (2019), customs
procedures are considered to be a “system of instructions which are related to a specific
customs-approved treatment or use based on a commodity, which is detailed in the

customs declaration and lodged by a foreign trade operator.” (p. 13)

Therefore, when dealing with customs legal matters related to Regimes 10 and 70,
it is important to know what a regime is, how and when it is applied, as well as the benefits
it brings to the activity to be carried out -importation-. Starting with its definition, a

customs procedure in Art. 2, letter fff, is conceived as: “the customs treatment applicable
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to goods, as requested by the declarant, in accordance with the customs legislation in
force.” (RCOPCI, 2011)

In this context, it is also important to know who a declarant is and what procedures
he/she carries out in the different customs processes. According to the legislation, Art. 2,
letter bb, a declarant is: “the natural or legal person who signs and transmits or presents
a Customs Declaration for goods in their own name or in the name of another, in the forms
and under the conditions established in the Organic Code of Production, Trade and

Investment, these Regulations and other applicable regulations.” (RCOPCI, 2011)

In Ecuador, the importation of goods is subject to specific customs regimes,
controlled by SENAE, which have different benefits that, if correctly applied, can be of
help to the importer, thus complying with Trade Facilitation. Therefore, it is important
for importers to familiarize themselves with the customs regimes, in order to choose the
most appropriate one for their needs. In this case, Regimes 10 and 70 will be analyzed in

dept.

Considering the regulations governing the regimes, their use, references and
reforms. Such as the case of Executive Decree No. 1343, which in Art.16 states: “In
Chapter VIII, delete the word "special” from Subsection IV of Section 1, entitled "Import
Regimes" and from Subsection Il of Section Ill, entitled Other Customs Procedures.”
(DECRETO No. 1343, 2017)

2.1.1 Regime 10, Import for Consumption

With the applicability of Regime 10, it is possible to obtain benefits that companies
commonly seek to obtain greater profit and satisfy needs, whether in the operational,
financial, or logistical areas. The consumption regime is one of the most widely used,
since through it, companies can import the necessary goods according to their activity, by
means of the bill of lading, in which it must be previously specified that the goods enter
the country under the consumption regime. Once the values corresponding to the payment
of foreign trade taxes have been accrued and all customs formalities have been complied

with, they can leave for the companies' warehouses.

In the first instance, it is important to define Regime 10, in accordance with the

regulations:
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e Art. 147.- Importation for consumption. - This is the customs regime under which
goods imported from abroad or from a Special Economic Development Zone may
circulate freely within the customs territory, in order to remain there permanently,
after payment of import duties and taxes, surcharges and penalties, where
applicable, and compliance with customs formalities and obligations (COPCI,
2010).

e Art. 120: This is the customs regime for the definitive entry of goods into the
country, the procedures for the application of which shall be established by the
Director General of the National Customs Service of Ecuador. Goods entered
under this regime may move freely within Ecuadorian territory once the customs
tax obligation has been met. The sanctions derived from the clearance process
shall be substantiated and imposed in accordance with the procedure established
for this purpose. Under no circumstances may any official of the National
Customs Service of Ecuador halt the clearance of goods for the substantiation,
imposition, challenge, appeal or collection of an administrative penalty, except in
cases where the sanctioning procedure pursued seeks the imposition and
punishment of any of the offenses referred to in the Organic Comprehensive
Criminal Code, for which purpose such sanctioning procedure shall constitute part
of the clearance process. Goods declared under the customs procedure of import
for consumption shall be considered as nationalized goods, once the customs tax
obligation has been satisfied (RCOPCI, 2011).

It should be noted that under this regime, foreign goods are nationalized and made
available for use and consumption, provided that the corresponding foreign trade taxes

have been paid, thus complying with the obligations that allow this regime to be applied.

2.1.1.1  Analysis of implementation requirements

The analysis of the requirements to apply this regime is fundamental to guarantee
the legality of the operation and allow the importer to enjoy its benefits. As background,
it is necessary to know which goods can be imported under this regime, that are, general
merchandise, capital goods, their parts and accessories, heavy machinery of basic
industries, and samples without commercial value, among others. It is also essential to
understand what merchandise is, which according to Art. 2, letter jj, is defined as: “Any
movable property which can be the subject of a transfer, and which is eligible for
classification under the National Import Tariff.” (RCOPCI, 2011)
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On the other hand, in addition to the aforementioned requirements, the necessary
requirements for the applicability of this regime must be added, which depend on the
deadline for the presentation of the customs declaration, which is subject to a clearance
modality. According to the SENAE, these are: advance clearance and clearance with
guaranteed payment. The former is intended to anticipate logistical and administrative
procedures, and the latter to obtain the release of the goods after the customs declaration

has been closed.

That said, what does the regulation mean by deadlines for the submission of the

declaration?

Art. 66: In the case of imports, the Customs Declaration may be filed physically or
electronically within a period not exceeding fifteen calendar days prior to the arrival
of the means of transport, and up to thirty calendar days following the date of its
arrival. For entry into the Primary Zone, all goods to be exported must have their
customs export declaration. In accordance with paragraph 1) of article 216 of the
Organic Code of Production, Trade and Investment, the Director General may

establish the general and specific procedures that may be required. (RCOPCI, 2011)

On the other hand, it is important to mention the time limit within which the customs
declaration must be made, as mentioned in the following paragraphs. Marquez, (2018)

states that:

Goods brought into the country from abroad or from a Special Economic
Development Zone, ZEDE; in order to be imported under regime 10, must be
declared under the customs regime for consumption and must enter the temporary
storage warehouse indicated by the owner or consignee of the goods in order for
the respective customs declaration for consumption to be presented within 30
working days of their arrival in the country. (p. 3)

Regime 10 does not undergo transformations and once the corresponding taxes have
been paid, the merchandise can circulate freely, since it is nationalized. For this, the
corresponding dates of payment of taxes must be taken into account, in order to avoid

fines by SENAE, as well as to comply with all the corresponding requirements.

However, if the goods are not withdrawn, cleared or nationalized within the
corresponding deadlines due to irresponsibility or non-compliance with the customs

obligations to which the importer is subject, they fall into abandonment, which is a type
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of customs destination that occurs when the imported goods are under the control of

Customs. According to the COPCI and its Regulations, there are three types of customs

abandonment: tacit, express, and definitive. These can trigger consequences such as the

total loss of the goods or the payment of a fine, depending on the case in question. For

the regulations, the types of abandonment described on Table 3.

Table 3

Types customs abandonment

Abandonment/Regulations
EXPRESS
ABANDONMENT

COPCI
Art. 121.- This

written relinquishment of

is the

ownership of the goods
made in favor of the State
by
empowered to do so. Its

the person legally
acceptance by the official
in charge of the district
directorate  extinguishes
the customs tax obligation.
Express abandonment
does not apply when there
is a well-founded
presumption of criminal
offense or tacit
abandonment in respect of
the goods. Expendable,
easily decomposable

goods whose express

abandonment has been
accepted shall be donated
to the State Secretariat in

charge of social policy.

act

RCOPCI

Art. 247. - It shall operate
at the request of the
consignee of the goods,
even after having filed a
customs declaration but
before  obtaining the
release, (...) provided that
no indications of customs
contravention or
presumption of offense
have been detected and
when due to the state of
the goods it is not possible
to adjudicate or auction
them, in which case only
the request for destruction
shall be admissible, (...) In

the case of perishable or

easily decomposable
goods, the request for
abandonment shall be

accepted and shall be
declared by administrative

issued by the
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TACIT ABANDONMENT  Art. 142, It shall operate as

of right when any of the

following  causes are
established: a. Failure to
present or transmit the
customs declaration within
the period provided for in
the regulations of this
Code; b. Failure to pay
foreign trade taxes within
a period of twenty days
after they become due,
when

except payment

facilities  have  been
granted; and c. When the
period for the goods to
remain in the customs
warehouses has expired. In
the event of incurring in
one of these causes, the
his

customs agent may, within

taxable person or

a period of twenty-five

corresponding District
Director within a period
not exceeding 24 hours
from the date of receipt of
the request, and the
process of free allocation
to the Secretariat of State
in charge of social policy
shall be
immediately.
Art. 248.- (...) In the case

of customs destinations

initiated

for which the presentation
of a customs declaration is
not required, tacit
shall be

constituted by the failure

abandonment

to present the equivalent

document defining the
destination. Likewise, the
presentation  of  this
document shall interrupt
the time limits for the
establishment of tacit

abandonment.
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working days, remedy
such non-compliance,
whereupon  the  tacit
abandonment shall be
lifted without the need for
an administrative
resolution, and a fine shall
be imposed on the taxable
person for regulatory

failure.

DEFINITIVE
ABANDONMENT

Art. 143.- The official in
charge of the district
directorate shall declare
the definitive
abandonment of goods
that meet one of the
following grounds: a. If
within  the twenty-five
working days referred to in
the previous article, the
grounds for tacit
abandonment are not
remedied; b. The absence
of the declarant or his
delegate on the second
date set by the customs
administration for physical
inspection; and, c. In the
case of personal effects of
travelers or taxable goods
retained for tax purposes
by the customs

administration for physical

Art.  249.- (..) The
administrative act by
which definitive
abandonment is declared
shall imply the loss of
ownership of the goods in
favor of the customs
administration.

Notwithstanding the
aforementioned, the
person in charge may
request the lifting of the
definitive  abandonment
until before the start of the
auction or free
adjudication process, for
which the district shall
operationally settle, for
payment, the fine for
lifting the tacit
abandonment and the
computer system of the
National Customs Service
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inspection. The absence of
the his

delegate on the second

declarant or

date set by the customs

administration  for the
physical inspection; and c.
In the cases of travelers’

personal effects or taxable

goods retained in the
international arrival hall
that have not been

removed within a period of
five days after their arrival
in the country. d. Provided
that  there IS no
presumption of crime,

when the risk profile
system of the National
Customs  Service  of
Ecuador registers integral
risks associated with the
nature of the declared
merchandise, and the
person concerned does not
proceed with the
correction or justification
of the respective
observations within the

established term. For this

purpose, the National
Customs  Service  of
Ecuador shall notify the

taxable person of the

shall  be
enabled for the person in

of Ecuador

charge to correct the cause
for which the goods were
abandoned. Once the
importer has remedied the
cause for abandonment,
the District Director or his
delegate may revoke the

definitive abandonment.
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observations that may be
applicable, who shall have
a period of fifteen (15)
days from the working day
following the date of
notification to present his
justifications or proceed
with  the respective
correction, in accordance
with the procedure issued
for this purpose by the
customs  administration.
On expiry of the time
limit, the goods shall be
declared definitively
abandoned and the same
declaration shall provide
that the taxable person
shall register the account
of a financial institution in
which the customs
administration shall
deposit the customs value
of the goods declared by
the taxable person, plus an
increase of 20 % of the
declared customs value.
Once this deposit has been
credited to the registered
account, the goods shall
become the property of the
State, through the National
Customs  Service  of
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Ecuador, which shall
auction them within ninety
(90) days, in accordance
with the procedure
established  for  this

purpose.

Source: Information obtained from "Cc’)digo Orgénico de Produccion, Comercio e Inversiones” and "Reglamento al
Titulo de la Facilitacion Aduanera para el Comercio, del Libro V del Cédigo Orgéanico de la Produccién, Comercio e
Inversiones” (COPCI, 2010; RCOPCI, 2011)

2.1.2 Regime 70, Customs warehousing procedure

To begin with, it is important to define Regime 70; according to the legal framework
Art. 152 it is the: “Customs procedure according to which imported goods are stored for
a determined period under the control of Customs in a place authorized and recognized
for this purpose, without the payment of applicable duties and taxes, and surcharges.”
(COPCI, 2010)

In accordance with Art. 144:

The Customs Warehouse is a special customs procedure by means of which,
imported goods are stored for a determined period without the payment of duties
and taxes and applicable surcharges; and it may be public or private. Private
customs warehouses shall be for the exclusive use of their holder. Public customs

warehouses may store goods owned by third parties (RCOPCI, 2011).

On the other hand, as is already known, customs warehousing is a regime which
allows goods to be stored under the control of the Customs Administration, in previously
authorized places, with suspension of the payment of customs duties and for the period
of time determined. Temporary warehouses are spaces set up for the temporary storage
of goods under the control of the General Customs Directorate. In the same way, they
represent a physical space in which companies store their goods before clearing them
through customs. The use of this warehouse may be for various reasons; one of these
would be that the company does not have a physical space to store the goods, or for
financial reasons, since they allow imported goods to be kept in the warehouses,
according to the time the importer requires according to their needs and in accordance

with the terms established in the regulations.
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For the applicability of Regime 70, it is essential to recognize the function of
warehouses. Customs Districts have warehouses where goods are stored; these
warehouses can be temporary or customs warehouses. In the city of Cuenca, there are two
of these warehouses, which were founded at the end of the 80's and the beginning of the
90's respectively. The difference between these types of warehouses lies in the fact that a
customs warehouse is a regime in which procedures applicable to the merchandise are
carried out; on the other hand, the temporary warehouse refers to the service offered to

importers and exporters, as mentioned in the previous paragraph.

With the aim of facilitating the process of importing goods, the Customs Warehouse
Regime 70 has been created as a new modality that simplifies procedures and makes
Customs more agile. It consists of the suspension of customs procedures, which means
that the goods will not be subject to customs inspection but will be placed in a customs
warehouse. There, they will be in charge of its custody, storage and distribution, while

the necessary procedures are carried out for their subsequent release.

This modality allows for greater agility in the import process, as it avoids long waits
at Customs for the inspection of the cargo. In addition, thanks to Regime 70, import costs
can be reduced, since the corresponding taxes are not contemplated until the goods are
released. Therefore, it has become a very useful tool for importers, who can save time
and money. In order to access the Regime, it is necessary to have a Customs Agent who,

according to the regulation, Art. 5, is:

The natural or legal person whose license entitles him/her to manage, on a regular
basis and on behalf of the importer or exporter, the clearance of goods; for this
purpose, he/she must sign the customs declaration in the cases established in the
regulations and is obliged to invoice for his/her services in accordance with the
minimum fees established by the National Customs Service of Ecuador (SENAE-
2019-0077-RE, 2019).

In this sense, it is understood that the customs agent, being a private individual, is
a public official and therefore must remain under customs control. In this way, he/she
must comply with obligations before the law, customs, and those he/she represents. One
of these obligations is set out in Art. 258 of the Principal Obligations, letter b.

In the clearance of goods in which he/she intervenes, he/she is jointly and

severally liable for the customs tax obligation, and therefore, must verify
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compliance with the formal requirements of the documents accompanying the
Customs Declaration, without prejudice to the legally corresponding
administrative or criminal liability (RCOPCI, 2011).

2.1.2.1 Analysis of implementation requirements

In order to be able to apply this regime, the requirements established by SENAE
and its regulations, such as those described in Chapter 1, must be complied with. In
addition, the goods must be kept in customs warehouses for a period of one year,
extendable for six months, that is one and a half years. It should be emphasized that, if
the case arises and it is necessary to request an extension, this must be done in advance
to avoid the imported goods falling into some type of abandonment or customs destination
that would be detrimental to the importer. Before the deadline expires, the goods must be
cleared, re-exported, or placed under another procedure. As stated in Art, 146 about the

period of permanence

Art. 146.- Period of permanence: The permanence of the goods under the customs
warehouse regime shall be up to one year in total with the extension of six months,
at the request of the consignee, counted from the release of the goods imported
directly under this regime, or from the acceptance of the change of regime or
destination to a Customs Warehouse. If the time indicated is exceeded, without this
special regime having been completed, it shall be subject to the rules relating to
abandonment (...), without prejudice to the penalties applicable for the days elapsed
between the end of the authorized period of stay and the materialization of the facts
that remedy the tacit abandonment or until the definitive abandonment of the goods
is declared (RCOPCI, 2011).

However, if any contravention is committed, such as failing to comply with
deadlines or payments, the importer must pay the full amount of the fine imposed
otherwise, the goods will be definitively abandoned, which is detrimental. In the
regulations, Art. 190 explains which are the customs contraventions. In this case the

following letters would apply:

i. Failure by the owner, consignor or consignee to present the accompanying
documents together with the customs declaration, if applicable according to the
mode of clearance assigned to the declaration; except in cases where the

documents are capable of being supported by a guarantee.
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J-

Failure by the owner, consignor, or consignee to comply with the time limits of
the special schemes (COPCI, 2010).

For such offenses, there is a specific penalty applicable, without prejudice to the

collection of customs duties. For the above, and according to Art. 191, the value of the

fine shall be:

d.

e.

In the case of letter (i) of the previous article, with a fine of ten percent (10%) of
the customs value of the goods.

In the case of letter (j) of the previous article, with a fine equivalent to 1 unified
basic wage for each day of delay, until the definitive abandonment takes place. In
no case may the penalty be higher than the customs value of the goods (COPCI,
2010).

In addition, to access this regime, the declarant (Customs Agent or Importer),

shown in the Customs Import Declaration (DAI-70), which, as mentioned above, refers

to the suspension of payment of taxes; but the importer must pay the amounts

corresponding to customs services, payment which must be made prior to the gauging

channel assigned by Customs, which may be automatic, documentary or physical:

e Art. 80: Automatic gauging channel. - It is the mode of clearance that is carried

out by means of electronic validation of the Customs Declaration through the
computer system with the application of risk profiles established by the National
Customs Service of Ecuador.

Art. 82: Documentary Inspection Channel. - It consists of the verification of the
Customs Declaration and its accompanying and supporting documents, compared
with the information recorded in the computer system of the National Customs
Service of Ecuador, in order to determine the correct liquidation of taxes on
foreign trade and/or compliance with the customs provisions required according
to the customs regime and goods declared.

Art. 83: It is the physical examination of the goods, to verify their nature, origin,
condition, quantity, weight, measurement, customs value and/or tariff
classification, in relation to the data contained in the Customs Declaration and its
accompanying and supporting documents, compared with the information
recorded in the computer system of the National Customs Service of Ecuador, in

order to determine the correct liquidation of taxes on foreign trade and/or
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compliance with the customs provisions required according to the customs regime
and goods declared (RCOPCI, 2011).

On the other hand, the end of the applicability of this regime occurs after the
payment of the corresponding taxes, after which a change can be made in three modalities
of Regimes, which correspond to code 10 -Regime of Importation for Consumption-, code
60 -Re-exportation- and code 87 -Regulation due to loss or destruction-. As mentioned
in the regulation, Art. 149: Culmination of the procedure. - The special customs
warehousing procedure may end with the change of procedure, change of destination or
re-exportation of the goods placed under this procedure (RCOPCI, 2011).

Finally, this regime is a good alternative when importing goods, since a certain
quantity of products enters the country, but the importer clears the goods according to the
availability of resources to pay customs duties and also of space use, in case the importer
does not have its own warehouse. A benefit that should not be forgotten is also the
possibility of keeping the goods under this regime until all the documents (certifications,

authorizations and accompanying documents) are obtained prior to customs clearance.

e Appendix B shows the Specific Manual for the Customs Warehouse Import
Regime, issued by SENAE in April 2015, through Resolution SENAE-MEE-2-2-
016-V2.

As a final point and in addition to what has already been mentioned, it is important
to know the General Rules for Regime 70, which are set out in Resolution No. SENAE-
DGN-2015-0910-RE, dated 29 October 2015, which explains the scope of its application,
the mandatory supporting documents to be submitted, deadlines, guarantees, payment of
taxes, release of goods, and ways of termination of the regime, among others. It is

important to highlight, Art. 6:

Customs warehouse shall present the general guarantee for the suspended taxes on
the basis of its own self-assessment; however, the payment of the customs service
fees shall be made by the importer, and this payment shall be an indispensable
requirement for the execution of the act of gauging in any of its modalities. The
general guarantees shall constitute supporting documents for the customs
declaration; therefore, the customs warehouse may not transmit its declaration
without this requirement and may even incur in tacit and definitive abandonment

for failure to present the DAI within the deadlines established in the Organic Code
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of Production, Commerce and Investments, without prejudice to the administrative
sanctions that may be applicable (Resolution No. SENAE-DGN-2015-0910-RE,
2015).

It is also necessary to clarify what a customs guarantee is, knowing that it is divided
into two types: general guarantees and specific guarantees. As explained in the

regulations, these consist of:

Art. 174.- Customs guarantees are general and specific and shall be granted,
approved, and executed in the form, terms, and amounts determined in the
regulations of this Code. General Guarantees are those which guarantee the entire
activity of a person acting in the international traffic of goods or in the performance
of customs operations. Specific guarantees are those which guarantee a particular
customs or foreign trade operation. Customs guarantees shall be irrevocable, of total
or partial execution, unconditional and of immediate collection, and constitute
sufficient title for their immediate execution, with the sole presentation for

collection, in accordance with the provisions of the law (COPCI, 2010).

Art. 233.- The accessory obligation contracted to the satisfaction of the customs
authority, with the aim of ensuring the payment of any foreign trade taxes levied on
imports or exports; compliance with the formalities determined by the Customs
Administration; and the obligations contracted with the National Customs Service
of Ecuador by foreign trade operators for the exercise of their activities (RCOPCI,
2011).

When dealing with Regime 70, reference should also be made to the guarantees
provided for Customs Warehouses, which can be found in the following case, in Art. 234,
paragraph f), entitled: Guarantees for the operation of Customs Warehouses and
Authorized Facilities,

They must present a general guarantee, the amount of which shall be self-
determined on the basis of the taxes and other surcharges caused by the goods that
they plan to enter to their facilities under these regimes. In no case shall a guarantee
of less than twenty thousand dollars be accepted. The authorized customs
warehouse shall not allow the entry of more goods into its facilities, when the value
of the taxes and other surcharges of the goods already stored is equal to the amount

of the guarantee in force. The guarantee may be increased or decreased according
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to the procedure established by the Director General of the National Customs
Service of Ecuador. The guarantees must be in force during the period of the
operating authorization. For other customs activities carried out under contract or
concession, the amount and term shall be set by the Directorate General of the
National Customs Service of Ecuador (RCOPCI, 2011).

2.2 Customs Control

The National Customs Service of Ecuador, by virtue of the Customs Authority -
which is the set of powers that Customs has to control both the import and export of goods
and to comply with legal provisions, through controls that it carries out. According to

Decision 574, Andean Regime on Customs Control, in Art. 3, it is stated that:

Customs control shall apply to the entry, stay, movement, transit, storage and exit
of goods, loading units, and means of transport into and out of the customs territory
of the Community. Customs control shall also be exercised on persons involved in
foreign trade operations and on persons entering or leaving the customs territory
(LA COMISION DE LA COMUNIDAD ANDINA, 2003).

When an international trade operation is carried out, persons, means of transport,
warehouses, and goods are subject to Customs control. In order to carry out this function,
there are three types or phases of control: prior, concurrent, and subsequent. Prior to this,

it is important to mention what is indicated in the regulation, Art. 37:

Persons and means of transport entering or leaving a Special Economic
Development Zones, as well as the boundaries, access and exit points of the
special economic development zones, shall be subject to surveillance by the
customs administration. Customs control may be carried out prior to entry, during
the stay of the goods in the zone or after their departure. The control procedures
established by the customs administration shall not constitute an obstacle to the
flow of the productive processes of the activities carried out in the Special
Economic Development Zones and shall be simplified for the entry and exit of
goods in these territories (COPCI, 2010).

2.2.1 Types of Customs Control
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Upstream control: CAN calls this type of control the first phase, which includes
inspection actions or direct investigations of foreign trade operators and goods
selected through the risk profiling system. Investigations can be extended to
include shipping companies, shipping units, temporary warehouses and others. It
should be emphasized that this occurs prior to the filing of the Customs
Declaration; and depending on the outcome, concurrent or subsequent control
may proceed.

Concurrent control: This is exercised from the moment the customs declaration is
lodged until the release or loading of the goods. The customs authorities may
require foreign trade operators to provide accompanying and supporting
documents to prove the data contained in the customs declaration.

Subsequent control: Phase in which all customs declarations or investigations
initiated since the release or loading of goods cleared under a particular customs
procedure are checked. Based on the National Regulations, in Art. 104, the
manner in which it is carried out at this level is set out:

In cases where subsequent control actions are carried out, the controls may be
carried out within 5 years from the date on which the foreign trade taxes were due
or from the day following the expiry of the term of the authorized special regime.
In all cases, this process shall be completed within a maximum period of one year
from the date of notification of the initiation of the respective process, with the
issuance of the relevant final report by the responsible unit, which shall contain
the recommendations that may be applicable. If, once the notification of initiation
has been issued, less than one year remains before the statute of limitations of the
Customs Authority's power of assessment expires, the subsequent control may not

be extended for more than one year from the date of notification (RCOPCI, 2011).

2.3 Methodology

This research gathers relevant information focused on the comparison of the applicability
of regimes 70 and 10 against regime 10, in order to analyze the benefits offered by these
regimes in the importation of dental supplies. Therefore, the methodology used included
qualitative and quantitative approach, based on both an operational and economic-

financial analysis, through information collected from official sources of SENAE,
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national and supranational regulations in force, bibliography on the subject and data

collected through interviews in order to investigate and answer the research question.

Mixed methods "capitalize” on the complementary nature of quantitative and
qualitative approaches. The former represents phenomena through the use and
transformations of numbers, such as variables and constants, graphs, functions,
formulae and analytical models, while the latter through texts, narratives, symbols
and visual elements. Thus, mixed methods characterize the objects of study
numerically and through language and attempt to gather a wide range of evidence

to strengthen and expand the subject matter (Hernandez et al., 2014).

It is also important to mention the interviews within the qualitative method as a
fundamental part of this work, as they were an essential source for obtaining information
on operational, logistical and financial aspects, as well as processes to determine the most
beneficial method for the RAMSOL company, since the interview included questions
about experiences, opinions, values, history, knowledge, among others. As seen on
Appendix E. Also, Figure 1, shows the process that was followed in the elaboration of

this work to achieve the objectives set.
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Figure 1

Mixed-method research process

queston()

Source: Figure obtained from "Research Methodology." (Hernandez et al., 2014)
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CHAPTER 3

3. COMPARATIVE ANALYSIS: COST - BENEFIT

REGIMES 70 AND 10 VS. REGIME 10

3.1 Background information
3.1.1 Transfer operation

In the development of an import process, it is essential to understand the process of
customs operation, which in our case of interest refers to the entry of dental supplies from
Brazil. The imported goods will be cleared of customs and subsequently nationalized in
the city of Cuenca (Interior Customs); however, supplies will arrive at the port of
Guayaquil, which in other words, creates a "transfer operation of goods between primary
zones.” As stated in Art. 60 of regulation, the process of customs operation is defined.

Customs operation by means of which goods under the control and authority of
the National Customs Service of Ecuador are transported from one primary zone
to another or to another point within the Ecuadorian customs territory. Customs
control shall be carried out at the point of final destination, without prejudice to
what has been carried out during any phase of the operation, as long as there is an
international alert or denunciation, after analysis and validation of risk
management. The movement operation shall be subject to the controls and
securities required by the Customs Authority, and the movement of the cargo shall
be covered by customs guarantee that covers any foreign trade taxes on the goods
being moved, which shall be calculated on the basis of the procedure established
by the Directorate General for this purpose. In the event of loss, robbery or theft
of the cargo during transport, the foreign trade taxes shall be paid to the State by
the person who requested the customs operation (RCOPCI, 2011).

As this process is an administrative act under the control of Customs, it must follow
some guidelines, the main one being the acquisition of the authorization for the transfer
operation of the goods, which is obtained through a request sent by Quipux (means of
communication between institutions) to the competent customs authority. According to
Art. 6 of Resolution No. SENAE-SENAE-2022-0053, it must be obeyed as responsibility

of the customs obligation:

The person who makes the request or registers the movement operation, as the

case may be, becomes directly liable for the customs obligation. The accident that
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causes the loss of the goods does not extinguish the customs obligation, which
shall be paid in full. (...) The person who generated the entry of the goods into the
Ecuadorian customs territory, in the capacity of agent, unofficial agent or
voluntary manager of the taxpayer, becomes responsible for the customs
obligation on behalf of the taxpayer (Resolution no.. SENAE-SENAE-2022-
0053-RE, 2022).

Finally, it is of utmost importance to mention the customs guarantee, which must
be provided to Customs as security for the payment of taxes. As mentioned, before this is
the responsibility of the person making the request, and this guarantee must be made
within 30 days; it should be noted that for the correct development of this operation, a
carrier authorized by SENAE must be available, and the means of transport used must be
registered in the ECUAPASS system. On the other hand, the service to make this request
and subsequent option may be provided by private services rendered by customs

warehouses.

e Appendix C of this document contains the Specific Manual for the Transfer of
Goods between Primary Zones, issued by SENAE in February 2018, through
Resolution SENAE-MEE-2-3-3-010-V5.

3.1.2 ARCSA Operating Permits - Good Practices

In order to enter the country, all products must have a sanitary registration, which
is the guarantee that allows the product to be marketed. In the first instance, you must be
a distributor, thus, you must do an activity with the Internal Revenue Service, by means
of a Single Taxpayer Register. Following this process, a Good Practices permit as
distributor of medical devices (the category to which dental supplies belong to) must be
obtained from the National Agency for Regulation, Control and Health Surveillance
(ARCSA).

Prior to this, Good Storage, Distribution and/or Transport Practices for
Pharmaceutical Establishments and Medical Device Establishments certification must be
obtained, which, according to the ARCSA, is defined as the:

A set of mandatory minimum standards to be complied with by the establishments
described in Article 2 of these regulations, whose activity is the storage, distribution

and transport of the products referred to in these regulations; with regard to
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facilities, equipment, operating procedures, organization, personnel and others,
aimed at ensuring the maintenance of the characteristics and properties of the
products during their storage, distribution and/or transport (RESOLUCION
ARCSA-DE-002-2020-LDCL, 2022).

All establishments, warehouses, and warehouses with activity in the health sector
must obtain this certification, which requires a specific place with sufficient capacity to
store these types of products, as well as reception, distribution and transport processes. In
order to obtain this certification, an application form must be submitted to the Technical
Director of the Agency, together with a list of products to be kept in storage that indicates,
the temperature conditions needed to handle these inputs and any other important

characteristics, as can be seen in Appendix D.

For this process it is necessary to have a technical manager with a biochemical-
pharmaceutical profile, a chemical engineer or a person who has and demonstrates
knowledge of the health-related area with a minimum of 10 years' experience in handling
medical devices. Compliance with this profile is then verified by means of a visit by
ARCSA and a BPADT audit, which lasts a minimum of three days. Once the requirements
have been approved, and with the certification in the hands of the company, the operating
permit can be obtained, and with this step completed, the sanitary registration of each

product to be imported can move forward.

A key point to mention is the BPADT service, which can be external to the
company, as this is a requirement for obtaining the certificate. If the institution does not
have a technician or outsourced company to guarantee the correct operation of the
warehouse, it can enter into a contract to obtain this service from a distributor. It has to
be indicated in the application that this service will be outsourced by an institution
authorized to carry out this logistical process.

3.1.3 Sanitary Registration

It is defined as the probability of occurrence of an exogenous, adverse, known or
potential event that endangers human health or life, resulting from the exposure of
the population to biological, physical or chemical factors, due to the production,
marketing, distribution, use, consumption or possession, among others, of the
products (ARCSA-DE-026-2016-YMIH, 2017).

Legal requirement:

45



e Certificate of Free Sale: Legal document from the country of origin indicating a
list (name and brand) of registered products that are free for sale

e Power of Attorney: Authorization from the manufacturer to the person responsible
for marketing in Ecuador.

e Certificate of Good Manufacturing Practices or Certificate of 1SO 13485, the
international standard for quality management systems for medical devices:
Issued by the competent health authority or the certificate of 1SO standards issued

by accredited bodies as appropriate.

Technical Requirements must be on the letterhead of the supplier company, in
Spanish or English, with the signature and position of the person in charge and the
company's stamp. It should be noted that the parameters to be analyzed are established by

the manufacturer:

e Batch code: A description of the batch handled by the company, with name and
signature of the technical responsible.

e Finished product specification: Analyses done on the product before release to the
market with acceptance range and compliance results.

e Product quality certificate: Analyses demonstrating the quality of the product,
with acceptance range and compliance results.

e Description of raw materials or materials: Information related to raw materials,
materials, active ingredients and additives used in manufacturing.

e Description of the functional components, parts and structure of the device: Must
include list, scheme, pictures or diagrams of the functional components, parts and
structures that are part of the device.

e Instructions for use and/or catalogs: These must be in Spanish.

e Description of packaging material: Both primary and secondary.

Description of the manufacturing process: Flow chart of the manufacturing
process of the device.

e Use: Declaration of how the product is used.

e Stability certificate: Must indicate storage conditions, time, parameters, and result
of the shelf life.

e Label: Must be original to the product.
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e Certificate of sterility: Where the sterilization method is indicated, the minimum

duration time, or in its effect a statement indicating that it is not sterile, as the case

may be.

e Biocompatibility: Certificate of compliance with 1SO 10993, which is a set of

standards that evaluate the biocompatibility of medical devices.

e Bio functionality: Specific clinical studies applicable to the device that provide

clinical evidence.

e Scientific literature of the product: Studies, publications of studies where the

product has been used.

The following documents come from the international manufacturer or supplier,

i.e., there must be a guarantee of origin, which can be demonstrated by means of a

certificate of origin of the products to be imported.

3.2 Analysis and development of the process of applicability of

regimes - Benefits

Table 4
Comparison between Regimes

REGIME 10

REGIME 70

As it is a non-transformation regime, that
is to say, a definitive entry into the country
and with a term of 15 to 30 days, it allows
the procedures carried out to be agile, if it
is applied correctly following the
regulations and complying with the
established customs formalities.

Because of this, it is the most commonly
used for dispatching goods from the
primary zone. The process starts with the
(DAI);

continues with the payment of taxes,

Customs Import Declaration

tariffs and customs duties; and ends with

the nationalization and removal of the

It allows the goods to be stored without
paying taxes and customs duties for a
certain period of time. The flow of money
is the main reason for using this regime,
due to the high import quotas. Thus, if the
company lacks liquidity for customs
clearance, it could do it according to its
capacity.

In addition, the customs warehousing
regime allows the company to comply
with all the prior control documents, as the
goods can remain in the warehouse until

these documents are completed. It is
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goods from the temporary warehouse. It
should be noted that in comparison with
other regimes, this one is easier to apply.

For this, depending on the origin of the
goods, taxes are paid, such as: Tariffs,
Added Childhood

Development Fund, and if the tariff

Value Tax,

subheading warrants it, the Special
Consumption Tax must be paid.

As background, in the approval of the
customs procedures to be carried out,
importers or the Customs Agent must
present: certificate of origin, bill of lading,
commercial invoice, cargo manifest,
import customs declaration, and gauging

documents.

helpful because there is a period of time to
pay the customs duties.

For this, the process to be followed is to
present the shipping documents and
request a contract from the warehouse.
Mandatory requirements such as the BL,
commercial invoice, certificate of origin,
among others, are also necessary. In the
warehouse, the CIF value (Incoterm; cost,
insurance and freight) of the imported
goods is required for the respective
storage.

On the other hand, the bonded warehouse
has a general guarantee, which serves as a
support for both Customs and the importer

in the payment of taxes.

Based on National and Supranational Regulations.
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Figure 2

Process Flowchart in Regime 10

Source: Figure obtained from "Manual Especifico para el Régimen de Importacion de Depdsitos Aduaneros™ (Manual
Especifico para el Régimen de Importacion de Depdsitos Aduaneros, 2015)

Figure 3

Process Flowchart in Regime 70

Source: Figure obtained from “Manual Especifico para el Régimen de Importacion de Depdsitos Aduaneros” (Manual

Especifico para el Régimen de Importacion de Depositos Aduaneros, 2015)
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3.2.1 Applicability cost

The next tables show the costs in terms of the applicability of the customs regimes.
As is already known, in order to implement Regime 70, it will be necessary to use a
change of regime, in this case corresponding to Regime 10. For this reason, the
application costs for Regimes 70 and 10 will be different with respect to the application

of Regime 10.

e Regime 70 is handled by the customs warehouse tariffs, which is known as a
Customs Import Regime. However, when referring to warehousing, this is the
physical space in which the goods can be kept in the warehouse for a period of 12
months, extendable up to 6 months, as required.

e Regime 10 operates through the temporary warehouse, which is a warehouse
where the goods remain for a maximum period of 30 calendar days after

unloading.

In the same way, the importer should be aware that the cost varies depending on the
time the merchandise is stored in the warehouse; that is to say, the customs deposit tariff
in its initial totality must be covered with 746.80 dollars with a monthly increase of 350
dollars, the same happens in the temporary deposit tariff, which has a value of 485.90
dollars per day. In the following, a scenario will be presented, in which 12 months and 30
days are calculated, respectively, in order to obtain a reference based on the maximum

periods dictated by the regulations. Without first outlining the main costs:

Table 5
Customs Warehouse Tariff

Customs Warehouse Tariff
Description Tariff

Storage based on CIF value plus tax $ 350,00
Weighing per container $ 44,80
Administrative costs $ 112,00
Unloading (with stevedores) if required per container $ 120,00
Dispatch (with stevedores) if required per container $ 120,00
TOTAL $ 746,80
The value for storage is calculated on a monthly basis $ 350,00

Based on research conducted in bonded warehouses.
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Table 6
Temporary Deposit Tariff

Temporary Deposit Tariff

Description

Tariff

Service per container

212,80

Storage per container

8,78

Weighing per container

50,40

Reception and dispatch per container

95,20

Positioning for container gauging

118,72

TOTAL

B R BB A

485,90

Based on research conducted in bonded warehouses.

The prices to be paid for regimes 70 and 10 vs. regime 10 are shown, which

represent only the costs of services, permits and obtaining certifications, excluding other

logistical surcharges and customs duties applied to the goods, as these vary depending on

the quantity of dental supplies to be imported. It should be noted that the total values will

change with the time and number of procedures to be carried out.

Table 7

Costs in the applicability of the 70 and 10 Regimes

REGIMES 70 Y 10

Process Cost Characteristic

Obtaining Electronic Signature Token $ 60,00

Customs Agent Services $ 302,40 Value depending on the number of
procedures.

ARCSA Operating Permits $ 904,54 Value for five years.

ARCSA Best Practices $ 162,00 Value for one year.

BPADT Services $ 500,00 Value over five years.

Chemical Engineer Services Sanitary $ 560,00 Value depending on the number of

Registration steps.

Customs Warehousing $ 746,80 Initial value.

Temporary Warehousing $ 485,90 Daily value.

Extra Expenses $ 200,00 Value depending on the number of
procedures.

TOTAL $ 3.921,64 Non-fixed value.

Based on research conducted in different institutions, both public and private.
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Table 8

Costs in the applicability of Regime 10

REGIME 10

Process Cost Characteristic

Obtaining Electronic Signature Token $ 60,00

Customs Agent Services $ 302,40 Value depending on the number of
procedures.

ARCSA Operating Permits $ 904,54  Value for five years.

ARCSA Best Practices $ 162,00 Value for one year.

BPADT Services $ 500,00 Value over five years.

Chemical Engineer Services Sanitary $ 560,00 Value depending on the number of

Registration steps.

Temporary Warehousing $ 485,90 Daily value.

Extra Expenses $ 200,00 Value depending on the number of
procedures.

TOTAL $ 3.174,84  Non-fixed value.

Based on research conducted in different institutions, both public and private.

Table 9

Calculation on the applicability of Regimes 70 and 10

REGIMES 70 AND 10

Process Cost Characteristic
Total Initial Value $ 3.921,64 Non-fixed value.
Customs Warehousing $ 4.200,00 Value for 12 months.
Temporary Warehousing  $ 14.577,00 Value for 30 days.
Final Total Value $ 22.698,64 Value not fixed.

Based on research conducted in different institutions, both public and private.

Table 10

Calculation on applicability of Regime 10

REGIME 10
Process Cost Characteristic
Total Initial Value $ 3.174,84 Total Initial Value
Temporary Deposit $ 14.577,00 Temporary Deposit
Final Total Value $ 17.751,84 Final Total Value

Based on research conducted in different institutions, both public and private.
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Looking at tables 9 and 10, in the final value, the difference between the

applicability of Regimes 70 and 10 vs. Regime 10, corresponds to 4946.80 dollars.

Therefore, Regime 10 represents lower costs in its applicability. This generates financial

and operational benefits, strengthening the company's logistical treatment. On the

operational side, this regime continues to be beneficial for RAMSOL, due to several

factors, such as:

The nature of the product requires special treatment, and it is important to
nationalize the merchandise as soon as possible to store it in a suitable warehouse
duly approved by ARCSA. This allows the quality of the products to be
safeguarded and to avoid losses.

According to the aforementioned regulations, medical devices must enter the
country with all the required documentation, such as operating permits, health
registration, accompanying documents, and supporting documents. In this sense,
an advantage of Regime 70 is invalidated, which consists of keeping the
merchandise in the warehouse until the previous documents are presented.

In Regimes 70 and 10, the logistical process is lengthened, as it requires more
time and documentation to be submitted. This is the case of the regime change
operation, which also generates higher costs and delays for the products to reach

the company's stock.
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Conclusions and Recommendations

The objective of the development of this work is based on the strategic planning of
a beneficial import method for RAMSOL, through a comparative analysis between the
applicability of Regimes 70 and 10 vs. Regime 10. Therefore, through research,
consultations and data collection, it was concluded that it would be more beneficial for
RAMSOL to import under Regime 10, as compared to Regimes 70 and 10 as a whole,
since it brings advantages both at an operational and economic level, being a regime that

ensures efficiency and effectiveness.

An important point is the clearance of goods from the primary zone. As Regime 10
is a definitive entry into the country, there is a period of 15 to 30 days to nationalize the
goods; compared to other regimes, this is quick and easy to apply, as long as it is applied
correctly following the regulations and complying with the established customs
formalities. In the opposite case, Regime 70, which allows the goods to be stored without
paying taxes and customs duties for a certain period of time, however, based on the
analysis carried out, it was observed that this advantage is not appropriate for importing
dental supplies.

As it is already known, in order to acquire dental supplies (medical devices) it is
necessary and mandatory to obtain the Sanitary Registration of each product, which is a
requirement that must be fulfilled before the shipment of the goods and their entry into
the country. Consequently, this factor invalidates one of the advantages offered by
Regime 70, which is to keep the goods in the warehouse and clear them when obtaining

previous documents, depending on the company's capacity.

Another point to mention is the characteristics of the different products to be

imported, as some of them require special treatment, as mentioned in the interview to:

The Customs Surveillance Corps has carried out operations with ARCSA, as we
share information by virtue of an agreement signed with SENAE, where, among
other issues, it was decided to carry out inter-institutional operations, as smuggled
products were entering without complying with customs formalities, which were
medical and dental supplies and equipment, as well as products that infringe
intellectual property. The control was carried out in premises that distributed dental
products, and what ARCSA checked was the expiry date of the product, as well as

certain quality control standards, for example, the refrigeration of products that
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required it (pastes, resins, bleaching, gels and others) (P. Moyano, personal

communication, 14 March 2023).

In this context, in the case of importing under regime 70, it is necessary to consider
that the warehouse has adequate space to protect the quality of the product and to follow
an adequate temperature chain. In this way, importing under regime 70 would work with
products that would not require special storage, otherwise it would be convenient to
import under regime 10, which allows the company to have greater quality control over
the product. Likewise, it is worth considering what was pointed out by Mgt. Patricio
Moyano, who is knowledgeable about customs legislation and its processes:

Applying a regime depends on the type of goods to be imported; if you are
importing inputs with a delicate logistical treatment, it is advisable to import under
regime 10. It is often better to spend time obtaining authorizations and importing
under Regime 10, rather than under Regime 70 to deposit the goods and gradually
obtain the documents to clear them for customs clearance. It is an initial investment,
until you gain prestige and obtain documents that in the future only require updating
(P. Moyano, personal communication, 14 March 2023).

Based on the third specific objective, - To compare the cost/benefit at an operational
and economic level in the application of regimes 70 and 10 vs. Regime 10, in order to
strategically establish the most beneficial procedure for the RAMSOL company. - It is
concluded that the cost/benefit applies directly to Regime 10, therefore the procedure to
be followed by the RAMSOL company is to import under the Import for Consumption
Regime.

To conclude, it is recommended that RAMSOL carry out import operations under
regime 10, which, although it requires complete documentation in a shorter period of time
than regime 70, ensures advantages for the company due to the fact that it will have better
quality control over the products, favoring their distribution and sale. In addition to this,
operating costs will be lower compared to regimes 70 and 10, thus generating operational,
logistical and financial benefits for the company. It should be emphasized that, in any
option, the same initial process must be followed to enter the warehouse, which consists
of presenting the shipping documents and requesting a contract from the warehouse.
Mandatory requirements such as the Bill of Landing, commercial invoice, and certificate
of origin, among others, are also necessary. Without forgetting, any investment in any

regime will be of long-term recovery and profit.
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Appendix B

Specific Manual for the Customs Warehouse Import Regime (70)

e
INAE-MEE-2.2-016
MANUAL ESPECIFICO PARA E1 REGIMEN DE IMPORTACION ] ¥ N“f‘:'f ; e
sl DE DEPOSITOS ADUANEROS FechaAbr7 2008
SﬂW\E | Piginal de 21 l
J

4

EGUAPASS
SENAE-MEE-2-2-016-V2

MANUAL ESPECIFICO PARA EL REGIMEN DE
IMPORTACION DE DEPOSITOS ADUANEROS

ABRIL 2015

'T“;a VS o I,

vom Dverwn Mace el de Mopra Lo b
v s e Mapoa Liwe raa v Nomaesw: .h'tuc-
| — — + e e S—
TF I RLA S WO AL L RS T T A A I'”l)lx\l .um CTE V1A oDt
KisA :'r‘.v\--.m‘-‘» I RETONTINIG Y -v.-,'."~. LTI MEN ar\nl L UE x-uu«nawwmsw x
O HULADASE &0 00 1 s IR M A S R A \Il ey LA B AL t\l Nuln SINAENTAWRE 151

76



MANUAL ESPLCIVLCO PARA EL REGIMEN DE IMPORTACION

A Al

' SENAR

DE DEPOSITOS ADUANEROS

(.J'J:I_ll
SENAEMEE-2-19%
Veron: 2
FechaAbr/ 2015

Pagisse2 de 21

|l

l)\'\l'lil’u ion del documenio

Esie documento detlla el procedimiento a segusr para his mercanciis que se acojan al

importacion de depdsitos aduaneros,
( ".‘i\ oo
Establecer bis acu

Ecuador, denominado Ecuapass.

Elaboracion / Revision
Nombre / Cargo / Firma /
Fecha

b

HOJA DE RESUMEN

Kiades necesaras relacsonadas al régimen de importacin de depdsitos adusneros, a
través de b comecm utihzacibn de @ herramuenta informatca del Servicio Nacional de Aduana del

\|‘-|‘.|P| acon
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Accitn

Direccion Nacional de Mejora

B L
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Razdn
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Abnl 2015

Modificacion de
consideracion geperal 5,13, 5.8
Adicidn de las comsideraciones
generales 5,14, 5.15, 5.16, 5.17;
procedmiento  6.4; flujograma
74 ¢ indicadores 1, 2. Se
elimunaron corsuderacones
generales 515, 5.1.6, 52, 53,
510 indicador 1 version
ANLE 0T
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MANUAL zsndnoo PARA EL REGIMEN DE IMPORTACION

ADUANEROS

L. OBJETIVO

Esmblecer las actvidades necesanias relacionadas al régimen de imporeacion de depdsitos aduancros, &
través de la comecta utilizacion de b hermamienta informatica del Servicio Nacional de Adwana del
Ecuador, denomnado Ecuapass.

2. ALCANCE

Fste documento estd dingido a los agentes de aduana, imporadores, depdsios aduaneros, efes de
Procesos Aduaneros de Exporaciones, téemcos oprudm:s del irea de expormaciones, jefes de Procesos
Aduanems de Regimenes Especiales, directores y téenicos operadores de ln Direccidn de Despacho y

Zona Przmana.

Comprende los siguenes procesos:

¢ Ingresoal régimen de importacion de depdsito adunero (70).
»  Compensacitine Importacidn a consumo (10) - Nacionalizaciéa del régimen.
»  Compensacsn: Reexporacidin (60).

No comprende ¢l denalle de los sggsentes procesos, que deben ser consultados en los procedimsentos
documentados comrespondientes =

Llerado v mansmuidn de ks DAL / DAE.
Atoro

Salida de mercancias de zona parmara
Destrucesdn de mercancias

Abandono de mercancias

Garantins aduaneras

3. RESPONSABILIDAD

31 la apleacion, cumphmento y realizacion de bo descomo en of presene documento, e
resporsabiidad de los agentes dt aduana, imporadores, depdsitos adwancros, jefes de Procesos
Aduaneros de Exporsaciones, técnicos operadores del drea de expomaciones, xefes de Procesos
Aduaneros de Regimenes Especiales, directores v séenicos operadores de la Dircecién de Despacho
y Zona Pamana.

3.2 La realizacidn de meoramiento, cambios solicitados y gestionados por los distntos, k comesponde
2 L2 Direceidn Nacional de Mejora Conemua y Tecnokogias de la [nformacion para su aprobacian y
difusién.

| lr.:mjﬂoml’a“ Dhovocs Nawuwul de Soiny Convirns ¢ Teondog & o
whrrem we

TT ST Ru R ILr S W URC AL 111 AT T L ) WRTO ST TN e
SR LA AR OO PR ) T ST INT D 8) m»u.rum-uo\mmmnoumumuuxncmwrgo
CODTRUSALIAS, S8 11550 AK 540 VIGENIA COMUWHAND DN 1Y COCUNMENTO SURLCAMY I N LA %I R
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MANUAL ESPECIFICO PARA 1L REGIMEN DE IMPORTACION
DE DEPOSITOS ADUANEROS

NAANAS L

4. NORMATIVA VIGENTE

Condige
SENAE-MEE-2-2.01

Vermwni 2

Fecha:Ale /2013
Pignas de 21

o Codigo Organico de la Produccion, Comercio ¢ Inversiones Copes, Regsstro Oficial Suplemeno 351.
29/diiembre/2010.
e Reghmeato al Titlo de Facilitacion Aduanera del Libro V del Codigo Orginxo de b Produccion,
Comercio ¢ Inversiones, Registro Oficial Suplemento 452, 19/mayo/ 201 L
o Resolucion SENAE-DGN-2012-0354-RE, publicada en Registro Oficial 841, 29/ poviembre/ 2012,
o Resolucion SENAE-DGN-2014-0604- RE, publicada en Registro Oficial 841, 01/ ocnubre/ 2014

5. CONSIDERACIONES GENERALES

8.1 Con el objeto que se apliquen los érminas de manera corecta a contnuacidn s¢ presentan alunas

5.2

definiciones mherentes al régimen de importacion de depdsito aduanero.
5.1.1 Deposito Aduanero Es un régimen especil aduanero, mediante ¢l cual

impuestos y recangas aplicables.

las  mercancus
imponadas son almacenadas por un pericdo  determinado sin el pago de derechos de

512 Garantia general.- Son aquellas que afianzan toda la acuvidad de una perona que actua en
o trifico nemacional de mercancis o en la realizacidn de operaciones aduaneras.  Esta
garantia debe ser presentads ante la Direccion General del Servicio Nactonal de Aduara del
Ecuador y Subdireccién de Apoyo Regional, para el funcionamiento de Lis msealaciones del

deposito aduanero,

5.13 Reexportacion.- Es b salida definitiva del temitorio aduanero, de mercancias que estuvieron

sometidas 2 un régimen aduanero, con excepeion del nigimen de imponacxin  pan

consumao,

el

§.1.4 Destruccion.- Implica rodo proceso por el que b mercancia desapanezca, prerda su uriidad o

caracteristicas fundamentales y que en consecuencia pierda twlmente su valor comercal

[ 0s depésitos aduaneros pueden ser publicos o privados:

o Privados: Destinados al wso exclusivo de su tiufar.
o Piblicos: Pueden almacerar mercancias de propiedad de terceros.
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5.3 El ségmen de importacion de depdsito aduancro tanwo privado como piblico tiene b misma
codificacion dentro del Ecuapass, el codigo que identifica a este régimen es 70,

54 El régmen de imporacion de depdsito aduancro debe desarrollarse en instalaciones fisicas, previo
al inicio de sus operacsomes debe presenear una garamia general, para conocer este procedimicnto
remitivse ol “SENAEMEE.2. 7001 Mawual espectfico para fa aduveictracisn de garantiar adwaneras’)

5.5 El depésito sduanero debe emitir un formulano en la pantalls “Solicitud de autorizacion™ con o
de motive “Soliciond de autorizacidn al régimen” en el Ecuwpass. Una vez regserados los daros
referentes a lis mercancis, el Ecoapass asgma un simero de registro, el cual debe incluine en b
Declaracion Adwinesa de Importacidn (DAI-70). Dicho nimero debe ser comunicado por pare
del depésito adwnero al mportador o agente de aduana,

5.5.1 En el caso de ser un depdsito aduanero pdblico, debe anexar en b solicitud de autonzacsdn
para ingreso al régimen, el contrato de sobicinud preva.

552  Lasoliczod de autonizacion para ingreso al régimen no estd sujeta a aprobacion por parte de
los servidores adwaneros, el régimen se autoniza con el cene de aforo. Para ejecutar ks
procesos de aforo se debe remiitir a los procedimientos documentados: “SEN ALGOLE.2.2-
003 Guia de aperpdlores o ommeros exierar parg fa svodalilad de despacko o aeal de afors
awteadnie”,  "TENAC-MEE-J-2071 Muxal especfion paara Jas svrionces asaradas b &
modadidad de depoche  con el ke afre dovmentsl o siatrinin” 0 “SENAD-ME-2Z0M
Mt eiperifia pava ks meeiandos aemparaias bps fa sodaldad o depacly an canal o aforo (s
tmiewiiva” Postenior al cierne de aforo, ¢ Ecuapass procede a debaar el valor de b garantia
e la cuenta de garantias y se concede of levante de las mercancias.

5.6 El declirante debe transmitr una dechiracion sduancra para of régmen de depésito aduanero
(con codigo de régimen 70).

5.6.1 Para conocer ¢l lienado de b declaracidn, remititse al “"GOE 2-2-004 Guae de speragdoers &
comerciy excterior para of lewads de la declanaciin aduwawera de importaave (D.A1)", considerando que
parz la DAL70, en b pesmaiis “Documentos” > Campo GO3 “Tipo de Documenta”, se
debe regrserar lo siguente:

El nimero de regiswo de autorizacion para ingreso al régimen, selecconar “(015)
Autorizacién para acogimiento a régimen especial” y escribir ¢l nomero de registeo
de autorizacidn para ingreso al régimen en ¢l campo “GO2 Nimero de documento™

5.7 1a DAL70 hace relacion a kb suspension de pago de tibutos; sin embargo, el impornador debe
cancelar los valores correspondientes a b tasas por servicios aduaneros; este pago debe efecnane
previo al aforo docuntmal o fisico v en ¢f caso de aforo automitico, huego del cierre.,
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Fl incumplimiento por la falta de pago de wbutos dentro del plazo establecido conleva al abandono vicito
de las mercancis. Para proceder al aforo de mencancias, el declirante debe subsanar ¢l abandono icio,
sepin lo establecido en & procedmiento “SENAEMEE 2 2.002 Manwal especificn pava 4 alwdsao liceiv,
expesy ¥ definitin
5.8 De acuerdo al ar. 149 al Reglamento al Libro V del Copai, ¢l régimen de imporacion de
deposito aduanero puede compensarse con ¢l cambio de régimen, cambio de desuna con b
reexponacion; consxlerindose las declaraciones:

o Gadigo 10 Importacidon a Consumo - Nacionalizacion del régimen.
o Codigo 60 Reexponacidn.
o Codigo 87 Regulirizacion por péedada o destruceion.

Y siempre que i norma no lo peohiba, se puede compensar ¢l régrmen especial de depésno
aduanero, con un régimen diferente a los antes mencionados,

59 En la compensacién por mporiaciin a corsumo, el dechrante debe proceder a wmansmiur fa DAI
con codigo 10 (DAI-10), asocumdo a cada fem a nacionalizar, b declrcion precedente (DAI 70}
Al otorgarse 2 L DALIC b “Saids datariade , €l deposito aduanero procede con L enmrega ée la
mercancia 4l imporador.

5.9.1  Si del aforo de b DAI-10 de compensacidn se derermina que 50 procede ka nacionalizacién
parcial de lo decliado, comesponde comegir b dechirmcén  dewallando Gricamente k
mercancia que no tene impedimento kgal pan naciomalizarse.  Pama conocer
detalladamente como realizar s corneccion, remitase al procedimiento “IENAL-MEE S 2
(6 Macnal eipelion povie be camecasw, mumamaen y rchage de decleraciin adwinera dr pvpariacon
(DA

Para aquelia mercancia que no pudo ser nacionalizads, el declarante puede transtmatr una
DAF.-60 {reexporacién) o transmitic una DAL-S7 (dessruccion).

592 Si del aforo de la DAI-1C de compensacion se dewrmina que no procede la nacionalizacion
1otal de Jo dechirado, cormesponde rechazar la declaracién de compensacién. Para conocer
deralladamente como realizar el rechazo de b declaracion, remiuse al procedimmo
SIENAEMEE-2-2006 Mawwa! especiico pary bt comeccion. nesiztwaon 3 eeoheny de decloranasn
wdsamera de mpartacvy (13417

En estos casas, ¢l declarante puede ransminir una DAE-60 (reexporacion) o ransmuLe Wi
DAI-S7 (destruccion).

5.10 En la compensacion por geesponacion, b movilizacién de b mercancia desde el depésito aduznero
hasta ¢ deposito emporal ¥/ o zona primaria es bajo b responsabilidad del depésito aduanero
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amparado en su garantia general. No se requiere acto administranvo par esta operacion de
movilizacidn, Preva b sa&h del depdsito aduanero debe estar generada la DAE-60,

5.11 El jefe de Procesos Aduaneros de Exportaciones o téenos operadores de la Direccion de
Despacho y Zora Primaria, segin corresponda, debe verficar que las DAE-60 con sabda
auxonuda cumplan con el embarque de ks mercancias, y en los casos que mo se efectie dicho

» deben comunicar 3 b Jefauea de Procesos Aduareros de Regimenes Especiales o
dmecwr de Despacho y Zona Primania, segin comesponda, para que realice lan acciones
adminstrativas correspondientes a las que hubiere lugar.

5.12En la compensacion por destruceadn, ol declirante debe trarsmitir una DAI-87 (deseruccion de
bienes no marsformados). Para cumplir con bis formalidades correspondientes a la destruccion,
remitase al procedimiento “SENAE-MEE-2-3-005 Manwal expecifico para by destrovziin de serancias hasa
ol owwirsd aduanero ",

5.3 La acreditaciin automdnea de la garantia general presentada por el depésito adusnero ocure al
realzar el ciere de aforo de b decliacin aduancra de compensacitn, penerindose
automdtcamente la salida de exissencias.

5.MEl diector disirital o su delegado en el cortrol de los regmmenes especiales, debe venficar
daanamente bos regimenes aduaneros vencidos.

818 El direcror distrital o su delegado en el conwol de los regimenes especiles, debe proceder 4
suscribir ¢l documento que da nicio al procedimiento sancionatorio denmro de circo dias habiles
después del vencimiento del régimen.

546 El director dstial o su delegado en ¢l conmol de los regimencs especules, dentro de su
jurisdiccian, ‘pmgraman memswlmerse ¢l o Jos depdsitos adwneros a ks cumles realizard
wspeccaones fisicas de mercancis,

507 El direcror distrital o su delegado en el conwol de los regimenes especiaks, debe elaborar y
mantener acruahzada una biticora de: Inspecciones mensuales realizackas a los depdsaos aduaneros.
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L

6, PROCEDIMIENTOS

6.1 Ingreso al régimen de importacidn de depdsito aduancro (70).

[
| No. Actvidad | Producto | peqcripein de Actividad | Responsable ey o
Regista en Ecuapass b
Sobeiud  de  swtorzacyn,
wulizando para el efecto b
3 sguente ruea:  Poral
Giﬂ“;d k:tomuaén Emm iz Solicnud  de
solicit de 5 Q‘xmm——z'—m = 2 Depdsito AutHNZIC0N
1. | autorizacon ; gmﬂ di idn_ deLudoc adug‘;nm pan  Ingreso |
par ingreso a < Qmmum__z.___ul. : T al  régunen
régimen ;’i’:::" hmmm“ 0 > SMI" 1 d envada
autotizacion, en el campo
- motivo del tstmite escoger
C%(01)  Autorizacién  al
- _régimen”.
Nomern  de
| Asigna nimem | Solicitud de g S0
de regisiro de | autorizacion | Erme el nimero de regisro .uxonz.gc. "
1| autonzackin | pam ingreso de autorzacion para ingreso | Ecuapass p]m :’.’"“'
pana ingreso al | al  régimen | al négimen. & .E;:""
régimen envida SO
al  depisita
temporal.
Nimero de Namero  de
_ regisro de [l NG de regs : :
Comumsca el | saworzacion i ‘ s adrhs de
N" de megistro | para iogreso de b Sobcind  de | Deposito AUOTZICN
i P | B, autonizacion, a fin de que el | adwnero pama  ingreso
de b Sobicixd | al  régimen Ldiiare ) . b | h:
de awtorwacion | comunicado Dl’.:tl mmr 0 M00KE 2N * réfptien
.‘Il deOSI(D A muﬂ&ﬂ’ﬂ
emporal. 3l dechirante.
Namero de | Liera b DAL70 ¢n b ruta DAI-70
; istro de | Pomal_extemo > Trimies | Imporador o | transminda,
i }l;?“m‘r%:c ;:gwrimci(m opeptives > LLI | agene de | Ligusdacn
para ingreso | Documentos ekectromaces > | advana por wsa de
L al  régumen | Pestana “De SErvICIOs
—— F@; e s ,?2- At '
1 ity ¥ Meywa Coremas Y ‘
Aerrarath Moo Cairdae Sl e D nw Nacwad ?-w('..::'r\n-'«-h-ml-l ]
(VISR TN AT T AT A 10T T T ATATRST Frer KA L1 ST RET 6300 T 1 Munnmvw:{?ﬁ:
GOV AR OO FRON T CHSTINTO AL TRE VY l-,_lLA};’\'llijl)vuiﬁgxulllls.l LETALCS VON QOIS D .x
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Actividad | Producto ; =2 Producto de
No. de Entrada Descripcién de Actividad Refpomblz Salida
ilommi‘-ldo sduancro” > Tmpaortacion adhaneros
' > Declatacién  de generada,
dechiance. | imporacion; vy la
Transmete. Asoci el nimero
de solicitnd de autorizacion
al régimen y No. de garantia
genenal proporcionados por
el depésmo aduanero.
Saﬂ:inda. Realiza el pago de ki wsa
Realiza el Liquidacién | P servicios. aduancros Imporador o
5 1za el pago por tsa de para que s¢ contnde con ¢l 2 g Pago de s
genie
de l2 wsa PHTITAR proceso de aforo. El pago | “20 realezado.
;Almne o8 debe realizasse dentro del | °
generads, plazo corres pondene,
Ejecuma el proceso de aloro
conforme fos
procedimeentos Téenico
6. :}:;aocm de :;lgo df 3 nweacionados  en la | operador  del DM";:
consideracsén 582, el cual | dres de aforo | ™
culmena csande no  hay
observaciones.
i Con e]d ciere  de  aforo
Genera uso ocurre ¢l uso automatico
> DAI-70  con
garanti ¢ DAL7G (débito) a la garantia general | .
4 INEreso de | cerrada, del depdsito aduancro ¢ i e ::[::mdn.
mnventano ingreso e inventno  al
r.
Ingreso de 2&;’0 O Sabda  la mercancia  del Mercancias
mercancias  al . de pésito se la | Depasito ingresaces  al
k. depdsito :‘:v:::‘hde moviliza hasea el depdsito | Aduanero de pdsito
sduanero e aduanero pars su ingreso. aduanero.
K'in-h
Awibwa ern Commmin ”"(J‘ 'f‘"rm Lvese: Nacurad de Mes Comsmns v Toowdgn e e ‘l
RS EE N L Y nLnllnm‘:&ul:)‘f?:uu,::-l:‘ll BN L LU VO e
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6.2 Compensacion: Importacion a consumo (10) - Nacionalizacion del régimen.

No. Actividad  Producto de Desctipeion de Producto de
Canads | Actvided | Bewomsable | o s,
I Transmae  DAI-10,
uiilzando para el efecto
s swguiente ruta: Pogal
> Tomi
Operazvos > 1.1
Ebboracion de  E-doc
. Inventano  de Dovuatiics Imporador  © ' transmitida.
I. g;;“;'o‘“ de| DAL con - 2 Pesada agente e | Liquidicion
sakdo. ‘:wml m 5, | #duana de tnbutos,
Importacién, agregando
el régimen precedente de
pagos suspendidos (72) v
detaltando en cada ftem
¢l régimen precedense
. con ¢l irern asociado. L .
: DAl-10 ;
Realizs ¢] pago - Realiza ¢ pago & & Jmporador o . ., .
2, |de h: :.’mﬁ“ "ii: de liquidscion poe concepro | agenw de w'::m"
ligquidacion, m?g:w:c | de enbutos. aduana PagAca.
Proceso de  aforo es
epcutado conforme Yos
procedmuentos
mencionados  en kb Técnico
5 | Proceso  de| Liuidscion | consideracién 382, si or del | DAI10
% , . B Dpl'ﬂ I
aforo pagada. no existen observaciones | 0y cerrada,
se procede al cierre de ax
afoto, de lo contrano, ol
imporador © agente de
aduana debe resolverlas. ‘
G Con ¢l cierre de atoro “Rewomo  de
enera reomo N aepan P Sz
de garantia y| DALIO L It ; iz
4. ; avtomdtico (crédito) 2 la | Ecuapass MOvimienus
salida de | cerrada.
‘ TN garantia  general el de
Im\enunu. deposito aduanero v compensaciin |
- L = = : Apctehe
Tﬁ Ml&(‘r:;h(-u ! \‘
Anbea e MeenGomnnn Dhaccrnr Nox o de Wonrs Contmaur 3 Topmebgpode b
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Plgnut2 & 2

| e | e | rmamt | | Pt
alda de Tnvenano al . Eai
B Ret de . '
omo ;
Geners DAL1O | Garantiss &"‘.",“;":Dﬁ_ﬁ’; DAl 10 con
5 |con salida | movimientos | cierre de aforo de | EFU3PSS Salida
astorizada de SOR L S g am autonzada,
compensacign, | MeTeanes.
6.3 Compcnsacion: Reexpottacion (60).
Mo | Aciidad e, | Descripcion de Actividad | Responsable | Fooucto de
Transmine DAE-62, |
utilizando para el efecto la
siguiente  ruta:  Pomal
exemo. > Trimites
Operativos > LI
Ebbonacién  de  E-doc
Opepaivos > L1
j, | Trakemier: de :f:m[?:l?n M_Dnmgh: igeme de | DAE4
KiAk-<0 consaldo, | Aduinesa” > Exportacid | aduana S
2 Declaracion___ de
Exportacién. agregando ¢l
régrmen  precedente  de
pagos suspendidos (70) y
en cada item el
tégumen precedents con ¢l
itemn asociado.
g Las mercanciis detalhidas
an"'zf has en b DAE-6C deben ser Mercancizs
IRERRCS mowlizadss  desde el sadas |
2. : ol | DAE- depésli:ao advansio hases ¢f | Depasxo gcgp';mo ;
depdeio wnsraidy. depdsite temporal, ¢ cwl 3sinerd temporal  ©
woigo /0 I i A zom Zona primar:
| zoma primari. Wr'ue ol oo
_ Mercancias | Proceso de  aforo s | Tecnxo
| 3 :}::m de | movilizadas excutado  conforme  los | operador  del DAE:’O
al depdsito | procedimientos ira deaforo |
. ]@ |ﬂ»ﬁu(wu
\ Aanaid Cormnn B PRI L Forecaor Naciend de s(mrlumnab '
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No. | Actividad | Producto . = Producto de
de Entrada Descripeion de Actividad | Responsable  Salida |
l— wmporal 0| mencionados  en |k
2003 comsideracidn 582, 1 no
panana. | existen cbservaciones e
procede al certe de aforo,
de b commno, el
l mportador o agente  de
- aduana debe esolvertas.
Con ¢ ceme de aforo
Genera retormo ocurre el LMo DAE4S  con
o |de ganntia y|DAE4Q | auwomiuco ferédivo) a Bl p oo alid ¥
") salids de | cerrada. giantia  gereral  del 1 l:iz:d
Inventano. depasiio aduanero y sahda poiad i
‘ , ch‘aquptio al imporador. ..}
| et coordinar  con el
‘ | Gestiona el | DAE60 mansportsta ¢l emba  Imporador o | Réexporacidn
* t::th]m defcon . ‘;th hacin b extenor dcn“:s :grm de | concluida,
‘ Mmercanclis lmwm TARERTR uana l
6.4 Control de Tnventarios en depasitos aduanetos,
No. | Actvidad  Productode  Descripcion de Producto de
Eutrada o Responsable | "Giel I
Medunte oficio
comuna al depdsito ‘
aduancro, past que en
Comunxca  a| Depdsito un plzo de 5 diss | Director
deposito dvanero hibiks, remuz  un | distial o su
|| Aduanem  gue shocionado | wpone de los | delegado en el | Comumicacitn
iforme  los | para reakzar e | inventanos & | conrol de Jos | envisda
inventanos  de | control mercancias  ingresadas | regimenes
mercancias rensual al régimen ¥ que aun | especiaks
permanczean
fisicamente  ¢a  sus
- np i & [ g
... | Ekbora reporte . pone ¢
2. | Entrega reporte gs&mcmon Mmercancits que :}mpﬁ: depdsin I
: ingresaron_al_depdsito aduanero |
i — e — |

l Muuﬁ MewanComnin
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Pignaidde
—_————— e
No, Acrividad Producto de Descripcion de Peoducto de
Entrada Actividad Revpotesble | squad
aduanero y que aan reciido  en
Eﬂ!ﬂﬂ«:&ﬂ Drreccidn
Kamente  en  sus distrital
bodegas, y comunica a
dl'ccmt'kpdodisuial 0 su
de en ¢l conrol
de ks regimenes
gtpel:hlcs
El repore recibido se
compara  con & Téenico
Reasins s | informacion de | operador
&m :muunos del sistena | asigrudo  poes
5, | Revia ¢l | adwanero EQJAPMSH Y ;: it Informe  de |
| % | repane T TR genera un mforme dissmal, 0 su revisita .
Direceion novedades  para el | debegado en el
distrital [Director disttal o su | conol de los
' delegado en el control | regimenes
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MANUAL ESPECIFICO PARA EL REGIMEN DE IMPORTACION
DE DEPOSITOS ADUANEROS
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Appendix C

Specific Manual for the Operation of Goods Movement between Primary Zones.

MANUAL ESPECIFICO PARA 1A OPERACION DE

TRASLADO DE MERCANCIAS ENTRE ZONAS
PRIMARIAS

Ii
ECUAPASS

Awmaie e ls Adwans

SENAE-MEE-2-3-010-V5
MANUAL ESPECIFICO PARA LA OPERACION DE
TRASLADO DE MERCANCIAS ENTRE ZONAS
PRIMARIAS

FEBRERO 2018
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MANUAL ESPECIFICO PARA LA OPERACION DE
TRASLADO DE

ENTRE ZONAS

comertio exterior,

Nombee / Catgo / Firma /
ccha

ir las actividades necesanas para la operacén aduanera de uaslado de mezcancias entre zonas
primarss, mediante b udlizacion del sistema informitico dd Servico Naconal de Aduvana de
Ecuador denominado Ecuapass, en los casos de traslados planificados y no planificados; y I
utilizacién de formatos manuales para Jos casos de tmashdos planificados de mercancias a las que se le
dispuso 0 sutorizo ¢l reembarque; 2 fin de garantizar la facilitacién y control de las operaciones del

Area

Drreccion Nacional de Mejom
Continuz y Tecnologias de la
Informacidn

Dareccion Naclonal de Mejora
Continua y Tecnologias de la
Informacon

Direccion Nacional de Mejora
Continua y Tecnologias de la

Informacion

Direccidn Nacionsl de Mejora

Continua y Tecnologias de fa
Infocmacion

Responsable

5 Febrero 2018

Modificacién de Consideracion
general: 5.17, 5.17.2

Ing. Javier Gordillo

‘ Septembre
2016

Se modifica ka conssderacion general
5.16, 5.17 segin requesimacio,
procedimiento 6.2 y flujograma 7.2
segiin Reguerimiento CMC-030-0-
2015.

Ing. Jessica Condo R.

3 Marzo 2015

Se modifica Ia considemacidn general
5.16, 5.17, ¢l procediméento 6.2 y el
flujograma 7.2. debido a b
implementacién de mejoras para
ZEDE.

Lai. Katty Vargas
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MANUAL ESPFECIFICO PARA LA OPERACION DE W'
TRASLADO DE MERCANCIAS ENTRE ZONAS ersi

PRIMARIAS

1 OBJETIVO

Descrbir las actividades necesanas pas la operscion sdusnera de traslado de mercancias entre zonas
primatias, mediante Iz utlizacén del sistema informatico del Servido Nacional de Aduana de
Ecusdor denominado Ecuapass, en los casos de raslados planificados y no planificados; y Ia
utilizacién de formatos manuales para los casos de traslados planificados de mercancias a las que se
Ie dispuso o awtonizé o reembarque; a fin de garantizar la facilitacidn y control de las operaciones del

2. ALCANCE

Esti dingido 2 los depdsitos temporales, empresas mnsportstas, Zonas Especiales de Desartollo
Econémico (ZEDE), imponadores, agentes de aduana, empresas proveedores de servido de
monitoreo geo-referenciado, servidores del Centro Unico de Monitoreo Aduanero (CUMA),

Direcciones de Despacho y Control de Zona Primasia, y Direcciones de Control de Zona Primana.
Comprende los siguientes procesos:

Traslado planificado solsatado por depésito temporal;

Traslado planificado sobatado par administrador de ZEDE;

Traslado no planificado soboudo por el masportsta; v

Traslado planificado de mercancias 2 las que s¢ le dispuso o autonzd o reembargue.

No comprende e detalle de los siguientes procesos, Jos cuales deben ser consultados en los
procedimientos documentados correspondientes a

e Garantas aduaneras, excepto para realizar o traslado planificado de mercancias a las que se le
dispuso o autonzd el reembarque;
¢ Servico de monitoreo aduanero geo-referencado de mercancia, ¢
¢ Inspecadn
3. RESPONSABILIDAD

3L Lla spbcacién, cumplimiento y ralizacdn de Jo descrito en ¢ presente documento, es
responsabilidad de Jos depdsitos temporales, empresas mansportistas, Zonas Especiales de
Desatrollo Econémico (ZEDE), importadores, agentes de aduana, empresas proveedores de
servidio de monitoreo geo-referenciado, servidores del Centzo Unico de Monitoreo Aduanero
(CUMA), directores de Despacho y Control de Zona Pamans, directores de Control de Zona
Primasa; jefe de Procesos Aduancros del dres de Zona Pomana, Garantas; técnicos
operadores del irea de Zoas Pomaria, Garantias; y delegados del disector distrital para aprobar
ganntas

L0 SENVIC IO NAVLIUNAL D6 ADLARA DL BOUAT
SR USAIKD PARA TR0 PROrOSTO DISTINTO AL s mmsumm-mmn:wnxnxum
CONTROLADAS VI ICAK S0 VIGHNCIA COMPARAXGO OO B2, 330UV 16 MOMLCADO LN LA BB
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MANUAL ESPECIFICO PARA LA OPERACION DE
TRASLADO DE MERCANCIAS ENTRE ZONAS

PRIMARIAS

32. La realizacién de mejocamiento, cambios solictados y gestonados por los disuitos, le
coeresponde 2 I3 Direccion Nacional de Mejora Continua y Tecnologias de la Informacion
para su aprobacion y difusion.

4. NORMATIVA VIGENTE

¢ Cédigo Organico de la Produccidn, Cometcio ¢ Inversiones Copci, Regastro OBicial Suplemnento
351, 29/diciembre/2010,

¢ Reglamento al Tiwlo de Facllindén Aduaners del Libro V del Cédigo Orginico de la
Produccidn, Comercio ¢ Inversiones, Registro Ofical Suplemento 452, 19/mayo/2011.

¢ Resolucién N°® SENAE-DGN-2012.0354-RE, Reglamento pars la Operacién Aduaners de
Teaslado de Mercandas Dentro del Terdtono Aduanero Ecuatotiano, Registro Oficial N® 841,
21 /noviembre/2012

* Resolucdn N° SENAE-DGN-2012-0404-RE, Modificacion al Reglamento para la Operacién
Aduaners de Traslsdo de Mercancias Dentro del Termitoro Adusnero Ecustoniano, Registro
Oficial N* 850, 13/dicembre/2012.

* Resolugén N® SENAE-DGN.2013.0103-RE, Reformas a lss Resoluciones que Regulun las

jones de Monitareo Adusnero Geoereferenciado y de Traslado, Registro Oficial No 930,

10/abril /2013,

e Resolucién Nro. SENAE-DGN-2014-0068-RE, Reformas 3 la Resolocién SENAE-DGN-
2012-0354-Re que Regula la Operacion Aduvanera de Traslado, 30/ enero/2014.

5. CONSIDERACIONES GENERALES

51. Con ¢ objeto de que se apliquen los términos de manem comects, a continuacién se
algunas definiciones inhetentes al taslado de mercancias:

5.1.1. Téenico operador.- Es ¢l servidor aduanero que interviene en [a operacién de traslado
de la mercancda A contmucién se deulla los técmicos operadores coa s
correspondientes o detalle de sus sctividades:

a) Area de Zona Primaria del distrito de ordgen- Son Jos encargados de reakizar las
inspecciones que ¢ sisterna informdtico de acuerdo al perfiladoc de desgo
determina » las solicirudes de tmastado.

b) Atca de Zona Primaria del distrito de destino.- Son los encargados de realizar las

Pars ¢l caso del waslado planibeado de mercanciss 3 las que se le dispuso o
autorizé el reembarque, e regisro del informe de opemdidn o registro de
inspeccidn es manual

SR AT YA LL ) NO D
SHLAAI FARA RO PROMSITO DISTINTO AL PREVISTD mm\mmwn.ﬁnomtmmm SOK COrLAL D
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TRASLADO DE MERCANCIAS ENTRE ZONAS

0 AN PRIMARIAS

5.12. Jefe de Procesos Aduancros / Director de Despacho y Control de Zona
Primaria / Director de Control de Zona Primaria- Es o servidor aduanero del
irea de Zons Primana que interviene en la operacion de traslado de la mercancia, pama
Ia asignacién de las operaciones al técnico operador, modificacén de los informes de
OPELAGIONes UNKA Vez que $¢ encueatran con estado de Realizada, asi como pama la
sprobacidn de correcciones 2 la soicod de traslado.

5.1.3. Responsable de garantias.- Es ¢l téenico operador de garantias o 1écnico en gesnon
de cobranzas y garantias de los distatos.

5.L4. Depésito Temporal.- Es ¢ servicio aduaneto prestado dicectamente por ka sutoridad
sduanetn 0 por terceros awrosizados de dicho servicio, destnado para sguellas
mercanciss que no puedan ser cargadas o descargadas directamente hacia o desde o
medio de transporte que las Uevari 2 su destino final, o cuyo retico o Jevante, de
acuerdo con la modalidad de despacho, requicran otras operaciones aduanerss.

5.1.5. Transportista.- Es ka linea naviera, Enen aérea, transportista terrestre o agente de
carga responsable del ingreso de las mercandias al termitono nacional,

5.2. Los medios de wansporte que sean udilizados pam el washdo de las mercancias deben sex

registrados en el Ecuapass por parte ded solicitante, previo a la generacién de la solicivud de
traslado, a través de Ia opeidn "Regintre & medio de frangporse”, utilice para o efecto o siguiente
procedimiento documentado “TENAEISEE.2.3042 Instructivo pars of sss del sistessa registro de
medis de transperte”. la misma opcidn permite solictar ka eiminacidn de un medio de
tansporte registndo, En ambos casos o registro debe ser aprobado por ¢ Director de
Control de Zona Primaria, Disecior de Despacho y Control de Zona Promara, jefe de
Procesos Aduaneros de la zona pamana de desono o por el técnico operador asignado para
d efecto, utilizando la opcion “dpmibedde de mgstre de medio de frangporte’, para tener mis
detalle sobee esta opaidn, remitse al procedimiento documentado “SENAE-ISIE-2-3.078
Instroctivo pava of wso del sistema apredacide de rgistrs de medio de transparte”.

5.3. La ruta de traslado debe ser selecoonads de un catilogo generado por ¢l Senae y ks misma
esth relacionada con ks zons pamarnia de origen y & zons primarna 0 ZEDE de desono, para
Jo cual ef direcror de Despacho y Control de Zoaas Primania o director de Control de Zona
Primania, segun corresponda, © su delegado debe registrar las rutas y plazos paca cada una de
dlas en base a su realidad, udlizando la opcidn “Adwinirtracidn & ratar de traskado/ trdnsite”,
para lo cual, tenga en cuenta & siguiente procedimiento documentado “SEN.A-ISIE.2.3.028
Instructise para ef uso del sistema adowinistrande de rutas de tnaslads/ trénsito "

5.3.1 Se puede generar més de una ruta entre dos zonas primariss, asignindose pars cads
una de ellss o plazo pam < unslado. Se debe detallar de manera dara el recomido de b
s

L SIICID NALIONAL DL ADCARA DEL LCUADOR S5 S A LL DEIEII0 D L57L DOCLMIZN TG0, K1, CL AL %0 DL
SER LSADC PARA QTR0 FROPOETO DESTINTO AL FRIVISTO DOCUMENTOS IMPRIZGS O FOTOCORADGS 308 CORASND
NERISCAR S VIGIZCIA COMP ANRANDO COOS L DOCUMINTO PUSMICADO 1N 1A B EN
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TRASLADO DE

5.5,

5.6.

L SEANVIT0 N
EEN LS AT PANA TR0 PROPRSAIIC DESTINTO AL PRIOVESTIOL DOCTMHN OB BIPRSOS O

5.3.2. Cada ruta tiene su codigo de idendficacién que se compone de la siguiente forma:

¢6digo de distrito de la zona prdmana de otigen, cidigo de distrito de la 2003 primana
de destino y un secuencial de rutas entre ambos distritos.

5.3.3.El plazo de traslado indicado en I ruta se debe considerar para cads medio de
cmsponeudllndocndmdadodelumdndcsdcqoehmndunhde
k2 zona primaria de origen hasta que ingresan a ks zona pamana o ZEDE de destino.

Ls solicitud de traslado puede generarse siempre que las mercancias coasten como
ingresadas 2 un depdsito temporal 0 2ona de distibucién. En ¢l caso de waslado planificado
se pueden asociar varos nimeros de carga siempre que correspondan al mismo
consignatasio; si el traslado es no planificado se pueden asociar varios nimeras de carga de
un mismo MRN aungue sean de consignatados diferentes,

Pars o tegistro de la solicitud de trashdo se debe transmitic en ¢l Ecuapass o documento
dectronico que se encuentrs en b opadn “Salidind dr traclads ewtre Jemar primarias STM”, @
mismo que tmbién puede ser transmatido desde ¢l sistems propio del solicitante

5.5.1. No puede asociarse a ka soliciad de traslado una garantia sduanera que no haya sido
registrada por ¢ mismo solicitante ded traslado.

5.5.2. E! registro de la garantia general o especiBiaa que se asocia & la solicinud de traslado
debe realizarse de acuerdo a lo sefialado en el en o documento “SENAE-MEE-2.7-
001 Manual especioo para ke administracién é govawtizs adwaneras”"

ssiNoupxchthcﬁdmddemhdommqoemwn&nnhm
primasis de origen y l2 2ona pamara 0 ZEDE de dessino.

5.5.4. El medio de transpore a utilizarse para ol traslado puede ser registrado desde el
mamento de registro de |a solidtud, sin embargo, no es un campo obligatorio, ya que
es l momento de salida donde se confirma y registra ¢l medio de tanspocte de
traslado por parte del depdsito temporal de adgen.

5.5.5. En usslados planificados deben adjuntarse digitalizados de manera obligatoria: factura
comercial y documento de transporte. En traslados no planificados no se requicre
adjuntar estos documentos digitalizados.

Si Ia garantia que se asocia a ka solicitud de traslado planiBicado o no planificado es general, ls
aprobacién de la solicinud se realiza de manera automitica uns vez finalizado su registro, para
Jo cual & sistems debe validar que el monto de garantia general cubm ¢ porcentaje del valor
en aduana determinado por ls Direccién General del Senae, si este monto no es suficiente no
um:ebchwlidmd.hlsp:obuuhmﬂdmd,udcbedch&uddwbtdehpnmi
general ¢l valor 3 garantizar,
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5.8.

5.9.

5.00.
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TRASLADO DE
PRIMARIAS

MEANAIS

Si la garantda que se asocia a la solicitud de traslado no planificado e especifica, la
aptobacién de la soliGrod depende de lu aprobacion de la garantda por parte del drea de
Gamntias. Si la garantin no ha sdo aprobada, o wmimite permanece como estado No
revisado, hasta que se proceda con la aprobacion de la garantia respectiva. St Ia garantia
especifica es aceprada se aprueba la solicired de tsdado de manera sutomitica.

Pama d caso de solicitudes de aslado que no requieran presentacién de garanda aduanera,
esto e teashados cealizados por via aéres o dentro de un mismo distrito, 1s aprobacidn de la
soliarud de traslado se realiza de maners automasica.

Una vez registrada la solicitud de taslado ¢ solicitante recibe notificaciones refacionadas con
Is aprobaciéa de la solicivud, las mismas que deben ser revisadas en la opaion “1.8 Ietegracie
de estados del trdmite”, para lo cual remitase al procedimiento documentado “SENAE-ISEE-2-
0007 Instrwctive para of uso del sistewa 1.8, Integrocidn de estadss de trdmeite ™

5.9.1L Notificacidn de aprobacion: en el que se notifica que la solicitud registrada poc o
solicitante ha sido aprobads.

5.9.2. Noxificacion de resultado: en la que 3¢ notifica 3l solicitante & accién de control que
por selectividad ha sido asignada a la soliatud aprobada, b misma que puede ser
Ninguna o Inspeccidn fiscs.”

5.9.3. Nodficacidn de error en la que se notibean al solicitante Jos errores que se han
generado al registrar ks solicitud de traslado,

Una vez aprobada la solicomd de taslado se nodfica al depdsito temporal de origen Ia
mobaoéndeuhdndchsmaundn-uwbdddommdmédooNodﬁmdénde
detalles de aprobacién de salida, que puede ser consultado en la opaidn “WNewjficacdde de
Aprobacide & Salids -RIDT™, pama lo cual remitsse al procedimiento documentado "“SENAE-
ISEE-2.3009 Instructivo para of ass del sistema de la Nosificacin de Aprobacidn de Salida - RIDT™,

Si como producto de 1a aprobacion de la solicirud de traslado se genesa una inspecaidn fisica
como tpo de control por selecovidad, no se autoniza la salida de las mercancias hasta que se
realice la respectiva inspeccién y o informe de ls misma tenga como resultado “Sin sevedad".
S el resultado de la inspeccidn e “Cow svwedad”, 1o s autoriza la salida de las mercancias y se
debe notificar las novedades encontradas al solicitante y 3 Ia zona primaris de origen & fin de
que tomen las acciones que se estimen necesanas #si como a la zona primana de destino para
conoamiento de la novedad,

Para solicitas correccicnes o ka eliminacion de Ia sobatud de trashado se debe transmitiz en o
Ecuspass el documento electrénico “Sodivtad de aarmeciisn S traslads entre qonas prisearias CIDT",
para lo cual tenga en cuenta o siguiente procedimiento decwmentadd ‘“SENAEISEE.2.3.014
Instructive pars of wss del sictessa CIDT - solicitad de carveccidn de fraslado entre Jemas primarias”.

VIZUMCAR SU VICHKCIA CONPARANDO Q0N BL DOCUMINTO PURLICADO N LA w18
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5.12.1. Se puede sobicitar la eliminacidn de vna soliciud de traslado siempre que no se haya
registrado la salida de las mercancias en la 2003 primada de odgen. Esta solicitud de
diminacién debe ser aprobada por el director o jefe de Procesos Aduaneros de Ia
Zona Primaria de destino.

5.12.2. Al momento de aprobarse la soliined de climinacion, la garantia asociada a b
solicitud de traslado se acredita o levanta de manera swtomdtica, segin corresponda

al dpo de garanda.

5.12.3. Se puede solicitar la correcaidn Ge la sobiad de traslado, sélo paea los casos de
modificacion del medio de tnsporte o ruta de traslado, cuando por casos
justificados no se hublera podido iniciar o continuar ¢ traslado en hs condiclones
inicalmente sprobadas. Esta solicdnud de correeclén debe ser aprobada por o
darector o jefe de Procesos Aduaneros de ln zona primasia de destino.

5.13. El registro de salida del depdsito remporal de orgen debe ser reabizado en el Ecuapass por
medio de la transmision del documento electronico ‘Tnfirmr de 1alfds d mercanda SMDT™, con
¢l opo de salida: Sabda por tmshdo entre zoaas primarias. Par conocer detalladamente esta
opadn, remitase al siguiente procedimiento documentado "SENAE-ISEE-2-3-002 Instructivo
pare of www del sisterva SMDT — informve de satide de mertancia’.

514, Las solictudes de traslado de mercandiss que se realicen en medios de transporte tesrestres
deben someterse a lo indicado en ¢l documento “SENAEME-2-3-002 Maswal expeclfics para
Lo aperacién adwanera de monitores oduawery gesrreferenciady de merancias”.

5.15. Realizado e registro de sabida por pare del deposito temporal de orgen, se¢ envia una
noficacion elecurdnica 3l depésito temporal o ZEDE de destino mediante el documento
dectranico Notificacion de detalles de ingreso estimado, €l mismo que puede ser consultado
en b opcidn del ‘Natificoridn de ingreso estimads NDI”, para lo cual remitase al procedimiento
documentado “SENAE-ISEE-2-3.003 Instractivo para of ase del sistessa NDI — nstificociin de
imgres extimads".

5.16. El ingreso de ks mercanciss al depésito temporal de destino debe registrarse en ¢l Ecuapass
por medio del documento dectrdnico “Tafbrme de ingrose & merrancis-IMDT", & mismo que
puede ser transmitido desde el sistema propio ded solicitante, con ¢ tipo de ingreso: Ingreso
por washido entre zonas primariss.

En ¢ caso de traslados de mercancias con destino 3 una ZEDE, comesponde al
sdministrador de ln ZEDE registrar dicho ingreso en o Ecuapass a través del documento
electrénico ‘Infirme & Ingreso/ Sabids de ZEDE - I5Z°, con el motivo de ingreso: Ingreso de
mwwmmmwy/ow&mp«mm
Zona primacia (Retorno de exportacion), segin corresponda. Adicionalmente, ¢n esta opada
dAdmmnm:docdehZﬂ)Bdebermludodehopméndede
momento que se efectie o ingreso Final 0 Toeal de la mercanda.
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5.17. lngmndnhsaxpsmdﬁunpnnpotpunedddepémonmponldednmo.udcbe
asignar a un técnico operador de la zons pomaria de desuno, quien debe venbicar

decrdnicamente el ingreso de carga por traslado realizado por & concessonano u operadot
responsahble del traslado, debiendo registrur su informe en ka opcidn Informe de resultado de
nspeccidn /operacion.

5.17.1. No se requiere la generacion de informe de resultado de operacidn para aquellas

sobicitudes de traslado que no wvieren garanta asociads.

517.2. En e caso de los mshdos s ZEDE con garanta asociada se devolverd

5.17.3.

automaticamente b garantia asocada o ka soliciiud de waslado cegistrada en o
Ecuapsss, a uavés del documento elecudnico ‘Tafvme & Ingren/Salids 4 ZEDE -
ISZ", con el motivo de ingreso: Ingreso de mercandias por traslado desde Zom
Pomaria y/o Ingreso de mercancias por tmslado desde Zona pamaria (Retomo de
exportacidn), segin cotresponds; v el resultado de la operacién sea sin novedad. Esta
opmuondewladonorequuedehgenenaondeuamfocmedemulndode

operacion, por parte ded irea de Zona Prmanda, sin perjuido que dicha
Direccién dei distrito comespondiente, ejecute los controles que esume necesatio de
acverdo & sU competencis.

Es responsabilidad del Administrador de ba Zoma Franca/ZEDE, validar y registrar
las novedades que se presenten al momento de ingreso de las mercancias a la ZEDE.
Asi ambién debe notficar s la zons pamarnis de orgen que la mercancia fue recibida
sin novedades y/o las novedades encontradas. En caso de que se wdentifique que Ia
m&mﬁ&dmwmmn&abuoa&domlsmmn‘m&debe
gestonarse con la suwtoridad competente, ¢s dedr, con la Unidad Téouica

de Supervision y Control de ZEDE representada por la Subsecretaria de Zonas
Espeaales de Desarrollo Economico, la autorizacidn respectiva para la regularizacidn
de ks mercandls,

5.18. El CUMA debe realizar &l monitoreo del traslado de las mercandas, confirmando que se
realice sin novedad y udlizando la o sutorizada, de exisur novedades duranee el wrayecto
debe infoemarlss inmedistamente a la Zoaa Primana y a Ia Unidad de vigilanciz Aduanera de
Desono

19. Las direcciones de Despacho v Conirol de Zona Prmara ded distaro de desuno de lis
mercancias pueden realizar los controles que estimen necesasios con e fin de determinar que
el traslado se haya realizado dentro del plazo y en Ia ruta autorizada, para lo cual las empresas
proveedores de servicio de monitoreo geo-referenciado deben remiddes dizriamente e
detalie de las operaciones de washdos.

5.20. Pam el proceso de traslado plinificado de mercancias 2 las gue se le dispuso o autorizd ¢

reembarque, ¢l impornador debe presentar uns garantia especifica y seguir ¢l procedimiento
establecido en d presente documento.

ELSERVACHD NACHOMN AL .
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MANUAL ESPECIFICO PARA LA OPERACION DE
'rmunonemcmdns ENTRE ZONAS

Para o caso dd reembarque remitase ) procedimiento documentado “SENAE-MEE-2-2-
013 Mavwal especifin par el reesobargue de merrancias .

6. PROCEDIMIENTOS
6.1. Traslado planificado solicitado por depdsito temporal,

3.3 Producto s Producto
No | Actividad 3o Enteads Descripcion de Actividad | Responsable de Salida
Transmite al Ecuspass h
solicitud  de  umlado de
mercancias en la opcién Poxal
Trimi .
. > L1l Documentos . Solicirud
, | Fmesmte | Mescunciss | clecicinicon > Solicitud_de Diposio de traslado
solicirud  de tempoeal  de T
aakads ingresadas | paslade _come zomas | . oo transemitida
i indicando y aceptacia.
lugar de origen y destino, rutas,
medios de transporte, garantia
genersl, conforme
consideracion general 5.5
Realiza validaciones 2 la
informacién registrada en la
Sobidrd de sobard de trashdo y aprueba
Revisa ad © no aprucba la solicicud de Notficacéd
2. |solicnad de e trashdo, notficando el | Ecuapass n de
traslado u“““""‘"’ Y| tesulado sl sobicitante. De resultado
sprobarse  la  solicod  se
procede  conforme 3 la
actividad 3.
Notfica lo ssignado por el
sistema como acobn de
coatrol previo a la salida de las Notficacié
Notif mercanciss de la zona primana n de
3 xudndode‘“dé" de | de oogen. Si ki selectvidad resaltado
selectivided control tuvo resultado “Sin control” se Ecompass de
procede conforme 2 Ia 5. Si ka selectvida
scidn  de  conwol  es d
inspecaéa mtrusiva se procede
conforme a la sctividad 4.

Resultado de | Realiza Ja inspeccidn de las Infoeme de
"Pio:uodcwo'éo de | mercancias vy determina  la | Téenico inspeccion
inspeccién. | control.: conformidad de las mismas. Si | operador a) por

inspeccién | no se peesentan novedades se selectivida

AL AERVION NALIINAL D A
R \wmvuammnm’mom A PREVETO ooo.mmmomrmm«uu“ COPIAS NO
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MANUAL ESPECIFICO PARA LA OPERACION DE
TRASLADO DE MERCANCIAS ENTRE

Producto
de Entrada

Descripcién de Actividad

mtrusva,

mercanciss v
conforme a la acovidad 5. De
existir  novedades no  se
suogiza B salida de hs
mescancias y se notifica al
solictante para que subsane
cbsesvaciones.

Registra salida

Autorizadd
n de saiida

Regmstra en el Ecuapass |a
salids de las mercancias en la

opcian Portal __exiemo >

i

Informe de

mercancia

aceptado,

6.

Regstra
ingreso  de

Ingreso  de
mercancias &
zp de

Depésito
destino

7.

en el deplsito temporal de

destno {IMDT) y pracede con | Técnico

el ceme ded Trasldo en la
opcon de Poral intemo >
Sisterna__de  casgas  de

» - " v
Informe _de resultado  de

inspeccidn/operacion,
conforme la  consderadon

operador b)

Informe de

Traslado
Con/Sin
novedad.

SR USARO uaA OTRO ntmknn mmmou. mvmo oouvur\m um o Nmmommmn CORAS N0
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garanta, se acredita o Jevanta
de manera smtomALc.

St el ingreso de caga por
traslado se realiza con novedad

con ¢l cual, la garantis asociada
a la sobond de traslado no es

Direcaén Distrtal de odgen
de las mercandias, a efectos de
establecer las
responsabilidades y determmar
Iz acadn a con relacidén
2 b gannth ssociadz 2 b
solicirud de uwslado.

Informe de

de | por Traslado

(Sin y Con
novedad)

Reaiza o no ¢ Jevante de
asociada a la solicod
de traslado en base &l resoluado

de Informe de operscion por
Teaslado.

Levante de

O no.

NOUASGA DI DCUADAOR & RESERVA ELCUAL MU DRBE
SER CRALO PARA CTR0 PROPCETIO INSTINTE AL MEEVINTO. DOCYMINTOS MVRIS0S D NOTOCOPAD S SOk COPIAE NG
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MANUAL ESPECLFICO PARA LA OPERACION DE
TRASLADO DE

6.2. Traslado planificado solicitado por administrador de ZEDE.

No| Actvidsd | 20U | Descripeion de Actividad | Responsable | §/oucl
Teoansmite 3l Ecuapass la
soicitod de traslado  de
mercancias en b opcion Poral
Trimi .
. > LIl Documentos Solicirud
y | Frmsmite | Mereancias | elecinicos > Solicitud_de | Administados | de wasiado
R ingresadss | waslado _entre _zomas | ZEDE transminda
prmatas=SIM, indcando y acepiada.
lugr de ocgen y destno, rutas,
medios de wansporte, garantia
© espedifica, conforme
la consideracion general 5.5.
Realiza vakdaciones 2 In
informacién registeada en la
; solicinod de taslado y aprucba
Revisa :‘::d . ono*mebthoobamddc Notificacd
2 |sobord  de| -l tmslado, noofBcando e | Ecuapass n de
traslado BT V| cesultado al solicitante. De resulado
P aprobarse  la  sobamd  se
procede conforme 2 la
actividad 3.
Nodfica Jo asignado por e
sistema  como  accon  de
conwel previo » la salids de bs Noticadd
mercanciss de [a zona pamana S de
Notfica e de ongen. Si la selecovidad
3. | resulado  de .'\caonl O nvo resultado “Siv comr’™ se | Ecuapass :dm’o
selecuvidad conforme 3 |a selecgivida
actvidad 5. Si b acciba de d
control es Inspeccidn intrusiva
s¢ procede conforme 2 la
acovidad 4.
Reslizs ls inspeccion de ks
mescancias y determina  la Informe de
Resuliado O | conformsdad de las mismas. Si inspeccién
4 Proceso  de pAT LA no s¢ presentan novedades se | Téenico por
" | inspecaion. PR sutoriza la salida de las | operador a) selecovida
PR mercancias  y  se  procede d Con/Sin
conforme 3 & actividad 3. De novedad.
existr  novedades no  se

EL SERVICR) MMIONAL DE ADUAN A DEL S0U A B . RESTRVA 5
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Informe de
Regists sali Idmhn_mlim_u.u .
5 | de salidh | rorizacié Documentos _decronicos > Dipdain de | talids  de
n de salida Informe de  salids de ““W‘l mercancia
mercancias. odgen
mercancia-SMDT, aceptado.
regiiteando datos de medio de
transporte, conductor, detalles
de mercancias.
Transmate el ingreso  de
mercancia por Trashido en Ia
opcion  Pomal __exicmo >
Txicns ; > 111
i -
Docimen elecisdnions * Regisoro de
de ZEDE-ISZ, registrando s
: Ingreso de | datos de medio de transporte, ingeeso, de
” w?“"“' g | mercancias a | conducror,  detales  de | Administrador Pm"*’“""“
B AR zpP o de | mercancias. ZEDE Teashsdo
Si d regisro de Informe de g)s“:
ingreso de mercancias  poc acveded
Teaslodo e aceptado  Sin
novedad continuar con la
acuvidad 8, caso contrano y se
regastra Con novedad continua
con ln actividad 7.
Registco de | Resliza M comeccién  del R
Realizs Informe de | ingreso del resultado de ha ; de
in en | PEFSO de | operacién de con novedad 2 g
7. | Registro mercancias | sin novedad, una vex haya | Administradot
2 b por Trashdo | subssnado las novedades. ZEDE |P™
ingreso  de Teaslado
mecanciss. | EF | st o mumenl 8172 ety
novedad del presente documento. Sorvadad
8. | Proceso  de | Registro de | Realiza el levante de garantia |  Ecvapass | Levante de
NANLCOAL DE ADUANA DU 1L ADOR SE FOSTUL L CUAL 00 DA
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Desceipcién de Actividad

asactada @ la soliciud de
traslado de manem automdtca,
cuando se regisera un ingreso
Final o Totl y se registra o
resultado de la openadidn, sin
novedad cambia ¢ estado de la
soliciud de ctrashhdo 2
FINALIZADO, de acuerdo al
numeral 5172 del presente
documento,

6.3. Teaslado no planificado solicitado por el transportista.

Producto 2 s Producto
No | Actividad de Entrad Descripcién de Actividad Responsable de Salida
Transmite o) Ecuspass h
solicitud  de  wasdado  de
mercancias en ls opcidn Pogal
> Trimi -
; > L1l Documentos Soliad
Transemite -
w Mercancias | glecicdnicos > Solicind_de ; de wraslado
e :"“"'” 8¢ | ingresadss | waslado__eatre_zomas | PO PO | reneminda
primatias-STM,  indicando y aceprada.
lugar de oagen v destino, rutas,
medios de transpocte, garantia
general o especifica, conforme
b consideracydn genenal 5.5,
Dcnquuirgnmapeaﬂm.
registra en ¢ Ecuspass
Proceso € | Regisro de | solicind desprobacién de ds:”dn';‘m
2. |™¥ da garantia gamanda especifica misma que | Transportista de ;
sml'ﬁca. especifica debe ser aprobada bada.
Pec postesiormente, conforme Ia apro
consideracion 5.7.
Realiza validaciones a  Ia
mformacidn i en la
; Soliciad de | solicirud de traslado y aprueba 2N
5 |Reia  |wssdo [0 no ln solicitod de uaslado, | o Dot
: Iad wansmitida y | nodficando ¢ resultado o T
aceptada. sobictante. De aprobarse la
solicinud se procede conforme
a k2 acuvidad 4.

&7y -~ ’ R v >
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control previo a la salida de las ooy
- mcmdudehzompm :)ouﬁoci
nfica . de odgen. Si la accda de
«mwaﬁﬁ“w«:“mw»ws dn:uludo
selectividad procede conforme 3 la ectivid
actividad 6. Si la sccdn de 3
control  es Inspeccion
intrusiva se procede conforme
a la sctivadad 5.
Realiza la inspeccion de las
mercancias y  determina
conformidad de las mismas. St
no s¢ presentan novedades se Informe de
Resnhdo”:: sutonza l sabida de las inspeccion
&Pmodemnd, mercancias ¥ s procede | Técnico por
inspeccidn, ; coaforme 2 la actividad 6. De | operador a) selectivida
MSPEOSOR | ovigtie  novedades no  se d Con/Sin
s sutoriza b salids de las novedad.
mercancias y se notboa al
solicitante para que subsane
Regista en el Ecuapass la
salida de las mercancias en la
opcdn Pomal extemo >
: Inimitgs _operativos > 111 . Informe de
6 i“'m"u‘h Autorizacé | Documentos  electrinicos > M"mp“wll salida  de
ndesalids |Informe de salida de | mescancia
o mercancie-SMDT, e aceptado.
regastrando datos de medio de
transporte, conductor, detalles
de mescanciss.
Transméte el 1 de
mercancia por Traslado en de
I Y opaidn  Pomal _cxiemo > S Informe de
Regisira iSO Trimites operatives > 111 v
T |ingreso  defm M_z g mnd::
» - zp de g de destino
mercandias, | o .o Informe__de__ingreso _de pot
mercanciaIMDT, Trashado
registrando datos de medio de aceprado.
wanspoete, conductor, detalies
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inspeccidn,

Informe de | i

ingreso  de
por Trashdo

a la solicinwd de washado, segin
comesponda al ©po de
garmanta, se acreditz o levanta
de manera sutomitica.

Si o ingreso de carga por
traslado se realiza con novedad
en relacidn a lo registrade en la
salida por el depasito temporal
de orgen, debe registrase o
informe de opemacién  por
uaslado como Con novedad,
con ¢l cual, ks garandia asociada
ahsohatuddetn:hdonoes

operador b)

Informe de

Traslado
Con/Sin

DL BOCADOR S RISER VA 1A IA s
SR USADO PANA OTRO PROPOSTIO TASTINTD AL PREVISTU. DO UWEN TOS IV 20t Nnu(mmm mnnm
VIRIPC AR 5L WICHNCTA COMN K ANIND CUR 131, 1O UMENTO SURLICADO N 1A BT

IR

111



ois Producto .
No | Actividad de Entrad Descripcién de Actividad
responssbibdades y determinas
In accidn a seguir con relacion
2 la garanda asocada 3 Ia
sobatud de trashado.
Informe de | Realiza o no o levante de 1 de
Proceso  de | operacidn | gamntia asociads 3 Ia sobicimud s
9. |levante  de | por Tmaslado | de traslado en base al resultado | Ecuapass g o
gamntis. Con/Sin de Informe de operacida por A
novedad, Trashdo.

6.4. Traslado planificado de mercancias a las que se be dispuso o autorizé el reembarque.

No| Actividad | PRAUCIOde | 0, cipeisn de Actividad | Responsable | *guey °°
Complets soliarud fisca de
aprobacién  de tia
Acto especifica, wilizando pars ¢l Solicitud fisica
Complets § | i ministrativo | efecto o anexo 1 del presente de aprobacion
fwl"l en ¢ que se | documento, Importadoe © | de  garanda
1. fisica dediq’one/wwc Luego, se scerca con dicha | agente de | especibca  y
ion |2 ¢l | solicinod y demis | aduana demids
*‘ 'h'"'. reembarque y | documentos ahi detaliados, al documentos
B | o slado. | distrito donde se trastadd fisicas.
meraanca y  dispuso ©
autodzd o reembargue.
Recibe y revisa la soliand
: fisica de aprobacon de
Sobicinud ;
deaprolﬁ"‘nﬁ garantia especifica y demis
de dia doambos Ea ¢ caso de -
5 | Recibe A0 | que exista alguna novedad en | Responsable | Si/No existen
~ | documentos | . ° ¥ | is documentacién presentada | de gasantias | novedades.
3 e poc el importador, continta
fisi con kb actvidad 3 caso
contrano, continga con la
actividad 4.
. indica cada uno de los
Kacken. lod cambios que debe realizar ¢l :
cambios que . Cambios
1”‘&“5{ cxsten | importador, 3 fin de que | Responsable | o o
d novedades. cormija y continde el proceso | de garantias >
importador normal. Regress a s po
= actividad 1.
4, | Eabors scto | No  existen | Basada en la documentacidn | Responsable | Acto
EUTANTOL [ CUAL RO Debe

P ~, T L [
nmvmomonm@ummmu PEVEIO Mlummwommmmm
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Fuma  acto miundvo e e “cinkativa de :\:l:rimvo
adm. de | de apeobacion | PrOLI00 de B BN | nepigy gl | de aprobacién
5. | aprobacion |de  garanta fica ol director de  ganntia
de bs | especifica | %€ POUDCH N imPOTAdot PAEA | gy especifics
garantia ciaborado v xwm = o notficado al
Regisua b soliamud de
sutodzacion de reembarque
asociando & pumero de carga
del cual se dispuso © atonzo
dicha operacién. Utibce para
el efecto la siguiente ruta:
Porsal extemno > Trimites
8 e mm;&mmhn_t
MMMMSIIIII fracié
i de aprobacién . Importador o | Nimero  de
6 | soliciad de[de  garanea | 0 O sOUORH, € OB oo de | solicind  de
autorzacion fica SIS G NS aduana aurornizacitn,
notificado se efectuari el reembarque;
impoetsdor como motivo de trimite
" | escoja Ix opeidn 05 Sefaied
de Reembargwr, en régimen
sujeto al trimite seleccione
83 Reembargur, detalle en el
campo nimero de referencia,
el wiwers de cags, y en el
campo observaciones
cologue el mafie respectivo.
Registn  salida de | Salida de
Regista Nimero de | mercancla a2 washdar v | Depdsito ”
h . mercanaas
7. |salida de la | solicinad demhamn,utihuudopaudmnpouldeddm
mercancia sutorizacion. | efecro la sigusente ruta: Pogtal | odgen tenpoel.
Teieai

summ PASA OVRO momﬂwm AL OISO, uo:truxms IS O muuvuans SO CORLAS ND
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MANUAL ESPECIFICO PARA LA OPERACION DE
AL TRASLADO DE MERCANCIAS ENTRE ZONAS
PRIMARIAS

NE7 Producto de

Actividad Bm Descripcion de Actividad
OPEIAYOS. > 111
Documentos dleciednicos >
Informe  de  salida _de
mercancin-SMDT,

SXICING > Iﬁmiﬂ
Salxda de | gperativos > Elaboradidn de
mercancias | edoc > Despacho >
Teansmite | 99 9epdsito | Expostacioncs> Imporados o [ DAS-R
8. DAS-R temporal. Declaracién  simplificada | agente de | numerada con
Numero  de | (exportacidn). aduana codigo 83.
solicitud  de | Para conocer ¢ resultado ded
autognizacién. | envio, realice la consudta a
traves de la sigulente opcidn:
Pormal Trimi
opssatvos> 18 Integracién
de estados del trdmite.
Coordina con e depdsito
temporal © zona prmars,
segin  comesponda, el
registo  del  informe  de
ingreso de exportaciones de
. la DAS-R. Para o caso del
Coordina o . =
wgsmo  |DASR | dopdeto wemponl, uiles B | ponaer o | IO 8
9. | edectronico | muenerada con | B 5 agente de | F=C
del ingreso | codigo 83, | xieme 2 THmites | 50, s
de 13 DAS-R oporativos> Elabonciio do realizado.
[ > Capa >
Exportacion > Informe de
ingrese de cxportacion: o =
lo realiza ¢l técnico operador
del drea de zona pamania
utiliza la_siguiente opeidn:

LA SENVRCID N, A AN u
SER USADG MAKA Cred e BT O DESTINTO AL PAINVISFD. DOCTWINTO0 IMPRIS0N O FOTOCTINALOS 0N CORIAS NO
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MANUAL ESPECIFICO PARA LA OPERACION DE
TRASLADO DE MERCANCIAS ENTRE ZONAS
PRIMARIAS

10,

responsabilidades ¥y
deterrninas s accidn a seguir
con relacion a k garantia
apeobada. Finaliza.
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Comple | Informe  de | Garantia, de scomrdoalanexo |y | Soliciend e
31, | Lovaiee operacién por | 2 ded presente documento. deuvuuc ¥
| o e s | Trashado  Sin | Luego, se acerca al diststo en s TR Devolucidn
e G ; novedad. donde se le autodzd b de Gamntia
garantia especifica, & fin de
gue é5ts sea devoelta,
Devueve ls gamnta
especibica  auvtodzada, en
L' virtud de que e informe de
ool [iry de | peracion por trasiado es Sin | Delegado del | Garands
12 de""“"“"h "‘"D ucidn | | movedad d(iomin‘-cond director especifica
. proceso reembarque, | distrital devuelta.
ganntia, de Garantia ngs & v T
consideracion general 520,
del presente documento.

SAVIOO NVOIIINAL DR ADLARA
MR LIADO AR CPTN0 MROO I TO PXSTINTO AL FREIVISTO. DOCUVRINTOS TIPSO O RO OCOMARC S0 COPIAS NO
COMINOLADAS V9 ICra AR S0 VIGRNACIA COMPARANDO COMN 12 1NCUMINTO PUMICADO EN LA ST R

116



MANUAL ESPECIFICO PARA LA OPERACION DE
TRASLADO DE

m

7. FLUJOGRAMAS
7.1, Traslado planificado solicitado por depdsito temporal.
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7.2. Traskado planificado solicitado por administrador de ZEDE,
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MANUAL ESPECIFICO PARA LA OPERACION DE

TRASLADO DE MERCANCIAS ENTRE ZONAS
PRIMARIAS

7.3. Traslado no planificado solicitado por el transportista.
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8. INDICADORES

Para ¢ proceso detallado, s¢ han definido los siguientes indicadores de gestdn, los cuales son
tesponsabilidsd de las direcciones de Despacho v Control de Zona Prmara y direcciones de
Control de Zona Primaria de la respectiva jurisdiccidn, Cabe recalcar que estos indicadores sirven
para la evaluacién y control del proceso descrito en este manual.

Nombee Parkmetros de Resultado | Instrumento o técnica de -
* 1 iadicador Medicién desesble recolecciéa Reiodickied
Tiempo Portal i > Médl
transcurrido entre ie Data Warel >
Tapo o) pagiro o6 Beporte > Consulta de
promedio de solicitud de . ~
regastro de la uaslado de wm“ bre del :

' | whondde | mecmcya | ST | Smbrtt e | Mot
ewIe: |, S Traslado Entce Disteitos
mercanciss. mercancas en

depdsito temporal Am'm.

de otigen. Inspecciones
Ti Ponal intemo > Modulo
Tiempo msmmdo'wm de Data Warchouse >
Md' o regastro de salica Reporte > Consulia de
registro de del . r
salida por por parte Reportes Usuano Comen

2 del depdsito temporal <1da > Nombre del ceporte; Mensual
praem$ deongm)dilh Detalle de Soliciudes de

bacss Traslado E Distei
tungonlde ml i e Ad
onigen. Yado. I ;
Tiempo Portali > Ml
transcurndo entre je Data Warel <
Tiempo ¢l registro del R > Consulta &
promedio & informe de ; .
regstro del operacion por ’ Reportas Usvadia Camiig

3| kformede |mdedoydingaso] =198 D_W e .
operacidn por | de las mercancias Traskado Enotre Distri
uaslado, en del depésito

temporl 0 ZEDE Aduancros oo
& diadna. Inspecciones
Eliends Rovada -y
Jeie de Caltad v Mojons Coenman Durowre Naovwad ée Mmoo Comaram 1 Troncboge
Soikass tn Nuppos Comssias § Nawvnin Diwonor de M Cosms 5 Noresens & b nlooracde
T0 VIR MACIONAL DU ADLUANA DEL B9 ADCIK S RISTAVA 1L DERPCIRS D 111 manmm—_—‘
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9. ANEXOS

9.1. Anexo 1.- Solicitud Fisica de Aprobacién de Gatantia Especifica

Servicio Nacional de Aduana del Ecuados
Presente.~

De mi consideracéa:

Por ¢l presenie solicito a usted disponer a quien corresponds se proceda con la aprobacidn de
hmﬁqﬁhma@h@o&?’%mdmﬂ?dﬂdaﬂo&&h

Resotucién Nro. SENAE-DGN-2014-0068-RE y del acto administrativo N* end
que se dispuso © sutorizé el reembarque

Importador: (Nombre del Importador)

Valor en aduana: US$ xxxxx

Monto 2 gamntzar (art. 1 de b US§ xoxx

resolucidon Nro. SENAE-DGN-2012-

0404-RE):

Se adjuntan los siguientes documentos:

Orgmnal de garantia especifica
Copia de Facrura
Copia de documento de wansporte

Arentamente,

Imporiador 0 Agente de Aduana

Nota: En los Distritos de Guayaquil y Quito la comunicacién debe ser dirigida 2 Jefe de
Procesos Aduaneros — Garantias. En los demis distritos, & ks Direccién de Despacho y Zona

Promass,
b Termdo Tgerada
I e ol y Nrps Consins Dvwryy Narwrw dr Voo Comnmas 1 Tockgn
Avwats de Migwn Contenss § Moo Therrrys de Mowm Comdmwon | Nownatns o » b rvm—
0 AL DE ADLUANA DRL & AT o] PO A T TR 00 D LT, DO MENTCL,

SR USADO PARA UTRD PROPOSTO DIETICTO AL MVETC EOCUMICNTOS 18090 300 O FOTLCOTTADOS SON COPFASND
CONTROLADAS. ¥I2UR AR S0 VICH MG 1A COMPARANDO CON 12 DOCUMONTO PURICADO 1N LA RER
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MANUAL ESPECIFICO PARA LA OPERACION DE
ENTRE ZONAS

Ppeger TRASLADO DE MERCANCIAS
y PRIMARIAS

9.2. Anexo 2.- Solicirud de Levante y Devolucién de Garantia

Sesvicio Nacional de Aduana del Ecuador
Presente.
De mi consideracion:

Por el presente solicito a usted disponer a quien corresponda se proceds con o LEVANTE
MANUAL (DE SER EL CASO) / DEVOLUCION de la parantia aduaner, segin o sigulente

deralle:
Impartador: (Nombre del Importador)
Numero de aprobacion de pamaatia (CDA): NOUX- 201 3-42-X00000K
Monto de garantia: LSS xoexxx
Mouvo de garantia: Art. 235 Reglamento COPCI Lit.
Numero de cuentz de benehaano (en caso
de garantia en efectivo)
Tipo de cuenta de beneficiano (en caso de
en efectivo)
Nombre de beneficadio (en caso de garantia
en efectvo)
Banco (en caso de gamantia en efectivo)
Atentamente,

Importador o Agente de Aduana
cC:

Nota: En Jos Distatos de Gmynqtﬂ Quito la comunicacion debe ser dingida al Jefe de

Procesos Aduaneros - Gamntias. En los demis distatos, a la Direccion de Despacho y Zona
Primaria.
Fatends Frreds Apodats
Jode de Caladl 3 Mapws Caminnss D i Nacusis de Mew 0 Cosns 1 Trawhoga
Anaints de Vrwems Comamn 3 Kewwmms Dawowe de Mogoss Comtumat 5 Nowmasnt de nbavaene
Lﬂ'mmmmwmuuamm

SER UALO PARA UTRU PROPUGITU DESOINTL AL FREVISTL DOCUMICS TOS 1M1 508 O POTUCORTADCE <08 COPRIAS MDD
CONTROCADAS, VIUUEICAS AU VICHNCIA COMPARANDO CON 11 DOCLMESTO FUILCALO EX LA RIS e
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Appendix D

Application for Certification of Good Storage, Distribution and/or Transport Practices
for Pharmaceutical Establishments and Medical Device Establishments.

Agencia Nacional de

AGENCIA NACIOMAL DE REGULACION, CONTROL Y VIGILANCIA SANITARIA - |m°:

FE-E.2.7 3 BFADT-01-01

Regulacién, Control | ERSION: 0

v Vigilancia Sanitaria ARCSA, DOCTOR LEOLPOLD O1Z0W ETA PEREZ - -
FECHA
WG ERCIA: 102/ 2022

SOLCTUD DE CERTIFICACION EN BUENAS PRACTICAS DE ALMA CENAMIENTO, DISTRIBUCION ¥/0 TRANS PORTE D E ESTABLECIMIENTOS
FARMACEUTICOS ¥ ESTABLECIMIENTOS DE DISPOSITIV 05 M EDICOS

MOTIVD ¢ SELECCIOME

FEC HA DE SOLICITUD:

INSPECCION:

Director/a de Buenas Pradicasy Perrisas
Fresente.-
D i consideraddn:

For medio de la presente, salidto austed muy comedidament e se drva disponer a quien corresponda |a designacion de la comisidn técnica inspectora para la
certificacion de Buenas Practicas de Almacenamiento, Distribuddn o Transporte (BRABPDSBPT ).
Por medio de la presente, se procede a redizar lanotificacion de contratadan de servicios de Almacenamiento, Disribucion v/o Transporte,

Por medio de la presente, salidto s= proceda con la inclusidn de tipos de produdtas en |a certificacion de Buenas Practicas de Almacenamientao, Distribuddn /o

Transporte (BPABPDYBPT), en areas va certifiadas.

Antidpo mis agradecimientos por lafavorable acogida a mi solicitud.

DATOS DEL ESTABLECIMIENT O

RAZGN SOCIAL: RUC: # ESTAELECIMIENTD
FROVINCIA cluoaD FARRO QUIA

DIRECCIOM:

TELEFONG: CATEGORIZACIGN: [MPCEIR) SELECCIONME CORREQ ELECTROMICO

Mo, PERMISO DE FUNCIONARMIENTD *

FECHA DE EMISID M [PERMISO DE FUNG. |

REPRESEMTANTE LEGAL:

RESPOMSABLE TECNI10O:

TIPD DE ESTABLECIMIENTO

CASADE REPRESENTACION FARMAC BT ICA

CA5ADE REPRESENTACION ¥/0 DISTRIBUDORA DE DISPOS TR S MEDICOS

OIS TRIBLIDORAFARMAACELTICA

DISTRIBUIDORADE GASES MEDICINALES

EnP RES A DE LOGISTICA Y ALWAC ENAWIENTD

Jopoo

REOUISITOS PARA EL PROCES O DE CERTIFICACION DE BPA/BPD/BPT

Guia de auto verifimddn de Buenas Prictics de
Almacenamientn, Ditribucidn y/o Tramsporte para
Establecimientos Farmacéuticos y Establecimientos de
DEpmitivos MEdicos, declarand o de manera expresa su
weracidad @n la firma del responsabletécnico del
establecimiento.

]

3l

Lita delos tipos depmdudos quealmacens, dstribuye o
tramsporte el establedmiento.

sl D

Caontrato de prestacidn des ervicios de almacenamienta,
ditAbucidny/otmmporte [wando aplique)

.

NO

MO

]

REOUISITOS PARA LA HOTIFICACION DE COMTRATACION DE SERVICI 05 D E A LMACENAMI ENTO, DISTR BUCION ¥/0 TRANSPORTE

Lista de los tipos de productas que
almacene/distribuye/transporte el establecimiento.

SID

Contrato de prestacidn de serviciosde
almacenamiento, distribucidn v transparte

« ]

ND‘:l
NDD
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AREAS & CERTIFICAR

ALMACE NAMIENTD

CONDICIOMNES DE &LMACERAMIENTD

congelacidn
[cdmemas Frias)

Refrigeacidn 2°C a
B°C

Tempemtum

no =300 | no 52

Fmteotidn e
[Fotosemsibiles )

Madica me ez =ng=nem |

Gases med i i ks

Madica me mtos qu= contanga nsust i Bs ca @b gadas sy=Esa fecalzacidn
[micoted picas, estupefa cientes, mecursores quimicos y otms sustancias)

Produtos o medicame ntos Bokg cos

Preductes « medicamentes hemee mtices

Productos natum b= procesades de uso medicina |

Productos mm B industria fa rma céutica

Dipositives médicos de use huma ne

ALMACERNG MIENTD CROSS DOCKING

CONGELACIGN

Refrigeacidn 2°C a
B°C

Tempemtum

no =300 | no»52°C

Fmteotidn e
[Fotosersibles )

Madica me ez =ng=nem |

Gases med i i l=s

Meaica me mtos que contanga nsust ne B ca @ b gadas syt sa fecalzacidn
[pEicoted picos, estupefa cientes, macumsores quimicos ¥ ot s sustancas)

Produtos o medicame ntos Bokg cos

Preductes « medicamentes hemee mtices

Productos natum b= procesades de uss medicina |

Froductos mm b idustria fa rm cdutica

Depositivos médicos de usa huma no

£ rem e I presio nes

5| POSEE

a

MO POSEE

O

DETRIELCIGN

congelacidn
[cdmemas Frias)

Refrige@cidn 2°C a
B°C

Tempemtum

no =300 | no»52°C

Pmoteotidn e
[Fotosemsibiles )

Madica me mos engenem |

Gazas mad i ima l=s

Medica me ntos que contengR nsus o Bs ca B b gadas sujewsa feclzacidn

(Fiotrd picos, =stuprf ciemtes, precurseres quimicss y otrs sustancis)

Produtes « medicams ntes Bokg kes

Productos o medicamentos homes mEticos

Productes natum b= procesades d=uso medicina |

Preductos mm b industri fa rm clutica

Dipositives médicos de use huma ne

TRANSPORTE

congelacidn
[cdmamas Frias)

Refrigeracidn 2°C a
B°C

Temperatura no = 30°C

no =300 | noo52°%C

Pmteatidn e
[Fotosersibles )

Madica me mos 2ngener |

Gases med i i ks

Madica me mtes que contanga nsusta i Bz ca @ kgadas sustsa focalzacién
[picoted picos, estupefa cientes, mecumores quimicos y otms sustancas)

Produtos o medicame ntos ok kos

Productos o medicamentos homes pticos

Productos natum b= procesades de uso medicina |

Productos mm b industra fa rm ceutica

Dipositivos médicos de use huma ne

VWEHICULOS ACERTIFICAR FROF DS [PLACA WEHICULAR):

MNP DELCERTIFC &4DO DE BFADT DEL ESTAELECIMIEMTO TERCERIZADOR

MOTA 1: Encasa de que =l senvicic de tr nsporte s tercerizade, adjumar el contrato con b smmes certificada =n Buzms Pric ticas de Almacers mis nto, DEtribc i n yo Ta mports, o Busmx)

Prictcas d= Manufactum que gt = lsam .

MOT& 2: Los o ductos dents bes  rea cthios dedagrostics invitro san diposites médicos acomz a b normatha vigame, =ncase de posse rlos s=i be D positives Midicos.

HOTA 3: Los Exta becimic ntosquecue e n co e remdoc king, de ben curnpic con s condic b nes especificas @ m e |tipe de estable imienta.

Loz Estmb lacim = ros Zuti bik=cim dzdkpositivos médicos debamincartifimme pam abte nerel parmio d=funcio me mis o
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Appendix E
Interview on Import Regimes 10 and 70.

1. Are the customs import procedures, in particular procedure 70 - customs
warehousing procedure - and procedure 10 - procedure for consumption - of
operational control for the Customs Surveillance Corps?

At present, the Customs Surveillance Corps (CVA) is not involved in the control of these
regimes. Previously, there were CVA personnel who controlled the exit of products from
warehouses. However, the law empowers the CVA to control both primary and secondary
zones, in this case the warehouses are primary zones, but due to the limited staff and
resources available, the CVA is not involved in the control of regimes 70 and 10. This
does not mean that, if the CVA detects any illegality or anomaly, it cannot act, as the
CVA has functions that allow it to proceed and place it at the orders of the respective

authority for the corresponding procedure.

2. How does the Customs Surveillance Corps intervene in the operational
functioning of these regimes?

As mentioned, in the past there was a direct approach of the CVA to the operational
control of these customs regimes, since the CVA acted in the warehouses and customs
warehouses, where it verified that all incoming goods complied with customs formalities.
There were permanent personnel controlling the entry and exit of the goods, once they
complied with the required customs formalities, with the CVA being the last verification
filter before the goods were released. The CVA was not involved in the processing of
customs formalities, because it does not fall within its competence, but the administrative
area, which is involved in the process of customs clearance of the goods, is.

3. What is the way of operating in the event of any contravention of these
regimes?

As a control entity, the CVA was the last verification filter. There were cases in which
there were differences in the weight and type of goods that were declared, so the contents
were physically verified and, if inconsistencies were detected, the goods were seized. It
should be noted that at the time when the CVA had the function of remaining in the
warehouses, the ECUAPASS system was not yet in operation, so the processes were
carried out through the previous customs computer system called SICE (Sistema
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Interconectado de Comercio Exterior), which issued a physical document, to which the
CVA did not have access, nor the computerized part: however, it was physically verified

by requesting the information from the respective servers of the District Directorate.

4. What is your opinion on the withdrawal of CVA control from customs
warehouses?

In my opinion, it was not correct to remove the CVA's control from the customs
warehouses, because it is not a matter of course that there should be control over the exit
of the goods. At present, the warehouses, whether public or private, are under the
operation of their owners, so | believe that the controlling entity of the State (SENAE)
should have a person to supervise and verify that there are no new developments, since
the guarantees presented, although they will be executed in the event of non-compliance
with the regulations, | believe that they are not sufficient. | believe that this is a space that
has been left aside and that could lead to irregularities that could affect trade in our

country.

5. Additional information:
The following should be considered, the CVA has carried out operations with ARCSA,
since we share information by virtue of an Agreement signed with SENAE, where it was
arranged, among other issues, to carry out inter-institutional operations, since they were
entering contraband products without complying with customs formalities, which were
medical and dental supplies and equipment, as well as products that infringe intellectual
property. The control was carried out in premises that distributed dental products, and
what ARCSA checked was the expiry date of the product, as well as certain quality
control standards, for example, the refrigeration of products that required it (pastes, resins,
whitening, gels and others). Applying a regime depends on the type of goods to be
imported; if you are importing inputs with a delicate logistical treatment, it is advisable
to import under regime 10. It is often better to spend time obtaining authorizations and
importing under Regime 10, rather than under Regime 70 to deposit the goods and
gradually obtain the documents to clear them for customs clearance. It is an initial
investment, until you gain prestige and obtain documents that in the future only require

updating.
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8723, 1605 Carreo de Universidad del Azuay - Solicitud para Autotizacidn

UNIVERSIDAD

DEL AZUAY CAMILA SOFIA RAMON SOLIZ <camilasofiaramonsoliz@es.uazuay.edu.ec>
Solicitud para Autorizacion
2 mensajes
CAMILA SOFIA RAMON SOLIZ <camilasofiaramonsoliz@es.uazuay.edu.ec> ol ket

Para: patmoyano65@hotmail.com
Le extiendo un cordial saludo, esperando se encuentre bien. El motivo del siguiente mensaje, es solicitarle su
autorizacion para citar informacion emitida por usted el dia 14 de marzo de 2023, en la entrevista realizada por mi
persona para el desarrollo de mi trabajo de Blulacion. De la misma manera, se conozca su nombre enlacita y
referencia bibliografica. Sin mas que acotar, agradezco su gentileza y atencion.
Atentamente;
Camila Sofia Ramon Soliz

Patricio Moyano <patmoyano65@hotmail.com> 4 de julio de 2023, 21:42
Para: CAMILA SOFIA RAMON SOLIZ <camilasofiaramonsoliz@es.uazuay.edu.ec>

Estimada Srta. Camila Ramén buenas noches,

Reciba un atento y cordial saludo, a |a vez en atencion a su solicitud, por medio del presente autorizo
citar la informacién emitida en la entrevista realizada el dia 14 de marzo de 2023, asi como que se
conozca mi nombre en la cita y referencia bibliografica.

Atentamente,

Patricio Moyano
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