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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 o f  the logistical processes. 
 

Keywords: Customs Warehousing, Dental Supplies, Imports, Regime 10, 

Regime 70., Regulations 
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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; 

● 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. 

● 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.  
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CHAPTER 1  

 

1. IMPORT OF DENTAL SUPPLIES      

1.1 Importation  

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: 

● Obtaining an electronic signature. 

● Installing the ECUAPASS computer system. 

● Registering as an importer in the customs computer system. 

● Informing themselves about the restrictions on products. 

● 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 Único 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. 
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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. 

● 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-Valórem), 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) 

● 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 

III, 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 
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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 Código Orgánico de la Producción, 

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) ¡Customs 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 (WTO), 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: 

● 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. 

● 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 

https://www.wto.org/english/tratop_e/markacc_e/markacc_e.htm
https://www.wto.org/english/tratop_e/inftec_e/inftec_e.htm
https://www.wto.org/english/tratop_e/inftec_e/inftec_e.htm
https://www.wto.org/english/tratop_e/cusval_e/cusval_e.htm
https://www.wto.org/english/tratop_e/roi_e/roi_e.htm
https://www.wto.org/english/tratop_e/roi_e/roi_e.htm
https://www.wto.org/english/tratop_e/tradfa_e/tradfa_e.htm
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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 Pública, MSP (Ministry of Public Health); and Agencia 

Nacional de Regulación, 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 

MÉDICOS 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: 

● 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). 

● 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 

Consumición 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. 

● 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: 

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

● Other prior control documentation. 

The supporting documents include: 

● Commercial invoice. 

● Transport document.  

● Certificate of origin. 

● International insurance policy. 

● 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 

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. 

 

 

9021290000 

Ligature Cane Used to attach the brackets 

to the arch, this type of 

ligature is made of elastic 

rubber. 

 9018909000 

Metal tubes These are fixed appliances 

that are attached to the 

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. 

 

 

9021290000 

Acrylic 

Organizer 

Acrylic Dental Material 

Holder (swab, elastic, 

wire). 

 

3926909000 

Straight Lingual 

Button for 

Gluing 

Accessory used to retain 

elastics and metal 

ligatures, used in 

orthodontic treatment.  

9021290000 
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Straight Ball 

Point Huck 

Hook for Huck 

Bows 

Indicated for anchoring 

elastic chains, springs, 

metal wires, in aid of 

treatments involving 

retraction, orthodontic use.  

9021290000 

Stop for Arches They are used to restrict 

the movement of 

attachments such as 

springs and archeries. 

They can also be used to 

restrict the movement of 

dental sections in, 

orthodontic use. 

 

9021290000 

Flexy Niti Open 

Spring 

It opens up spaces during 

levelling and alignment, 

generating precise and 

gentle force components, 

providing highly effective 

orthodontic treatment. 

 

 

9021290000 

Thermoplastic 

Aligner Plates 

Orthodontic aligners 

contain a protective film, 

which can be removed or 

not, depending on the 

model of machine used to 

thermoform the aligners. 

 

9018909000 

Non-cutting 

Pliers 

Made of surgical steel. 

 

9018499090 

Whiteness HP 

35% Whitening 

with Topdam 

Tooth whitening treatment 

based on 35% hydrogen 

peroxide for in-office use 

only, indicated for vital 

and non-vital teeth. It has  

3306100000 
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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 

bond that serves for 

adhesion to the tooth 

structure.  

3006401000 

Disocclusion 

Resin 

Light-curing composite 

resin for dental 

disocclusion and 

cementation of orthodontic 

bands.  

3006401000 

Matrix Band It is a band that adapts to 

the surface of the tooth to 

be restored. 
 

9018499090 

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) 

● 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         

NALADISA 96  

Description 

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 Artificial teeth. 

90212900 Others. 

Source: Information obtained from "ANNEX I - Trade Release Programmed, Appendix 3.6 and 4.5”. (Comunidad 

Andina, 2005a, 2005b) 
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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: 

● Import for Consumption Regime (Regime 10) 

● Arrangements for temporary admission for re-export in the same state (Regime 

20) 

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

● Arrangements for Duty-Free Replenishment (Regime 11) 

● Customs warehousing procedure (Regime 70) 

● Temporary admission for inward processing (Regime 21) 

● 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 II of Section III, 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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● 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). 

● 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. Márquez, (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 COPCI RCOPCI 

EXPRESS 

ABANDONMENT 

Art. 121.- This is the 

written relinquishment of 

ownership of the goods 

made in favor of the State 

by the person legally 

empowered to do so. Its 

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. 

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 

act issued by the 
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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 initiated 

immediately. 

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, 

except when 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 

taxable person or his 

customs agent may, within 

a period of twenty-five 

Art. 248.- (...) In the case 

of customs destinations 

for which the presentation 

of a customs declaration is 

not required, tacit 

abandonment shall be 

constituted by the failure 

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 declarant or his 

delegate on the second 

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 

of Ecuador shall be 

enabled for the person in 

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 "Código Orgánico de Producción, Comercio e Inversiones" and "Reglamento al 

Título de la Facilitación Aduanera para el Comercio, del Libro V del Código Orgánico de la Producción, 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. In the case of letter (i) of the previous article, with a fine of ten percent (10%) of 

the customs value of the goods. 

e. 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: 

● 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. 

● 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 COMISIÓN 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 (Hernández 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 

 

Source: Figure obtained from "Research Methodology." (Hernández 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. 

● 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 (RESOLUCIÓN 

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: 
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● 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 

● Power of Attorney: Authorization from the manufacturer to the person responsible 

for marketing in Ecuador. 

● Certificate of Good Manufacturing Practices or Certificate of ISO 13485, the 

international standard for quality management systems for medical devices: 

Issued by the competent health authority or the certificate of ISO 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: 

● Batch code: A description of the batch handled by the company, with name and 

signature of the technical responsible.  

● Finished product specification: Analyses done on the product before release to the 

market with acceptance range and compliance results.  

● Product quality certificate: Analyses demonstrating the quality of the product, 

with acceptance range and compliance results.  

● Description of raw materials or materials: Information related to raw materials, 

materials, active ingredients and additives used in manufacturing. 

● 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. 

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

● Description of packaging material: Both primary and secondary. 

Description of the manufacturing process: Flow chart of the manufacturing 

process of the device. 

● Use: Declaration of how the product is used.  

● Stability certificate: Must indicate storage conditions, time, parameters, and result 

of the shelf life. 

● Label: Must be original to the product. 
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● 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. 

● Biocompatibility: Certificate of compliance with ISO 10993, which is a set of 

standards that evaluate the biocompatibility of medical devices. 

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

clinical evidence. 

● 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 

Customs Import Declaration (DAI); 

continues with the payment of taxes, 

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, 

Value Added Tax, Childhood 

Development Fund, and if the tariff 

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 Específico para el Régimen de Importación de Depósitos Aduaneros" (Manual 

Específico para el Régimen de Importación de Depósitos Aduaneros, 2015) 

Figure 3 

Process Flowchart in Regime 70 

 
Source: Figure obtained from “Manual Específico para el Régimen de Importación de Depósitos Aduaneros” (Manual 

Específico para el Régimen de Importación de Depósitos 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. 

• 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. 

• 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  $       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 

Registration  

$              560,00 Value depending on the number of 

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 

Registration  
 $              560,00  Value depending on the number of 

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. 



56 

 

References  

 
Aguilar, C. (2019). PROCEDIMIENTOS ADUANEROS PARA MERCANCÍAS QUE NO 

CUMPLEN CON REQUISITOS TÉCNICOS, PARA SER NACIONALIZADOS EN 

ECUADOR EN EL 2018. [CUSTOMS PROCEDURES FOR GOODS THAT DO 

NOT COMPLY WITH TECHNICAL REQUIREMENTS, TO BE NATIONALISED 

IN ECUADOR IN 2018]. Universidad Técnica de Machala. 

http://repositorio.utmachala.edu.ec/bitstream/48000/13493/1/ECUACE-2019-

CI-DE00250.pdf 

ARCSA-DE-026-2016-YMIH LA DIRECCIÓN EJECUTIVA DE LA AGENCIA 

NACIONAL DE REGULACIÓN, CONTROL Y VIGILANCIA SANITARIA – 

ARCSA, 026-2016-YMIH 15 (2017). [THE EXECUTIVE DIRECTORATE OF 

THE NATIONAL AGENCY FOR HEALTH REGULATION, CONTROL AND 

SURVEILLANCE – ARCSA, 026-2016-YMIH 15 (2017)]. 

https://www.controlsanitario.gob.ec/wp-

content/uploads/downloads/2017/01/Resoluci%C3%B3n_ARCSA-026-YMIH-

Dispositivos-M%C3%A9dicos.pdf 

CÓDIGO ORGÁNICO DE LA PRODUCCIÓN, COMERCIO E INVERSIONES, 

Suplemento del Registro Oficial No. 351 110 (2010). [ORGANIC CODE OF 

PRODUCTION, COMMERCE AND INVESTMENT, Official Gazette 

Supplement No. 351 110 (2010)]. 

https://www.aduana.gob.ec/gacnorm/data/CODIGO-ORGANICO-DE-LA-

PRODUCCION-COMERCIO-E-INVERSIONES.pdf 

Comunidad Andina. (2004). ACUERDO DE COMPLEMENTACIÓN ECONÓMICA No. 

59, SUSCRITO ENTRE LOS GOBIERNOS DE LA REPÚBLICA ARGENTINA, 

DE LA REPÚBLICA FEDERATIVA DEL BRASIL, DE LA REPÚBLICA DEL 



57 

 

PARAGUAY Y DE LA REPÚBLICA ORIENTAL DEL URUGUAY, ESTADOS 

PARTES DEL MERCOSUR Y LOS GOBIERNOS DE LA REPÚBLICA DE 

COLOMBIA, DE LA REPÚBLICA DEL ECUADOR Y DE LA REPÚBLICA 

BOLIVARIANA DE VENEZUELA, PAÍSES MIEMBROS DE LA COMUNIDAD 

ANDINA. [ECONOMIC COMPLEMENTATION AGREEMENT No. 59. 59, 

SIGNED BETWEEN THE GOVERNMENTS OF THE REPUBLIC OF 

ARGENTINA, THE FEDERATIVE REPUBLIC OF BRAZIL, THE REPUBLIC 

OF PARAGUAY AND THE ORIENTAL REPUBLIC OF URUGUAY, MEMBER 

STATES OF MERCOSUR AND THE GOVERNMENTS OF THE REPUBLIC OF 

COLOMBIA, THE REPUBLIC OF ECUADOR AND THE BOLIVARIAN 

REPUBLIC OF VENEZUELA, MEMBER COUNTRIES OF THE ANDEAN 

COMMUNITY]. (SG/di 671). 

http://intranet.comunidadandina.org/Documentos/DInformativos/SGdi671.pdf 

Comunidad Andina. (2005a). ANEXO II - Programa de Liberación Comercial. Apéndice 

3.6. [Trade Release Programme. Appendix 3.6]. [Data set]. Comunidad Andina 

de Naciones. http://www.sice.oas.org/trade/mrcsrac/eca_s.asp 

Comunidad Andina. (2005b). ANEXO II - Programa de Liberación Comercial. Apéndice 

4.5. [Trade Release Programme. Appendix 4.5]. [Data set]. Comunidad Andina. 

http://www.sice.oas.org/trade/mrcsrac/eca_s.asp 

Franco, E. (2013). RELACIONES COMERCIALES ENTRE ECUADOR Y BRASIL; 

ANÁLISIS Y PERSPECTIVAS DEL PERÍODO 2001-2010. [TRADE RELATIONS 

BETWEEN ECUADOR AND BRAZIL; ANALYSIS AND OUTLOOK FOR THE 

PERIOD 2001-2010]. Universidad del Azuay. 

https://dspace.uazuay.edu.ec/bitstream/datos/1361/1/09569.pdf 



58 

 

Freire, C. (2020). EVOLUCIÓN DE LA INDUSTRIA ODONTOLÓGICA EN ECUADOR. 

[EVOLUTION OF THE DENTISTRY INDUSTRY IN ECUADOR]. (p. 4). 

Universidad Técnica de Ambato. https://obest.uta.edu.ec/wp-

content/uploads/2021/12/Evolucion-de-la-Industria-odontologica-en-Ecuador-

1.pdf 

Gobierno del Ecuador. (s. f.). Servicio Nacional de Aduana del Ecuador—Arancel 

Nacional. [National Customs Service of Ecuador-National Customs Tariff]. 

[Gubernamental]. Servicio Nacional de Aduana del Ecuador. 

https://www.aduana.gob.ec/ 

Guamangallo, E. (2019). Plan de negocio para la creación de una importadora y 

comercializadora de equipos y materiales dentales en el edificio Citimed, 

parroquia Belisario Quevedo sector norte de la ciudad de Quito. [Business plan 

for the creation of an importer and marketer of dental equipment and materials 

in the Citimed building, Belisario Quevedo parish in the northern sector of the 

city of Quito]. Universidad de las Américas. 

https://dspace.udla.edu.ec/bitstream/33000/11830/1/UDLA-EC-TMAEGO-

2019-18.pdf 

Hernández, R., Fernández, C., & Baptista, P. (2014). Metodología de la Investigación. 

[Research Methodology]. McGRAW-HILL / INTERAMERICANA EDITORES, 

S.A. DE C.V. https://www.uca.ac.cr/wp-

content/uploads/2017/10/Investigacion.pdf 

Importaciones Ecuador. (2023, enero 2). Factura Comercial. [Commercial Invoice]. 

Importaciones Ecuador. 

https://www.importacionesecuador.com.ec/diccionario/factura-



59 

 

comercial/#:~:text=Documento%20clave%20en%20cualquier%20transacci%C3

%B3n,la%20moneda%20de%20la%20transacci%C3%B3n. 

LA COMISIÓN DE LA COMUNIDAD ANDINA. (2003). DECISIÓN 574—Régimen 

Andino Sobre Control Aduanero. [DECISION 574-Andean Customs Control 

Regime]. [Información Comercial]. Sistema de Información sobre Comercio 

Exterior. http://www.sice.oas.org/trade/junac/decisiones/dec574s.asp 

Manual Específico para el Régimen de Importación de Depósitos Aduaneros, V2 

SENAE-MEE-2-2-016 21 (2015). [Specific Manual for the Customs Warehouse 

Import Regime, V2 SENAE-MEE-2-2-016 21 (2015)]. 

https://www.aduana.gob.ec/files/pro/pro/oce/2015/SENAE-MEE-2-2-016-

V2.pdf 

Márquez, A. (2018). REGÍMENES ADUANEROS EN EL ECUADOR. [CUSTOMS 

REGIMES IN ECUADOR]. Departamento de Comunicación y Publicaciones - 

Universidad del Azuay, 90. 

https://repositorio.uide.edu.ec/bitstream/37000/3896/1/LOS%20REG%C3%8D

MENES%20ADUANEROS%20EN%20EL%20ECUADOR_ANDRES%20MA

RQUEZ%20CORDERO_2018.pdf 

Martínez, J. (2017). Las actividades de almacenamiento a través de un depósito privado 

para la distribución internacional de mercancías, frente al establecimiento 

permanente en Colombia. [Warehousing activities through a private warehouse 

for the international distribution of goods, as opposed to a permanent 

establishment in Colombia]. REVISTA DE LA FACULTAD DE DERECHO Y 

CIENCIAS POLÍTICAS - UPB, Vol. 47(No. 127), 428. 

https://doi.org/10.18566/rfdcp.v47n127.a06 



60 

 

Moyano, P. (2023, marzo 14). Entrevista sobre los Regímenes de Importación 10 y 70. 

[Interview on Import Regimes 10 and 70]. [Comunicación personal]. 

NORMA TÉCNICA DE BUENAS PRÁCTICAS A ESTABLECIMIENTOS 

RESOLUCIÓN ARCSA-DE-002-2020-LDCL, RESOLUCIÓN ARCSA-DE-

002-2020 48 (2022). [TECHNICAL STANDARD OF GOOD PRACTICE FOR 

ESTABLISHMENTS RESOLUTION ARCSA-DE-002-2020-LDCL, 

RESOLUTION ARCSA-DE-002-2020 48 (2022)]. 

https://www.gob.ec/sites/default/files/regulations/2022-02/Documento_Buenas-

Pr%C3%A1cticas-Almacenamiento-Distribuci%C3%B3n-Transporte-para-

Establecimientos-Farmac%C3%A9uticos-Establecimiento-Dispositivos-

M%C3%A9dicos-uso-humano_1.pdf 

Organización Mundial del Comercio, & Organización Mundial de Aduanas. (s. f.). La 

OMC y la Organización Mundial de Aduanas (OMA). [The WTO and the World 

Customs Organisation (WCO)]. Organización Mundial del Comercio. 

https://www.wto.org/spanish/thewto_s/coher_s/wto_wco_s.htm 

REGLAMENTO AL TÍTULO DE LA FACILITACIÓN ADUANERA PARA EL 

COMERCIO, DEL LIBRO V DEL CÓDIGO ORGÁNICO DE LA 

PRODUCCIÓN, COMERCIO E INVERSIONES, Decreto No. 758 Suplemento 

del Registro Oficial No. 452 128 (2011). [REGULATION OF THE TITLE OF 

CUSTOMS FACILITATION FOR TRADE, OF BOOK V OF THE ORGANIC 

CODE OF PRODUCTION, TRADE AND INVESTMENT, Decree No. 758 

Official Gazette Supplement No. 452 128 (2011)]. 

https://www.aduana.gob.ec/wp-content/uploads/2022/11/REGLAMENTO-AL-

TITULO-DE-LA-FACILITACION-ADUANERA-PARA-EL-COMERCIO-

DEL-LIBRO-V-DEL-COPCI.pdf 



61 

 

REFÓRMESE EL REGLAMENTO AL TÍTULO DE LA FACILITACIÓN 

ADUANERA PARA EL COMERCIO, DEL LIBRO V DEL CÓDIGO 

ORGÁNICO DE LA PRODUCCIÓN, COMERCIO E INVERSIONES, Y 

NORMATIVA CONEXA, DECRETO No. 1343 4 (2017). [AMEND 

REGULATION TO THE TITLE OF THE CUSTOMS FACILITATION FOR 

TRADE, OF BOOK V OF THE ORGANIC CODE OF PRODUCTION, TRADE 

AND INVESTMENT, AND RELATED REGULATIONS, DECREE No. 1343 4 

(2017)]. http://www.pudeleco.com/files/a17015e.pdf 

REGLAMENTO Y CONTROL SANITARIO DE DISPOSITIVOS MEDICOS Y 

DENTALES, Acuerdo Ministerial 205 Registro Oficial 573 13 (2009). 

[REGULATION AND SANITARY CONTROL OF MEDICAL AND DENTAL 

DEVICES, Ministerial Agreement 205 Official Gazette 573 13 (2009)]. 

https://www.controlsanitario.gob.ec/wp-

content/uploads/downloads/2014/04/dispositivos-medicos-y-dentales.pdf 

Resolución Nro. SENAE-DGN-2015-0910-RE NORMAS GENERALES PARA EL 

RÉGIMEN DE DEPÓSITO ADUANERO, 0910 8 (2015). [Resolution No. 

SENAE-DGN-2015-0910-RE GENERAL RULES FOR CUSTOMS DEPOSIT 

REGIME, 0910 8 (2015)]. https://www.aduana.gob.ec/wp-

content/uploads/2017/05/SENAE-DGN-2015-0910-RE.pdf 

Resolución Nro. SENAE-SENAE-2022-0053-RE, SENAE-SENAE-2022-0053-RE 17 

(2022). [Resolution No. SENAE-SENAE-2022-0053-RE, SENAE-SENAE-

2022-0053-RE 17 (2022)]. 

https://www.gob.ec/sites/default/files/regulations/2022-09/Documento_SENAE-

SENAE-2022-0053-RE-REGULACI%C3%93N-GENERAL-



62 

 

OPERACI%C3%93N-ADUANERA-TRASLADO-

MERCANC%C3%8DAS.pdf 

Resolución Nro. SENAE-SENAE-2019-0077-RE, 2019-0077-RE 25 (2019). [Resolution 

No. SENAE-SENAE-2019-0077-RE, 2019-0077-RE 25 (2019)]. 

https://www.gob.ec/sites/default/files/regulations/2021-

08/Documento_Resoluci%C3%B3n-SENAE-SENAE-2019-0077-RE-

REGLAMENTO-REGULA-EJERCICIO-ACTIVIDAD-AGENTES-ADUANA-

SUS-AUXILIARES.pdf 

 

 

 

  



63 

 

APPENDICES  

Appendix A 

Certificate of Origin 



64 

 

 



65 

 

 



66 

 

 



67 

 
 



68 

 

 



69 

 

 

 



70 

 

 



71 

 

 



72 

 

 



73 

 

 



74 

 

 



75 

 

 
 

 



76 

 

Appendix B 

Specific Manual for the Customs Warehouse Import Regime (70) 
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Appendix C 

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

Application for Certification of Good Storage, Distribution and/or Transport Practices 

for Pharmaceutical Establishments and Medical Device Establishments. 
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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 I 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, I believe that they are not sufficient. I 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. 



128 

 

 


