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Report Highlights:

This repon sumumarizeés the key technical and impon réquiremenis Tor Tood and agriculiural products
imiposad by the Government of the Dominican Republic. Major changes include (1) the enforcement of
the sanilary regisration requirement for all food products produced domestically and i ported,
especully for dairy products and wine; (2) a requireiment that labels for prepackaged [oods be in the
Spanish language and placed at origing and (3) a Centificate of No Objection be issued by the Ministry
of Health be fore alcoholic beverages can be imported into the Dominican Republic, The repont
describes ihe relevant policies and processes which U5, exporters musl navigate in order o
successfully export their product 1o the Dominican Republic,



MNote: This report was prepamed by the Office of Agricultural Affairs of the USDA/Foreign
Agricultural Service at the LS Embassy/Santo Dominge, Dominican Republic for exporters of U.5,
agricultural products, While great care was taken in the preparation of this report, the information
priovided may not be completaly accurata due to alther changes In polieBs since (te preparation, oF
because clear and consistent information about thess policies was rot avallable at the time of
publicatian. It i klghly ecommeandad that LS. exporters verily the elavant import reguiements
with their foreign customers, who rormally have the most updated information on local
requiremants and can research such matters with local authorities, prior to exportation. FINAL
IMPORT APPROWVAL OF ANY PRODUCT IS SUBJECT TO THE IMPORTING COUNTRY'S RULES AND
REGULATIONS AS INTERPRETED BY BORDER OFFICIALS AT THE TIME OF PRODUCT ENTRY.
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Section L General Food Laws

In the Dominican Republic (DR), there are at least 19 fbod safety and sankation standard
regulations compo s dof laws, noms, and presidential decreas and documents, The key documents
irclude two major lws, two Presidential Decrees, one regulation, and a Presidentlal Document, as
follows :
1) Gareral Law Mo, 358-02 dated September 9, 2005 for the Protection of Consumer or Usar
Rights {ProConsumidor);
2) Geraral Health Law Mo, 42-01 dated March 8, 2001 ;
3) Presidential Decree No. 1139 dated July 28, 1975 approving the DR Sanitary Regulation for
Milk and Dairy Products;
4) Garéral Regulation (Presidential Decrae) Mo, 528-01 dated May 14, 2001 for Risk Contmol in
Food and Beverages,
5) Germaral Labeling Standard for Pre-packaged Products (RTD 53/NORDOM 53, 47 mevision)
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dated November 27, 2014 (published in 2015);
&) Presidential Document dated July 12, 2016 on the enforcement of the Sanitary Registration
and labeling requirement at origin [see a complete list in Attachment 1),

Additional information on aschof thess documants I5 provided below and in Attachment 1.

In addition to thess documents, the importaton and commercialization of foods, beverages and
agricultural products and by-products is largely egulated by DR-CAFTA, the Codex Alimentarius
(CODEX), and the World Trade Organization (WTO).

DR-CAFTA. The DR-CAFTA was duly ratified by the Dominican Congress via Resolution Mo, 375-
05, dated Sepembar 6, 2005, and promulgated by the Dominkcan Executive Branch on September
9, 2005, In addition to Its provisions, Law Mo, 424-06 was eracted o adapt Dominican Laws to the
requirements almady established by DR-CAFTA and ensure the application of the latter treaty in
the country. Neverthelss, the ageement was effective inthe DRon March 1, 2007.

Codex Alimantarius (CODEX). In order o implement the povisions contalred in the Codex
Almentarius, the Dominican Executive Branch promulgated Presidential Decraes 1 70-01 and 1352 -
04, which respectively created and ratified the National Committes on the Codex Alimentanius
("Comié Nacional del Codex Alimentarius (CONCA) ™).

Articlke 127 of the Dominican CEneral Health Law MNo. 42-01 establishes that production,
manufacturing, storage, |mportation, commerclalization, transportaton, and manipulation are
subject to the guidelines indicated I sald law, the NORDOMs and the Codex Allmentar us.

Moreower, Article 24, paragraph 11, of Pmesidential Decrea 528-01 incorporates the Codex
Almentarius as part of the guidelines that pre-packaged foods and beverages meed © llow ©
achieve regulatory compliance in the DR. The aforementioned article indicates, *All food s covered
by this Regulatibn and any other formulations and preparations that can be devebped must comply
with the food standards deweloped by the Codex Alimentarius, adopled or approved by ils auxiiary
technical commiltees thereof, and approved by the Gemeral Directorate of Standards and Quakty
Systems (DIGENOR) [today, INDDCAL]".

Worki Trade Organization (WTO). The DR has been a member of the WTO since March 9, 1995
and a Member of GATT since May 19, 1950. The DR's membership in the WTO was duly approved
by Dominican Congmss through Resolution 2-95, Since then, the Dominican Republic has
committed itself to comply with the standards and procedures that regulate multiteral commerce,

Furthe rmone, within the Framework of the 1994 GATT, the DR presented a Technical Rectification
of List ¥XIIT of Tadff Goncessions for 8 agricultural products considered sansitive o the aco ndmy,
adopted by Congress through Resolutlon 92-99,

Saction II. Food Additive Regulations

The Ministry of Health and Social Welfare (MOH) controls the health risks assoclated with the
irappropriate use of additives or toxing, as well as the preserce of dEeasscausing organisms. The
MOH defires the prooedure for the application, issuance, and remewal of the necessary approvals,
as wall as establishing the conditions for permit cancellation, The Presidential Decree Mo, 528-01
[ Regulation 528-01) dated May 14, 2004 in its articles 1, 11, and 247 establishes the MOH's scops
regarding additives. For example, it will control the health risks gererated by the Inadegquate use
of contaminating additives or oxins and by the presance of organisms that cause diseases (A, 1),
as well as additives o improve the color, amoma, and conservation of food [(Art. 11). The total
percentage of additives must be declared, as well as the use for those that are specifically reguired
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(Art, 247 ), (See the MOH/DIGEMAPS contact information below In Appendix 1),

Additiorally, the Gereral Labeling Standard for Pre-packaged Products (RTD 53/NORDOM 53, 47
revision) dated Movember 27, 2014 [published in 2015) specifies the following on Section 5.2.4 for
processing alds and processing of food additives: Any food additive that, bacause it has besn used
im the raw materals or other food Ingredients, and (& tansferred o this food In & significant
quantity or guantity sufficient to perform a technobgical furction, will be ircluded in the list of
ingredients. However, food additives transfermad o food in quantities lower than those necessary (o
achieve a technological function and processing aids, shall be exempt from the declaration
requirement in the list of ingredients. This exemption does not apply © the specificaly required
food additives and processing alds mentoned abowe.

Saction ITII. Pesticides and Othar Contaminants

Presidential Decree No, 244-10, dated April 27, 2010, establishes the Technical Regulations
regarding the Maximum Residus Levels (MRLS) in the Dominican Republic. This regulation identifas
the MRLs of pesticides and their metabolites for different frults, vegetables and related crops for
human and animal consumption. (See the MoAgcontact information below In Appendix 1),

Irradiated Foods

The specific regulationon imadiated foods is found in the General Labeling Standard for Pre -
packaged Products (RTD 53/NORDOM 53, 4" revision) dated November 27, 2014 (published in
2015). Saction 6.2 says that the labsl of sy food that has bEen treated with Bnlzing radiaon
miust carry a wrtten statement Indicating the treatment rear the rame of the food, The use of tha
intemational symbol indicative that the food ks been irradiated is optioral and should be placad
rear the mame of the product, Whenan irmadiated product is used as an ingredient in amther food,
this circumistance miust be declared in the list of ingredients. Also, when & product consisting of a
single Ingredient is prepared with irradiated raw material, the product label must containa
statement indicating the treatment.

Saction IV. Packaging and Containgr Reguire mants

Packaging, as well as labelng, must comply with the format established in the norm General
Labeling Standard for Pre-packaged Products (RTD 53/NORDOM 53, 4™ mvision) dated Novembear
27, 2014 (published In 2015) mgarding the Labaling for Pre-Packaged Foods,

Additiorally, for productsof plant origin, the Gererml Requirements for Importation reguire that the
ship's holds and/or vans/containers be ckan and disinfected before placing the merchandise or
shipment Inside. The memchandise or shipment will also be subjct © phytosanitary Inspection updn
arrival In the Dominlcan port. Alss, some products or by-prodocts will requie phytossanitary
treatment and must come free of pests and/or soll, Packages made of wood must comply with

MNIMF Mo, 15-Rawvision 2009, [(Comtact information for the Mational Committes for the Application of
Sanitary and Phytosanitary Measures (CNMSF) is provided below in Appendix T

Additiorally, the Ministry of Public Health and Socill Welfare (MOH), through the General
Directorate of Drugs, Food and Sanitary Products (DICEMAPS) has a form called “Ust of
Requirements for Mo Objection of Importation of Raw Materals of Dalry Products™ [ DIGE MAFS-AL-
LI-011, version 002, dated Mayo 19, 2017], This form mquests details about the type of Import,
whether it is contairerzed or lbose cargo, and the number of contairers. (Contact information for
the MOH DIGEMAPS is provided belbw in Appendix ).

Section V. Labaling Regulmmeants



Labeling must comply with the format established In the Norma Cominicama [NORDOM), Gereral
Labeling Standard for Pre-packaged Products (RTD 53/NORDOM 53, 47 revision), dated Movember
27, 2014 (published in 2015) regarding the Labeling for Pre-Packaged Foods,

Dominican legislation requires the following infarmation on the product’s packaging materials:
name of the product, bst of ingredents; net weaght; manvfacturer's and imporers name snd
address; the importer'’s industrial registry number (granted by PROINDU. 5. TRIA); marketing
authorization number (gramied by the Minisiry of Publc Heaith and Social WelFare); counlry of
origin;  babch identification number; manufacturing dele; expiration date; instructions for
conservation of the product; and instructions fbr use. The text must be in the Spanish language
and It must be legible and intelligible for consumers, In accordance with Article 38 of Law 258-05
for the Protection of Consumers and Users’ Rights. No further speciflications are set forth by law
regarding text size,

For alcoholic beverages, an additioral disclimer must b included with the following waming: "
consumo de alcohol perjudica la salud” (the consumption of alcohol damages the user's health),
according o Gareral Health Law Nao. 42-01.

Tha U5 exporter should Bbrward a sample of the package to the importer to faciltate label
development. For products whose label is mot in the Spanish language, an adhesive sticker which
contains all of the required information can be usad on the original Bbel. However, Presidental
Document dated Juby 12, 2016 now requires that food products have a Sanitary Reglstration and
are labeied st argin

On Octobar 32, 2017, the MOH motifled the WTO TET Committes (GTBT/N/DOM/ 224 ) the maw Food
Health Regubtions [Reglamento Sanitario de Aimentos), which establishas the objectves, sops,
gereral requements and principlies of food hygens, food health authorizations, sanitary
registration, canceliation of registration, health certifications, food Iimportation, exportation and
donation, sale of strest foods, packaging and labeling, advertising, enrchment, fortifcation and
food property claims, food supplements, food classification, food pmssrvation, monitoring, akerts,
traceability, violtions, and paralties.

Saction VI. Other Spacific Standards

All repquirad standards are coverad (n the Gareral Ragulation (Presidential Decree) Mo, 528-01
dated May 14, 2001 for Risk Contral in Food and Beverages. This I going o b replaced by the
rew Food Health Regulations (Reglamento Sanitario de Alimentos) submitted o the WTO TBT
Committes on October 3, 2017 (G/TET/N/DON/ 224 dated October 3, 2017), as well as in the
Gereral Labeling Standard for Pre-packaged Products (RTD S3/NORDOM 53, 47 revision) dated
Movember 27, 2014 (published in 2015).

Section VII. Facility and Product Registration Requirements

It is moommended that U. S, exporters develop dimect dialogue with potantial Dominican Importers
for soveral reasons: (i) they will be best equipped o discuss key topics such as product feasibiliy
in the market, prices and distribution; (i) regarding ma rketing authorization approvals, Dominican
law provides that the product label must cortaln the mame and address ol the boal Importer who 15
responsible, along with the manufactumr, for the quality and purity of the product in question to
the local authorities; (ili) the Phytosanitary and Zoo-sanitary Guidance Letters and permits must
also contain the name and address of the local importer; and [iv) in order o berefit from @oAff
quota allocations, these can only be eguested by an individual or egal entity residing in the
Dominican Republic {local Importer).



Monetheless, a LS. exporter can also establish a branch in the Cominican Republic or incorporate a
Dominican company and directly import the goods, Orce this process has been carried out, the
LLS, exporter can obtain the cormesponding marketing authorization approval, the Phytosanitary or
Zoo-sanitary Guidance Letters, and permits.

The import procass (nto the Domindcan Republic may b divided into three major phasss: Pra-
export, Pre-arrival and Import Clegarance, depending on the product category. To Tulfill the
local requinements, the Importer must work alongside the exporter, particularly in the Initial phase,
whan the documents for shipmant are prepared. Most companies use registered customs agams,
upon arrival of the goods (third phase), to comply with ckarance formalities, although this may
also be done directly by the Importer.

Trademark Registration Certificate, granted by the Natioral Office of Industrial Property of the
Dominican Republc [ ONAPL), when applicable

Techrical Form (only applicable for first imports, when same supplier is used by the local
distributor)

Marketing Authorization Approval/ Phytosanitary or Zoo-sanitary Guidance Letters and Permits

Certificate of Origin
Product Labaling in compliance with NORDOM 53

Pro-forma invokce

Appointing Customs Agents

Bill of Lading or Airway Bill

Impart Declaration

Payment of Import Tazas
Inspection request o the quarantine office at the port of entry
Cuarantine controls (whan applicabla)

Submission of copy of the Marketing Authorization Approval/ original Phylosanitary or Zoo-
sanitary Guikdance Letter

Submission of Phytosanitary or Zoo-sanitary permit issued by the Department of Agricutture &md
Livesiock Pmmoation

Submission of the original imoics

Customs’ Valuation

Product eleass




Besolution 024/ 2000,

Il‘llﬂll‘t Procadurg Phasas

Prior to Shipment {Pre-Export)

Process for obtaining & trade mark registration before the National Office of Industrial
Proparty (ONAPI). (See Saction X, Copyrigpht and/or Trademark Laws for detailed

information).
Proces s for obtaining Marketing Authorization Approval before the Ministry of Public Health and
soclal walfare:

The marketing authorzaton applicatibon must contaln the following iformation and b
accompanied by a set of documents:

(i

(i)

Chiiy

(iv)

-ore orginal version and one hard copy of the letter addressed to the Minister of
Health and Social Welfare, requesting the markeling authorzation approval of the product
and indicating the fllowing information: name and address of the applicant; mame of bhe
product; type of product and trademark; name or company name of the manufacturer;
location and address of the manufacturer; gualitative and guantitabive product formulas: list
of ingredignts; description of the product’s manufacturing process; and characteristic s of the
product’s container or package.

Accompanied by- thiee original samples of the product, In the same presentation (package
or container) In which & will B sold in the markal (In case of liquids, aach sample must

contaln a minimum of 250 millilitars; in case of solids, sach sample must contain a minkmum

of 250 grams); copy of the trademark registration certificate granted by the Matioral Office
of Industrial Proparty; copy of the importer's Industrial Registry Cartificate granted by the
Development Center and Industdal ompetitiveress [PROINDU.S.TRIA); Free-Sale
Certificate (ssued by the exporting country, duly kegalized under the Hague Convention
(“Apostille”): copy of the importer's Mercantile Reagistry Certificate; copy of the Importers
sanitary Bcense (granted by the Ministry of Puble Health amd Social Welffare); and,
authorization granted In favor of the legal eprsentative of the product in the country, duly
legalized under the Hague Corvention [“Apostille”).

Other- Labeling must comply with the format established in the norm NORDOM 53 (37
Revision), regarding the Labeling for Pre-Packaged Foods.

Nota: Beginning to be impkemented by January 1, 2017 but delayed starting for Aprl 1,
2017, all food products produce d domestically and imported must have the cument sanitary
registration as well as the inclusion of a product label in the Spanish language that must be
placed at origin Enforcement of the regulation for pre-packaged foods will initially focus on
dalry products and wine, but the Dominican @vernment has indicated 1t will |ater exténd
enforcemant to other products,

RegiEtration Pmcess: The application process beging with the filing of the application,
Afterwards, the samples provided along with the application are sent by the Ministry of
Public Health and Soclal Welfare o the National Laboratory “Dr. Defilld”™ or o another
authorized laboratory by the Ministry, © mun a bealth analysis on the product. Once the
analysis and the application are approved, the Ministry issues a Marketing Authorization
Certificate with a registration number. The authorzation must be erewed every five [5)
yvears, and can be dore Brindefinite periods.

Gererally, this application |5 carried out by the legal epresentative/local distributor of the product
im e country, but can also b done by the manufacturer. Noté that for such purposes, the foreign
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manufacturer has to appoint a lbcal distributor bafore the application is submitted to the MOH, as
explaired balow,

(i) Timeframe: The pocess for obtaining marketing authorization approval may take
approsdmately three [(2) months (In gereral terms, given that there is no tmeframe
established by bw).

(i) Fees: The official fees Involved in obtaining a marketing authorization approval amount to a
total of RD$4,000.00 Dominican Pasos, mughly eguivalant to $83,00, This payment must
be saparate from others. A certified check must b2 made in the name of "Direccidn General
de Salud Ambiental” for a sum of RD$1,600.00 Dominican Pesos, moughly equivalent o
$32.00. Finally, another certified check must be made In the name of *Ministerdo de Salud
Publica y Asistercia Social” for the sum of RD$2,400.00 Dominican Pesos, roughly
equivalent v $50,00, These expanses do rot Include attormay’s fees.

Mote: All ingredients contained in pre-packaged food and beverage items should meet the
requirements specified In Presidential Decree (or Regulation) MNo. S28-01, regarding the Rules for
the Conmtrol of Risks (n Feod and BEverages.

Tariff Quotas and Concessions Processes in the Dominican Republic

Currently, they are two different and separate processes o request tarff quotas in the Dominican
Republic: [i) allocation of Tarff Quotas granted to the United States of America, under DR-CAFTA;
and (I} Tariff Quota Allocations process for products listed in the Technical Rectification of Lst
¥XII made by the Dominican Republc before the World Trade Organization (WTO) (regulated
agricultural pmoducts),

Tarifl Quoda Allocations under DR-CAFTA

Any mdividual or legal entity, rsiding in the DR, may reqguast the allocation of Brif quotas, with
the exception of industry associations or mongovemmental organizations, of the @Aff coRcessions
grantad o the Unlted Stas.,

(1) Tarff Quota Application: Interested parties must submit a written applicaton to the Offce of
Agricultural Trade Agreements ("OTCA") of the Ministry of Agriculture, to participate in the
aliocation process of tariff guotas, The OTCA (s responsible for the administration of tanff
quotas under the DR-CAFTA

Completion of the DR-CAFTA Tarlf Quota Allocation Application Form IS requied along with

the following documents:

= Incase of Individuals: copy of identifica tion card; copy of the National Taxpayer Regisiry
&8s an individuel; description of individual’s economic activity; certification issued by the
General Director of Customs, which guarantees the mport hisbbry of the goods
requested; information on physical infrastructure (i.e., copy of deed or lease, including
additonal photos of physical space); current safety certificate or health permit, issued by
the General Direclorate of Drugs, Foods amd Saniary Prodicls (DIGEMAFS) of the
Ministry of Public Health and Social Welfare, certifing the safely conditions for handling
the good s requested ; and, designated address, phone, mobile and fax for notifications,

- In case of Legal Entities: copy of mational Bxpayer registry; copy of the Mercantik
Registry Certificate ssued by the competent Chamber of Commerce and Production;
certification Esued by the General Director of Customs, guarantesing the import hstory
of the goods regquested; copy of the last General Assembly of Shareholders, duly
registered by the competent Chamber of Commerce and Production; designation of the
representative of the company as its legal represenative, duly notarized and legalized by
the Attormey General of the Dominican Republic; copy of the identity cand of the legal



(i)

Thia

representative of the company; infermation on infrasiructure, (ie., copy of deed or kase,
including additional photos of physical space); current safely certificale or health permit,
issued by the General Direclorate of Drugs, Foods and Sanitary Products (DIGEMAFPS), of
the Ministry of Public Health and Social Welfare), certifying the safkely conditions for
handbing the goods reguested; and, designated sddress, phone, mobile and fax for
matificabions,

Allocation Process: The Commission (composed by the Minister of Agriculture, the Ministar of
Industry and Commerce, and the Gemeral Director of Customs) publishes a tanff rate guota
anmouncement in at least one national newspaper and on the websites of the Ministry of
Agriculture (www.agricultura.gob.do) and the Office of Agricullural Trade Agreements
(eww otcasea gob.do) for the mext calkendar year, no later than Cctober 1 of each year. The
deadline for submitting Tarlff Quota applications is 15 business days after the tarlff rate quota
BP0 LR T it

The allocation of the volumes of il quotas is based on: historical record of the ol Imports
of agricultural goods carfed out by the Interested party during the past threa consscutive
calendar years, preceding the calendar year in which the tariff quota is available: the
quantities egquesied by the intem sted parties, provided thay are commarcially viable; and, the
quantities available for traditioral Importers and rew importers, in the comesponding calendar
year, The tarff quotas shall be allocated as follows: (a) B0 percent o traditional importers and
(b)Y 20 percent o new Importers.

allocation skall be gramted and published In a matioral mewspaper by the Commission by

January 1 of each year. The importer must then obtain a Phytosanitary Guidarnce Letter (prepamd
by the Department of Plant Protection) or @ Zoo-sanitary Guidance Letter [prepared by the
Department of Animal Health of the Gereral Directorate of Livestock). The cormesponding Guidance
Letter is then delivered o the Department of Agrculture and Livestock Promotion along with the
commearclal or pro forma invalce for issuarce of the permit.

Tariff Quota Allocations process for regulated agricultural products and by-products of
plant and animal origin, potected by the Technical Rectification of List XXIII made by
the Dominican Republic before the World Trade Organization.

Under the provisions of Article XXVII of the Ganeral Agreemeant on Tadffs and Trade (GATT) of
19494, the Dominkcan Republic made a Technical Rectification of (ts List XXIII of Tardff Concessions
for @ight (B} agric ultural products. In particular: garlic, rice, sugar, chicken meat, onlons, beans,
powdered milk, and corn,

Below, the Assigned Quotas o the Products of the Technical Rectification, as established in

Presidantial Decme No, 569-12:

Products of the Technical Rectification
Products Haad ings &mnd Vol urme Basic Mo r-Quota
Subheadings (Metric Tarlff %% Tarlff %
Tons)
| Rice 10.06 17,810 20 o9
Garkc 070320 4,500 25 a9
Sugar: Refinad 17.01 30,000 20 5 14 Bs




Brown

Chicken Maat 0207.10, 0207.21 and 11,500 25 99
0207.41

Crion 07010 3,750 25 a7

Beans 071331, 0713.32 and 18, 5
071333

Milk 0402.10, 0402.21 and 32,000 20 56
0402.29

Corm 10.05 1,091,000 Dioas Mot Does Nat

Apply Apply

The Commission for Agricultural Imports publishes an Annual Calendar for the Import of Tardff
Quotas for the above products. These products are placed for public auction organized by the
Exchangs Agribusimess of the Dominican Republic (BARD, per its Spanish acronym). The
Commission and the BARD publish, in a rational newspaper, the calendar for the import of the
tarff guotas and organize the public auction on the set date, After those products have been
awarded, the BARD lssues an awction certification o be used before the General Diectorate of
Customs, for the Import clearance. In accordance with Article &, Paragraph VII, of Presidantal
Decree 505-99 (modified by Presidential Decree 569-12), additbnal quantities can be placed far
awcton in a calendar yoar,

Likewisz, after the tarff guotas have been assigned, the Iimporter must obtain a Phyiosanitary
Guidance Leter, prepaed by the Department of Plant Protection or a Zoo-sanitary Guidance
Letter, prepared by the Department of Animal Health of the General Directorate of Livesiock. This
process |5 done thmough InEr-agency coopemtion. In other words, the importer does not have ko
oo through the process of obtaining the Phytosanitary ror the Zoo-sanitary Guidarce Lettars. The
Guidarce Letters are then delivered to the Department of Agriculture and Livestock Promotion
along with the commercial or pro forma imoice, for issuance of the authorzation. Depending on
the product and If it is pre-packaged, when applicable, the importer must obtain 8 marketing
authorization approval.

Procass for obtaining Phytosanitary and Zoo-sanitary Guidance Letters bafore the

Ministry of Agriculture:

Fresh Fruits and Vegetables /Processed Vegetables/Tree Nuts

(I} Application: The applcation is made through a form (“Formularo de Solicited Guia de No
Objecidn Fitosanitaria™, which must be completed and flled before the Department of Plant
Protectian, with the fallowing information: name of the importer; addmess; @lephone and fax
numbers; goods o be imported; quantity; unit of measurement; port of origing port of
departure; port of entry; use; and transportation. In addition, a written mguest must be
addressad to the Division of Plant Quarantine accompanied by the invoikce or pro-forma
inwobce, certificate of origin, and Phylosanitary or Zoo-sanitary Certificate issued by the
exporting country.

(i) [Fees: The feas involved in obtaining a Guidance Letter from the Departmant of Plant Health
(Phytosanitary Guidarce Letter) are RD$200.00 Dominican Pesos, rmoughly equivalent to
$4.00, After this phase s completed, the Department of Promotion for Agriculture and
Livestock will then issue the Phylosanitary permil for a cost of RD$Z,000.00 Dominican
Pasos, roughly equivalent w $41.00.

For Animals products and by-products

(i) Application is made through a written letter (one ariginal and three Rard coples) filed bafore
the General Directorate of Livestock, indicating the follbwing information: name of the
importer; address; telephore and fax numbers; goods to be imported; quantity; unit of
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measummant: country of ofgln and country of export, port of origing port of departura;
port of entry; use; transportation; value of the goods, and animal species from which the
product is made, This application must be accompanied by the commercial imoice or pro
forma imaoios,

(i) Ornce the shipment amrives to the Dominican Republic, It shall be accompanied by the
ariginal Intérnational Sanltary Cartificate (In Spanish) and the orginal Certificate of Orglin

(i) Accompanied by: The LS, exporter most work with the local importer in onder to obtain the
Phytosanitary and Zoo-sanitary Guidance Leters and Parmits, since the application must ba
accompanied by copies of the following documants: imvoice or pro forma invoice, certificate
of arigin, and Phytosanitary or Zoo-sanitary certificate issued by the exporting country.

(iv) Redst@mitlon Prooess: Prior 0 loading any shipment, the local importer must regquest in
writing, a permit for the importation of the goods. If there are Phytosanitary or Z2o0o-sanitary
mouiements, a Phytosanitary or Zoo-saniary Guidance Letter s issued with the
mguirements for Iimportation by the Department of Plant Protection or the Gereral
Directorate of Livestock, respectively. (If there are no requiements, the reguest (s sent o
the Unit of Past REk Analysis. The Unit of Pest RiEk Analysis will issue (s moommendation.
After the Guidance Letter Is Issued, the Deapartment of Agricultural and Livesiock Promotion
willl Issue the parmilt)

(v) Ilmefame: The Phytosankary and Zoo-sanitary Guidance Letters may take up to two o
three days, 50 long as only regligible sk is imolved in the importation of the goods in
question. The permit issued by the Department of Agricultural and Livesiock Promotion may
take an additional bed W three days a8 wall.

(wi) Fees: The feas Imolved in obtaining a8 Guidance Letter from the Department of Animal
Health (Zoo-sani@ry Guidance Letter) amount t© RD$2,000.00 Dominican Pasos,
moughly equivalent I $41.00. After this phase |5 completed, the Department of Promotion
for Agriculture and Livestock wil then issue the Zoo-sanitary permit for a cost of
RD%3,000.00 Dominkcan Pesos, roughly equivalent o $62.00, for poultry products, and
RD$5,000.00 Dominican Pesos, roughly equivalent to $103.00, for pork products.

Labeling (See Saction V. Labaling Requiremants for detailed information)

Invoice or Pro Forma Invoice

Before shipment, an ivokce or pro forma imoice must be ssnt o the Dominican importer since this
document is used for obtaining the Guidance Letters and permits from the Ministry of Agriculture
and initiates the Import clearance process. Upon arrival of the goods, the importeér must have
recelved the ariginal imvolce since it will be used to clear the goods and for payment of tariffs,
dubties, and @xes.

Appointing Customs Agents

Most companies use authorzed customs agents for handing the import clearance, although the
importer can carry It oul directly. The customs aganl 5 responsible along with the consignes for
mamaging the way In which the import procedures are carried out. The cusiDms agent must be
licensad to oparate as such by the Ministry of Fimanoe and endorsed by the Germeral Dimctorate of
Customs.

Durimg Shipmeant [ Pre-Arrival)

Shipping Instructions

Shipping instructons advise all the detalls of the cargo and exporer's reguiremeants for its physical
movement It contains the information related to the sale and the merchandise’s condiEions upon
embarkation, such as the guantity of product, form of payment, transport temperatune, packaging,
and pallet used,

Inthe DR, depanding on the product in question, seweral conditibns must be mel:
& The ship's containers must be cleaanaed and disimfectad before placing the products for
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shipping.

= Imported fruits and vegetables must be free of plague or symptoms of dissases, and must
not have soil, sawdust or foreign matter, with the exception of mosses previously
disinfected, for its pac kaging.

* All wood packaging must comply with the Intermational Standard for Phytosanitary Measures
(IZPM) Mo. 15, o reduce the risk of Introduction and spread of forest pests and diseases.

*  Fruits and vegetables should not be packaged or covered in jute bags.

o Fresh fruits must arrve In refrigemated containers, with emperatures between 0°C [(32°F)
and 2,.20°C (36°F) per Resolution B4/96 of the Ministry of Agriculture,

Import Declaration

The importer must prepare the Import Declaration through the Automated System for Customs
Management (SIGA, per s Spanish acrmnym). Nometheless, only companles can presemt the
Import Declration thmouwgh the SIGA, Individuals must file diectly before the General Directo rate
of Customs.

The process for importation is initiated when the shipping company presents the import cargo
manifest. The Import Declaration |5 presentad electonically through the SIGA and the follbwing
information must be provided: goods b be imported, quantity, description, value, tanf code,
weight, and must contain attac hed scanned copies of the documents related o the imporiaton.

The fllowing documentation must be scanmed and uploaded to the SIGA: commercial nvoica, bill
of lading or airsay bill, marketing authorzation certificate, Phytosanitary or Zoo-sani@ary Guidance
Letters and parmits, certificate of origin, custom agent's ID card, auction certificate Issued by the
BARD (for products included In the Technkal Rectification), among other documents. The
governmental authority reserves the right to require additiomal documentation. These will be
required in orginal upon arrival of the goods along with the bill of lading or the airway bil,

To declare the goods thmough SIGA, the Single Customs Declaration Form (DUA, per its Spanish
acronym) must be completed. Both the importer and the customs agant have the authorization in a
Token previously suppllied by the (Bneral Directo@ate of Customs (DGA, per its Spanish acmmym).
Tha Token is an electronic device able to access the DGA's database for the details elated o the
import declarmation in question,

Importers have ten days, counting from the date of arrival of the goods to present the Import
Declaration. Fallure o do 20 will result in Sanctions or late declaration.

Product Arrival [ Import Clearance )

After the Import declaration process has been carried out, the consignee can request the physical
inspection, under the govemmantal authority's discretion, of the goods through the SIGA. This is
done abng with the customs inspeciors and the suppkementary control staff, which may nclude
personrel from the Ministry of Agriculture, through the Divisions of Plant and Animal Protection,
and the Ministry of Public Health and Social Welfare, among other compe tent authoritha s,

Depending on the products in guestion, an inspection is made by the inspector of the guarantine
office of the port of entry whom will verfy the documentation and parform a physical inspection of
the shipment in order o ssarch for possible plagues and o take samples for its mmittance o the
diagnostics laboratory. (If the pest s common, the goods could be released with a treatment,
depending on the ewvel of infestation. If the pest s of guaranting concern, the gods may ba
returned to Its place of origin, confiscated or incinerated.)

Once the physical inspection has been verified with the declaration and the original documents
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(which had been previously scanmed), the file s mevised by the Technial Department for
verification of the tarff codes, value, commercial agreement, technical mectification, safeguard
measurements, and @arf quota allocations, among others. Once the file has been approved and
closad, payment can ba made and the goods may be cleared.

In Septembar 2017, the Ministry of Agriculture started to implement the Custms Authority's
electronic system, Ome Stop Shop of Exterral Trade (or VUCE In Spanish) to digitize their
agricultural Imports authorizations process, The system |5 currently being ussd for a handful of
commodities, including apples, grapes, citrus, vegetables, and meats. Onca fully implemantad, the
system 5 expected o increase transpamency for traders, who will be able to view the status of their
approvals and reasons for any rejectbons.

Paymant of Import Dutias and Taxes of Goods

The GATT Agreement, 1994, mandates that the customs value must be based as Bar as possible in
the price actually paid or payable, generally indicated in the commencial invoice for the goods being
valued. This price is called transaction value and is the primary basis for determining the customs
value. If this did not exist, or if the price paid or payable could rot be accepted as the basis far
valuation, this Agreament provides five other procedures on the faculty of the importer o regquest

revarsal of the applicationof the maethod for valuation.

To liquidate the goods, itis necessary to take into account several aspects:

* The proper aAff code must be assigned.

¢«  According to the Tax Code of Dominican Republic, Law No. 146-00 and its amendments, the
cakulatibn of tax sattlement is obtalmed by subltracting the Brilf guota percentage Mmm the
CIF value, this amount IS called Tarlfl; afterwards, both guantities (CIF + Tarff) are addad,
the 1B percent ITBIS tax is appled to its sum, The ITBIS |5 also collected by Customs for
encumbered goods,

* In addition, Selective Tax on Consumplion may be applied to certain products, such as
alcokhol.

Payment can be made physically through a certified check or administration check. Payment of
duties and taxes must be made out o "Colector de Aduaras” and tariffs for customs services must
be made out to "Direccibn General de Aduanas.” Al payments can be paid in any of the local
customs offices, However, the person carrying out the payment must be certified as such by the
Importer.

Paymant can also be made alectronically, through the a-banking pagesof the follbwing bcal banks:
Barco Popular Domincano, Citibank, BHD-Ledn and Nova Scotl (Scotiabank), An accoss pin,
administered by the commerncial bank, must bo obtained,

In case of disputes, partkes may refer themsslves to the administrative triburals of the DR, may
recur to arbitration, or may appeal to the Dispute Settlement Body of the WTO,

Standard Documants
On average, LS. Exporters and local importers will deal with 16 different documents generated

during the import process.

1. Trademark Cartificats;

2. Free-Sale Certificate;

3. Manufacturing process diagram;

4, Qualitative and quantitative formulas;

5. Authorzations granted to the local importeror third parties;
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6. Product Label;

7. Certificate of Origin;

8. Interrational Health Certificate;

9. Phytosanitary or Zoo-sanitary Certificate issued by the exporting country;
10.Phytosanitary or Zoo-sanitary Guidance Letters (ssued by the Ministry of Agriculture;
11.Phytosanitary or Zoo-sanitary Permits issued by the Ministry of Agriculture;
13.Commarcial Invoice or Pro Forma;

13. Import Declaration;

14.Bill of Ladingor Airway Bill;

15.Marketing Authorization Approval® ; and

16.Petition for sanitary inspaction (for guarantine purposes) and clearanos;

* Note: Beginning to be implemented by January 1, 2017 but delayed starting for April 1, 2017 all
food produe ts produced domestically and Imported must have the curment sanitary registration (or
Marketing Authorization Approval) as well as the inclusion of a product label in the Spanish
langua ge that must be pbced at origin Additiormally, on July 11, 2017 the Ministry of Public Health
and Social Welfare (MSP) instructed the Gereral Customs Director (DGAY to require a Certificate of
Mo Dbjection o import alcoholic beverages into the DR. Enforcemeant of the regulation for pre-
packaged foods will initially focus on dairy products and wine, but the Dominkcan Government has
indicated it will later extend @ forcamant to other products,

Saction VIII. Other Cartification and Testing Requirements

All required certifications and esting requirmeants are coverad in the Ganeral Regulation
(Presidential Decree) No. 528-01 dated May 14, 2001 for Risk Control in Food and Beverages. This
iz going to be replaced by the mew Food Health Regulations (Reglamento Sanitario de Alimentos)
submitted to the WTO TET Committee on October 3, 2017 (G/TBT/N/DOM/ 224 dated October 3,
2017), as well as in the General Labeling Standard for Pre-packaged Products (RTD 53/ NORD OM
53, 4" revision) dated November 27, 2014 {published in 2015).

Saction IX. Import Procedures

As a first step, LS, exporfers must determine what type of import license is required for the
product in guestion in order to ensure its access inte the Domincan market. In the DR, there are
bwo ministries incharge of egulate the importation of all foods and pre-packaged products into the
eountry: &) Ministry of Agriculture (MoAg): and b) Ministry of Publi Health and Social Welfare
{ MOH) through the Garéal Diectorate of Drugs, Food and Sanitary Products [ DIGEMAPS),

Marketing Authorization Approval

The Marketing Authorization Approval or health permit (identified in Spanish as “registro sanitario ™)
iz a permit issued by the Ministry of Public Health and Social Welfara (MOH), through the
Gareral Directorate of Drugs, Food and Sanitary Products (DIGEMAPS), for all imported pre-
packaged food and beverage products, It serves as a mechanlsm for the gwernment authorities o
guarantee that pre-packaged products and by-products manufactured in or mported to the DR
meet the minimum saniary standards and are safe for human consumption, in accordance to
Dominican the General Health Law, Mo, 42-01 (Articles 109 and 129), Presidential Decree Mo, 528-
01 [(Articles 5, &, 7, B and 367 ) and NORDOM 53,

The MOH alss contrals the health risks associated with the Inappropriate use of addtves or toxins,
as wall as the pmsarce of dissase-causing organisms and dafires the procedure for the application,
issuance, and emewal of marketing authorization approvals, As well, it establishes the conditions
for permit cancellation
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The Bllowing pre-packaged products mguire marketing authorization approval in the Dominican
Republic: "cheess, yogurt, breakfast cerzal, tree nuts, wine and beer, prepared foods, condime nts,
sauces, and snack foods”™.

Phytosanitary and Zoo-sanitary Permits

Owversight of fresh fruits and vegetables, processed vegetables, animal products and by -pro ducts,
tree nuts, and dairy products is primarily tw msponsibility of the Ministry of Agricultura
(MoAg), through the Department of Plant Protection, the Department of Animal Health of the
Gereral Directorate of Livestock, and the Department of Agricultural and Livestock Promotion.

This govemment body supervises the health risks associated o the dissases of plants and animals
as wall as their products and by-products, It is also entitled to grant the cormsponding parmits for
the import of certain goods,

"Frash fruits amnd vegetables, processed wegetables, and ree muls”, requie & Phyltosanitary
Guidance Lletter, whemas “poultry, pork, and dairy products” mguie a Zoo-sanitary Guidance
Letter, There Is mot a specific document listing which products meed t© comply with thase

requiemants. Current regulation provides that all products with vegetable, animal and agricultural
orfgins must have these permits o be kegally imported and distributed in the Domincan Re public,
Depending on the type of product, either the Department of Plant Protection or the Department of
Animal Health of the Gereral Directorate of Livestock will issue a Guidance Lelter to the imporer
with the requirements for the importation. After the Guidance Letter | (ssued, tha Department af
Agricultural and Livestock Promotion will [ssue the parmit.

It is moommended that U, S, exporters develop direct dialogue with potential Dominican Importers
for saveral reasons: (i) they will be best equipped o discuss key topics such as product feasibility
in the market, prices and distribution; (i) regarding ma rketing authorization approvals, Dominican
law provides that the product label must contaln the name and address of the boal Importer who 18
responsible, along with the manufactumr, for the quality and purity of the product in question b
the local authorities; (ili) the Phytosanitary and Zoo-sanitary Guidance Letters and permits must
contain as well, the name and address of the local importer; and (iv) in order to benefit from tanAff
quota allocations, thess can only be requested by an Iindividual or egal entity residing in the
Dominican Republic {local Importer).

Monetheless, a U.5. exporter can also establish a branch in the DR or incorporate a Dominican
compary and directly import the goods, Once this process has been carved out, the LULS, exporter
can obtain the cormesponding marketing authorization approval, the Phylosanitary or Zoo-sanitary
Guidarce Letters, and permits.

Saction X. Copyright and for Tradamark Laws

FProcass for obtaining a trade mark registration bafora tha National Office of Industrial

Proparty (ONAPI)

The trademark application must contain the llowing information and be accompanied by a st of

documents:

(Y Application: ome (1) origimal version and one (1) hard copy of the letter addressed w the
Director of the Departmant of Distinctive Signs, requesting the mgistration of the trademark
in guestion and indicating the following information: spplicant’s name and address;
mercantik registry number and nabtional Bxpayer number (in case of 8 Dominican
applicant); goods andfor services o be protected puswant to the Internabional MNice
Classification of Goods and Services; and printed versions of the trademark’s design (when
appicable),
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(iv) Registmtion Process: The application process begins with the filing of the trademark
application. If the mark is approved in the substantive evaluation stage by the Matioral
Offce of Industrial Property [OMNAPL, per its Spanish acronym), publication fees must be
pald. Afterwards, the trademark (£ published in the Official Gazette of the ONAPL Az from
this date, third parties hawe a8 45-day period In order o flle for opposition against the
application (sinte the Dominlcan Republic complies with tw pre-grant opposition system). IF
ro third party contests the application within this period, the registration certificate is issued
which is erewabke every ten years. This process is generally carmied out by the holdar of the
trademark or by the distributor if the latter hasa Power of Attormey for these matters.

(v) Timeframe: The trademark registration process takes appmximataly three o four months,

(vl) Fees: The official fees involved In obtaining a trademark registration will depend If the
tradamark In quastion |sa word or deskgn application and on the amount of classes that may
be mguested. A word application undar one interrational class amounts to RD$5,735.00
Dominican Pesos, moughly equivalent to $120,00. These expenses do rot include
attormey’s fees,

APPENDIX I

Government Regulatory Key Agency Contacts
1. Ministry of Agriculture

a) Importation of Prodicts & By-products of Vegetable Origin

Flant Health Départmént Sémvices [Sanidad Vegetal)

Tal.: B09-547-3888 Ext. 4101; Emall: ssrviclos@agricultura, gob.do
Address: Km, & 1/2 Aubbpista Duarte, Los Jardines del Morte, Santo
Domings, D.M., Repiblica Dominicana.

b) Process o Import Vegetable Products; Vegetable Quarantine: Ganeral Raquirements for
the Importation of Viegetable Origin Products/Natioral Committea for the Application of
Sanitary and Phylosanitary Maasums [ CNMSF)

CNMSF
Address: Km 6 Ve, Autoplsta Duarte, Urb. Jardines del Norte, PO, Box: CP 10602, Santo

Dominge, Distrito Nacional. Tel: (B09) 227-6188 / (809) 227-3164.
Email: rd.cnmsfasnni@gmail .com

C) Sanitary Requiremeants for the entry of Fets to the Dominican Republic; Registration of
Products and Velerinary Establishments /Gereral Direcio rate of Livestock [(DIGEGA)
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Address: Avtopista 30 de Mayo, Cudad Ganadera, Samio Domingo,

D.N. Teléfono: B09-535-0680; Email: digega @ganaderia.gob.do
Service Howrs: Lunes a Viernes de 8:00 a.m. - 2:00 p.m.

d) Certificates of Mo Objection for Impaort of Fishery Products/Dominican Courcll for
Flsheres and Aquaculture (CODOPESCA)

CODOCPESCA - Ebns#;jn Dominicand de Pesta y Aculcultura
Address: Avlopista Duarte, km. 6 1/2, Edif. Agricultura, Jardines del Norte, Santo
Domingo Republca Dominicana. Tel; BD9-547-3B8B; Fax: B9 -547-3284; Web page:

hitp:f e codopesca. gob.do
2. Ministry of Health

a) Food Heakh Regultions/Ministry of Public Heakh; Sanitary Registration Notification
Proce dure and Automatic Renawal; Simplified Sanitary Registration of Food and
Beverages; Free Sale Certificate; Registered Products Cartification; Sanitary Registration
of Imported Pre-packaged Dairy Products Rerewal/ General Directorate of Medicires, Food
and Health Products (DIGEMAPS)

hitp:/f wone, 58 Spa s . gov. do/ ventanilia

Contact Information:

Ministerio de Salud Poblica y Asistercia Social

Ay, Dr. Héctor Homero Hemandez esq. Av, Tiredentes, Ensanche La Fe; Santo Domings,
DM 10514

Tel: 809-541-3121; Emall: [nfoministeriode s ludi® gob. do
3. Ministry of Industry and Commerce and Mypimes

Contact Information

a) 7mo. Piso, Edificio de Oficinas Gubernamentales Juan Pablo Duarte [ Edificio JPD)
Av, Méxloo Esq. Leopoldo Mavarm, Gascue

Santo Domings, DM, Republica Dominicana

Apartado Postal: 9876

Teléfono: (809) 685-5171 Ext.: 642 / Fax: (B09) 686-1973

b) Av. 27 de Febrero NOm. 209, Ensanche Maco
Santo Domings, DuM., Repldblica Dominicana
Apartado Postal: 10121

Teléfono: (BO9) 567-7192 / Fax: (B09) 381-8076
bitp s/ e w.mic. go b, do/

4, National Institube for the Protection of Consumar Rights (PRO CONSUMIDOR )
Contact_Information
Av. Charles Sumper #33, Los Prados
Santo Domings, D.M., Replblica Dominicara
Tel,:809-472-2731
info@proconsumidor. gob do bt /i proconsumidor.gob. do/
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APPENDIX II

Othar Import Specialist Technical Contacts

World Trade Organization (WTO) Enguiry Polnks

Each mambar governmant |5 responsible for the notifcaton procedurss associated with
agreements under the WTO, Issues in this mport relate to the Sanitary, Phwtosanitary (SPS) and
Technical Barriers to Trade (TET) Ageements. WTO obligations Include notifying to the WTO any
significant rade-related proposals that are nol substantially the same as interrational standards,
providing copkes af the proposad regulation upon reguest, allowing time for comments, and also
providing upon eguest coples of othar mlevant documents on @xisting megulations melated to food
and agric ultung, Information on Dominican Republic’s e gulations, standards and certification
procedunss can alss be obtained through the National Inguiry Point listed below:

Ministero de Salud Plablica y Asistencia Social

Departamento de Allmentos

Ave, Dr, Hector Homem Hermandez, Esg. Av. Tidentes, Ensanche La Fe; Santo Domings, D.M.,
R.D. 10514; Tel: +1 B09-541-3121

Emall: jnfo @ ministeriodesalud gob.do; msariocabreart®gmail.com

i i) T I e )
(for the latest notification)

ATTACHMENT I

Lagal Differences batween Law, Prasidential Decreas, Congrassional Resolutions,
Resolutions and NMORDO Ms
o] n Legal in minkan blic

The main difererces batwean legal moms in the Dominkan Republe depand on our fundame ntal
aspects: (i) the enacting body, (i) the regulated content/aspects, (i) the modificaton/derogation
process, and (Iv) their binding character.

In gereral terms, their hiemrchical lkevel (s as follows: (1) Constitution; (2) Laws; (3) Presidential
Decrea; (4) Congressional Resolutions; (5) Resolutions; and (5) Standards and Norms.

+ Laws. Laws are enacted by the Dominican Republic’s Congress, Laws enacted o regulate
matters set forth by Constitution and therefore, categorized as "organic™ have a higher
ranking than special or gereral laws. Laws can only b modified or derogated by another
law enacted later In time and/or by the Constitution. & Law can also be derogated by a
judgment |ssued by a Court with compatence to decide the matter at hand,

« Presidential Decrpps. Presidential Decrees are eracted by the Executive Branch of the
Domincan Republic, the President. In many casss, such pieces are issued in a form of a
regulation ("Reglamento”) that will complement a Law, providing the specific aspects for its
application; therefore, such reguiations are subordinated to the Law. They can ba derogated
or modified by a subséquent Decree or by a Law,

« Congressional Besolutions. Congressional Resolutions are emacted by the Dominican
Congress, but have an administrative character. The Congress is entitled to issue a
Relution to @t forth & position in regands o 8 rational or Interrational mater. 15 does mot
constiwte law itssif, It can be modified and derogated by a Law, a Presidential Decree, or
by amother Congressional Resolution, issued later in time, Congmessional Resolutions reguine
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the approval of the Executive brarch,

Besolutions, Fesolutions are enacted by the governmental body that is responsible for
applylng oF oversssing & Law, Presidential Decres, oF any other legal doc uments. It seras
a5 4 daclsion o & matter that has not been axprassly reguiated by Bw.

Standards and Morms. Standards and Morms ame, in addition, enacted by the competent
governmental body, as authorized by Law, Presidential Decree, or Regulations. IE providas,
for common and repeated use, miks, guidelines, or characterstics for poducts or prooessas
o be done before governmental authorties and between private personsoreantities.

o  MNORDOM's ("Mormas Dominicanas™), in contrast, do not possess a binding chamacter,
in accordance to the Eleventh Transitioral Provision of Law No, 166-12 dated July
12, 2012 (that creates the Dominkcan System for Quality ("Sistema Dominicano para
la Calidad”), and are issued by the Dominican Instiute for Cuality (“Instituio
Dominicano para b Calidad”) (SIDOCAL), as documents o establish the quality
parameters and specifications that products, services and processes would ideally
mequine to meet, Nowadays, NORDOM 53 is the only Norm that possesses a binding

character, in accordance to Presidential Decrea 528-01.

ATTACHMENT II

ReviEad Lagal Framework

1.

Law 2489 dated February 14, 1953, on Customs,

Law 4030 dated January 127, 1955, that Declares of Public Inberest the Sanitary Deferse of
Calthe;

Law 4990 dated September 3%, 1958, regarding Plant Protection;

Presidential Decree No. 1139 dated July 28, 1975 approving the DR Sanitary Regulation for
Milk and Dairy Products;

The World Trade Organization (WTO) Agreement on the Application of Sanitary and
Phytosanitary Measures (SPS) Agreement dated January 1, 1995;

Resolution No. 84/96 dated Septamber 17, 1996, given by the Ministry of Agricultume
mgarding Frash Fruit

7. Presidential Decree No. 505 -99 dated November 24, 1997, regarding the Regulation for the

2.
10.
11.
12.

13

14,

15.

Import of the Agricultural Products in the Technical Rectification of List XXIIT of the Dominican
Republic before the World Trade Organization (WTO);

Congressional Resolution Mo, 92-99 dated October 13, 1999, that approves the Technical
Rectification of List ¥XII1 of Tarf Concessions of the Dominican Republic before the World
Trade Organization [WTO) and orders the Adjudication of sald Tarilf Concessions through
Public Auwctiom;

Law Mo, 146-00 dated December 27, 2000, regarding Tarif Raeform;

CGeneral Health Law Mo, 42-01 dated March 8, 2001;

Ganeral Regulation (Presidential Decrea) No. 528-01 dated May 14, 2001 for Risk Control in
Food and Beveragas;

General Law Mo. 358-02 dated September 9, 2005 for the Protection of Consumer or Usars’
Rights {PmoConsumidor);

Resolution ko, 024/ 2006 dated Movember 22, 2006, given by the Ministry of Agriculture,

e garding the Phytosanitary Certificate;

Presidential Decres Mo, 705-10 that establishes the Regulations for the Assignment and
Admindstration of the Tarff Quotas granted by the Dominican Republc under the DR-CAFTA;
Presidential Decrea Mo, 244-10 dated Apdl 27, 2000, which est@ablishas the Tec hnical
Regulations egarding the Maximum Resikilue Levels of Pesticides In Frults, Vegetables, and
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mlated thareto;

16. Presidential Decree MNo, 569-12 dated September 11, 201 2, regarding the Procedure for
Allecation of Tarff Quotas for the Products in the Technical Rectification of List XXIII of the
Dominkcan Republc before the Wordd Trade Organization [WTO);

17. General Labeling Standard for Pre-packaged Products (RTD 53/NORDOM 53, 47 revision) dated
November 27, 2014 (published in 2015 );

18. Presidential Decree B2-15 dawd Aprll &, 2015, which create s the General Directorate of Drugs,
Food and Sanitary Products;

19. Presidential Document dated July 12, 2016 on the enforcement of the Sanitary Registration
and labeling requiement at orgin.

Schedule A: Fresh Frults and Vegetables / Processed Vegetables

Phytosanitary requirements for the import of fresh fruit

Tha applcation Is made through a form (“Formularic de Soliciiud Guia de Mo Objecion
Fitosanitaria™), which must be completed and filed before the Department of Plant Protection, with
the following information: name of the importer; address; tekephone and fax numbers; goods © be
imported; quantity: unit of measurement; port of origin; port of departure; port of entry; use: and
transportation

In this mgard, the ollowing documentation and conditions must ba mat;

An origiral Phytosanitary certificate must be obtaired from the oountry of origin.

Anoriginal Cerdficate of Ordgin must also be obtaired.

The goods must be shipped In refrigerated containers at a temperature of 3 2-36%F.

Frults must meat 14-day gquarantine.

Cartification that the ship was sanitized and disinfected before the goods were loaded.

Certification that the goods have been produced and packaged in amas free of Ceralis
Capitata (Maditerramsan Fruit Fly )

Authorization issued by the Department of Pomotion for Agrculture and Livesiock abng
with the origimal Phylosanitary Guidance Letter issued by the Department of Plant
Protection must be presented o the inspector of guarantine contral at the port of entry.,

8. In order to obtain the Guidance Letter bafore the Department of Plant Protection,
government fees amount to RD$200.00 Dominican Pesos, moughly equivalent to §4,00,
After this phase is completed, the Department of Promotion for Agriculture and Livestock
will then issus the Phytosanitary permit for a cost of RD$2,000.00 Dominican Pasos,
reughly equivalent o $41.00. Thess axpenses do not Irciuds legal feas.

N O pRAMpR

Phytosanitary requirements for the import of fresh or proce ssed vegetablo s

The application s made through a form (CFormulario de Soliciud Guia de No Objecion
Fitosanitaria™), which must be completed and filed before the Department of Plant Protection with
the following information: name of the importer; address; tekephore and fax numbers; goods © be
imported; quantity; unit of measurement; port of origin; port of departure; port of entry; use; and
Eransportation.

In this regard, the Bllowing documentation and conditions must be met:
1. Phytosanitary Certificate or Haalth Certificate issued by the authoriies of the country of
origin.
Cartification that the ship was sanitzed and disinfected before the goods were lbaded.
If jute bags are used, thase must be mew.
The goods must be free of pests and soll,
The goods must be free of mites, whiteflies and aphids.,
In case of wood packaging, It must comply with NIMF Resolution Mo. 15.
The goods will be inspectad upon arrival into the Dominican Erritory and examined by the
Phytosanitary Dlagrostics Laboratory.

NPWAWN
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B. Authorization issued by the Department of Promotion for Agrculture and Livestock albng
with the original Phytosanitary Guidance Letter issued by the Department of Plant Protection
must be presented to the inspector of guarantine control at the port of entry.

9. In order t© obtain the Guidance Letter before the Department of Plant Protection,
government fees amount 1o RD$200.00 Dominican Pesos, mughly equivalant to $4.00.
After this phass 8 completad, the Department of Promotion for Agriculture and Livestock
will then issue the Phytosanitary permit for a cost of RD$2,000.00 Dominican Pesos,
mughly equivaknt to $41.00, Thess expanses do Mot include legal feas,

Schedule B: Poultry and Pork

The application is made thmough a writteén ktter [ore original and three hard coples) MNied before
the Gareral Directorate of Lwestock, indicating the Bollowing information: rame of the Importer;
address; telephone and fax numbers; goods o be imported; quantity; unit of measurement;
country of ordgin and country of export, port of origin; port of departure; port of entry; usa;
transportation; value of the goods, animal spacies with which the product Is made. This application
miust B accompanied by the commencial Invelce ar pro orma imoica,

Imaddition, tha follbwing documentation and condiions must ba mat;

1. The products shall be coverad by an Intemational Health Cartificate (in Spanish), issued by the
Official Authority of Animal Health from the country of odgin, stating compliance with the
Fonlloelreg re quil remen Ls:

Poultry ame borm and raised In the axpo rting country

The site of originof the @ggs remain under offic il animal health control;

The site is free of infectious or communicable disea ses affecting the species;
The site of originof the aggs is located withina 30km Adius free of @lmonalla;

2. The animals, from which the animal products derive from, must be ratives of the exporting
country or must have remaired in it for at l[east 90 days prior o sBughter and/for export.

3, The goods mwst contaln the expiration date and must ba good for consumption for at keast six
o rths.

4, Official certificate of Origin,

5. Inthe case of meal pro ducts, [he expo rting country must also certify that:

the meat comes from & slaughterhouss with address and approval numbar of a veterirarian,
and IF they are cut, with the same conditions;

The meat and pﬂ:lﬂghu should bring & stamp certifying that they come from animals
slaughtered inapproved slaughtertouses and approved by the official veterdnary authority;
Ackrowledgment that the meat is fit for human consumgtion; and,

That the meat was cut in an accredited establishment under the inspection of the offcial
vaterimry ongan;

When the authorty considers it recessary, a wveterinary commission, desigrated by the
Gamaral Dimciorate of Lwestock, will visit the country of exportation © mcognize the
epldemioibgical surveillance system and certify slaughterhouses and/or processing plants,

In order to obtain the Guidance Letter from the Department of Animal Health, government
fezs amount to RD%$2,000.00 Dominican Pesos, roughly eguivalent o $41.00 and from
the Department of Agricultural and Uwvestock Promotion, government fees amount o
RD%$3,000.00, mughly equivalent to $63.00, for poultry products and RD%$S5,000.00,
roughly equivalant to $105.00, for pork products, These expenses do rot irclude attormey's
fes,

Schedule C: Cheese, Yogurt, Breakfast Cereal, Tree Nuts, Wine and Beer, Prepared Foods,
Condiments, Sauces, and Snack Foods
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Chease & Yogurt

In the DR, the importation of products and by-products considered as pre-packaged foods and
beverages, Including cheess and yogurt, are regulated by Presidential Decrse Mo. S28-01, which
approves the Gereral Regulation for Foods and Beverages Risk Control in the Dominican Republic,
dated May 14th, 2001.

The Gereral Directorate of Drugs, Food and Sanitary Products or "DIGEMAPS™ (before krown as
the Department for Foods and Beverages Risk Control) of the Ministry of Health and Social Welfare
(Direccidn General de Medicamentos, Alimentos y Productos Sanitarios del Ministerio de Salud
Publica y Asistencia Social) Is the officlal body in charge of authorizing the pre-packaged foods and
beverages, Including cheess and yogurt, that can be imported in the Dominican Republic. It
establishes the mquiemants to request the marketing authorization (or health permit) (regristro
sanitario) for pre-packaged foods and everages.

This marketing authorization (or health permit) (registro sanitario) (s & pre-import requiemeant.

In gereral térms, the equiremants © procesd with the Importation of cheese ard yogurt ame the
I‘ﬂllnwlﬁﬂ
The exporter company from the United States should designate a local distributor or
comparny who will serve as the kgal representative of the poduct before the govemmental
aiuthorties of the DR.
The Importer most first eguest bafore the Department of Foods and Baverages Risk
Control, the marketing authordzation (or health permit) (registro sanitaro ) application of tha
product, Such authorization usually takes amund 3 months o be approved,
In case it is the first time a manufaciunng company of the poduct is going to presant a
marketing authorzation (or health permit) application, authorites may mrequire o procesd
with an in sifu inspection of the manufacturing plant, even If the plant 5 not located in the
D
Once the marketing awthorization (or health permit, registro sanitaro) applcation of the
product is approved, the Importer is able to request the importation of the product,
When the shipment of product arfives o the country, the customs agents may, at their
discretion, proceed [0 inspect the shipment/contairer. The marketing authorization (or
health permit, registro sanitarp) certificate of the product will be required by the customs
agents to verify If the product has been authorized by the Ministry of Health

The following documents must be submitted, along with the application o the Department of Foods
and Bevarages Risk Control, for the marketing authodzaton (or haalth permit, registro sanitanio):

1. Ome origimal version and ona copy of the lether addmessed to the Minster of Health and Social
Walfare requesting the marketing authorization (or health permit, registro sanilario) application
of the prndL.l:t and indicating:
Mame, Address and Phone Number of the Re quester;
Mame of the Product;
Type of Product and Commercial Mame;
Mame or Company Name of the Manufactuner;
Location and Address of the Manulaciurer;
Characteristics of the Container and/or Package.
2., Two tﬂplES of the Memcantile Registry of the Importer;
3. Qualitatks and Quantitative Formula of the product;
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4, Three orlginal samples of the product, with the same presentation in which it would be sold in
the market for human consumption;
For solid products, at least 200 grams
For liguid products, at least 250 milliliers
5. Labeling Format in Accordance with NORDOM 53: Labsling for Pre-Packagad Foods;
6. Legallzed Document [Power of Attormey) designating the legal represantative of the product In
the country,
7. Fme Sale Certificam (FSC - "Certifcado de Libre Venta®™), duly legalized, when the product is
imported:
B. Receipt Issued by the Ministry of Public Health and Social Welfare, The official fees are
RD$4,000.00, roughly equivalent to $84.00°,

Pro-Export Requirements

First, the L.5. Exporting Company should obtain a Free Sale Certificale of the product, issued by
the Health Authority of the country of origin. This Certificate should cartify that the manufactuns,
22l and consumption of the cheese and yogurt are freely allowead in the country af arigin

The U5 exporter should designate a local distributor or company, who will serve as importer and
legal representative of the products in the DR.

Cheese and yogurt must obtain a local markering authorization (or health permit; reqistro
ssnitario], Issued by the Ministry of Health and Social Welfarea,

Zog-sanitary Parmit for Chease and Yogurts

Inaddition to the Markating Authorization Approval, for cheess and yo gurts (dairy products) a8 Zoo-
sanitary Permit must be obtaired before the Ministry of Agriculture given that these products
derive fmm animal arigin

The application is made through a written ktter (ore original and three hard copies) fikd before
the Gereral Directorate of Livestock, indicating the Bllowing information: name of the importer;
address; telephone and fax numbers; goods o be imported; guantity; unit of measurement;
courtry of orgin and country of export, port of origin; port of departure; port of entry; wsa;
transportation; wvalue of the goods, animal spacies with which the product 15 made. This application
must be accompanied by the commaercial invoice or pro forma irvoice,

In addition, the follbwing decumentation and conditons must be met:

1. The goods must be accompanied by an Intermatioral Health Certificate (in the Spanish
language), issued by the Official Authority of the country of origin. The certificate shall
contain the rame and address of the consignor and the consignee and the number and
species of the products to be exportad.

2. Technical form {Incase of first imports).

3. Orlgiral Cartificate of Origin.

4. The products and sub-products derved from the animals, should be rative of the exporting
country or should have memalned in the same for at least 90 days prior W its sacrifice
and/jor export,

5. The products should indicate the expiration date and should mot expire soon (for at least &
monkhs .

L thef expenses afe i be expected, especially # the interested party wished toacelemate the process by using an mthos ed
private alternate laboratory fof ssmple anabysis.
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6. Inorder to obtain the Guidance Letter befom the Department of Animal Health, government
fees amount to RD$2,000.00 Dominican Pesos, mughly equivalent o $41,00, and efore
the Department of Agricultural and Uwvestock Promobion, government fees amount o

RD%2,000.00 Dominkan Pesos, mughly equivalent to $41.00. Thess expenses do not
Include sttomey’s fees,

Wine and Bear

In the DR, the importation of products and by-products considered as pre-packaged foods and
beverages, Including wine and beer, are regulated by Presidential Decree Mo, 528-01 which
approves the Gereral Regulation for Foods and Beverages Risk Control In the Dominkcan Republic,
dated May 14, 2001.

The Gereral Directorate of Drugs, Food and Sanitary Products or "DIGEMAPS® (before krown as
the Department for Foods and Beverages Risk Control) of the Ministry of Health and Social Welfare
(Direccin General de Medicamentos, Alimentos y Productos Saniarios del Ministernio de Salud
Plblica y Asistencia Social) is the official bady In charge of authorizing the pre-packaged foods and
beverages, Ircluding wimne and beer, that can be Imported Into the DR, It establishas the
requiemants o eguest the marketing authorization (or health permit, registro sanitario) for pre-
packaged foods and beverages.

This marketing authorization (or health permit, registro sanitario) isa pre-import requirement.

In gereral terms, the mogurements to proceed with the importation of wine and bear am the
Following

- The exporter company from the United States should designate a bocal distributor or company
who will sarve as the legal mpresantative of the product before the govermnmental authorities of
the Dominican Republic.

- The Importer must first request bafore the Department of Foods and Beveraoes Risk Control,
the marketing authorization (or health permit, regisbo sanifaro) application of the product,
Such authorization usually takes around 3 months to be approved,

- ODrce the marketing authorization (or health permit, registro sanilario) application of the
product |5 approved, the importer (s able o request the importation of the product.

- When the shipment of product arrives to the country, the customs agents may, at thelr
discration, proceed W Inspect the shipment/contaliner with the products. The marketing
authorization (or heakh permit, registro sanitario ) certificate of the product will be equired by
the customs agents to verify if the product has been authorized by the Ministry of Health,

Note: On July 11, 2017, the Ministry of Public Health and Social Welfare (MSP) instructed the
Gereral Customs Director [DGA) o reguire a Certificate of No Objection to Import alcoholic
beverages ino the DR. Enforcement of the regulation for pre-packaged foods will Inltially facus an
dairy products and wing, but the Dominican Government has indicated it will later extend
enforcement o other products,

"l - N.# Hj N ARF B L Hl- i = o i - Bj 40 R0 IL-ANIE

The following documents shall be submitted along with the application before the Department of
Foods and Beverages Risk Contmol, for the marketing authorization (or health parmit, registro
sanitario):

1. Ore original version and ong copy of the letier addressed o the Minster of Haalth and Socal

Welfare requesting the marketing authorization (or health parmit; registro saniario ) application
of the product and indicatrg:
Mame, Address and Phone Number of the Reguester;
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mMame of the Product;
Type of Product and Commercial Mame;
Mame or Company Name of the Manufactuner;
Location and Address of the Manuacuiner;
Characteristics of the Contairer and/or Fa:ug'-z
2. Two mpIES of the Mercantile Registry of the Importer:
3. Qualitative and Quantitative Formula of the product;
4, Three original samplkes of the product, with the same presentation in which it can bz sold in the
rma ket for human cons umption;
For solid products, at least 200 grams
For liquid products, at least 250 milliliEers
Labeling Format In Accordance to NORDOM 53: Labeling for Pre-Packaged Foods;
Legallzed Documant (Power of Attormey) designating the legal mepresentative of the product in
the country,
Free Sale Certificate (FSC - "Cerificado de Libre Venta™), duly legalized, when the product is
imported;
Recelpt |ssued by the Ministry of Public Health and Soclal Welfare., The officlal fees are
RD%$4,000.00, roughly equivalent to $84.00°,

@ N ow

Specifically for alcobolic beverages, including wire and beer, the Gereral Health Law No. 42-01,
requires abels to declare the following disclaimer: "Bl consumo excesivo de abohol es perjudicial
para 13 salud” in Spanish ("The excessive corsumplion of alcohol carries health risks").

Pre-Export Requirements

In first place, the U.S. Exporting Company should obtain @ Free Sale Cartificate of the product,
issued by the Health Authority of the coumtry of orgin. This Certificate should certify [hat the
manufacture, sell and consumption of the wine and besar are freely allowed in the country of arigin.

Tha U.5 exporter should desigrate a local distributor or company, who will serve as importer and
legal representative of the products in the Dominican Republic,

Wire and Beer must obtain a local mark

In the DR, the importation of products and by-products considered as pre-packaged foods and
beverages, including breakfast cereal, condiments, sauwes, prepared foods, snack foods and tree
nuts, |5 regulated by Presidential Decree Mo. 528-01 which approves the General Regulation for
Foods and Beverages Risk Control In the Dominican Republic, dated May 14th, 2001.

The Gereral Directorate of Drugs, Food and Sanitary Products or "DIGEMAPS® (before krown as
the Department o r Foods and Beverages Risk Control) of the Ministry of Health and Social Welfare
(Direcciin General de Medicamentos, Alimentos y Productos Saniarios del Ministerno de Salud
Publica y Asistencia Social) is the official body In charge of authorizing the pre-packaged foods and
beverages, including breakfast cereal, condiments, sauwes, prepared foods, smack foods and tree
nuts, that can be imported into the DR. It establishes the requiremants to equest the markating
authorization [or health permit) (regsto sanitano ) for pre-packaged foods and beverages,

T Otthet expenees afe i be expected, especially # the interested party wished toacelemate the process by using an mthos ed
private alternate laboratory fof ssmple anabysis.
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This marketing authorization (or health permit, regstro samifaro) 1sa pre-import meguirement.

In general terms, the requirements to proceed with the importation of breakfast cereal,
condiments, sauces, prepared bods, snack foods and tree nuts anme the folowing:

The exporter company fom the United States should desigrnate a local distributor ar
compary who will serve as the kgal repmsentative of the product befom the govermmea ntal
authorties of the Dominican Re public,

The importer must first equest before the Department of Foods and Beverages Risk
Control, the marketing authorization (or health permit, registro sanitario) application of the
product. Such authorization usually takes around 3 months to be approved.

Once the marketing authorzation (or health permit, registro samitario) application of the
product s approved, the importer (s able © request the importation of the product,

When the shipment of prodect arrdves o the country, the customs agents may, at thelr
discretion, proceésd to Inspect the shipment/contamer with the products. The marketing
authorization (or health parmit, registro sanitario) certificate of the product will be regquired
by the customs agents to verify if the product has been authorzed by the Ministry of Health,

The following decuments shall be submitted along with the application bafore the Department of

Foods

and Beverages Risk Control, for the marketing authorization (or health parmit, registro

sanitano);

1.

B

8.

Ore orginal version and ore copy of the letter addressed o the Minkster of Health and
soclal Welfare requesting the marketing authorization (or health permit, regstro sanitano )
ﬂpplh:atlun of the product and Indicating:

Mame, Address and Phone Number of the Requester;

Mame of the Product;

Type of Product and Commerncial hame;

Mame or Company Name of the Manufactuner;

Lecationand Address of the Manufaclumer;

Characteristics of the Container and/or Package.
Two copies of the Mercantilk Registry of the Importer;
Qualitative and Quantitative Formula of the product;
Three orginal samples of the product, with the same presentation in which it be sold in the
markel for human consumption;

For solid products, at least 200 grams

For liguid products, at keast 250 milliliers
Labeling Format in Accordance to WORDOM 53: Labeling for Pre-Packaged Foods;
Lagalized Doc ument (Power of Attormey) designating the legal mpresentative of the product
in the country.
Free Sale Certificate (FSC - *Certificads de Libre Wenta™), duly legalized, when the product is
Imported;
Recelpt issued by the Ministry of Public Health and Social Welfare. The official fees are
RD$4,000.00, roughly aguivalent to $§84.00F,

*Otthet expenees afe i be expected, especially # the interested party wished toacelemate the process by using an mthos zed
private alternate laboratory fof ssmple anabysis.
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Pre-Export Requirements

In first place, the U.5. Exporting Company should obtain a Free Sale Certificate of the product,
izsued by the Health Authority of the country of orgin. This Certificate should certify that the
manufacturs, sske, and corsumption of the breakfast cereal, condiments, sautes, prepared foods,
srack foods and trea nuts |s frealy allowad inthe country of arigin

The U5 exporter should desigrate a local distibutor or company, who will serve as importer and
legal epresantative of the products in the DR.

Breakfast cereal, condiments, sauces, prepared foods, snack foods and tree nuls must obtain a
local marketing authorization (or health permit, registro sanitario), issued by the Ministry of Health
and Social Welfare,

Ehvipsanitary Permit for Tree Nuts

Firally, mgarding trée nuts, In addition to the Marketing Authordzation Approval, & parmit must be
obtalrad before the Minlstry of Agriculture gliven that these products derlve from plant ordgin,

The applcation is made throwgh a form (“Formulare de Solicitud Guia de Mo Objecibn
Fitosanitaria™) which must be completed and filed before the Department of Plant Protection, with
the Mllowing information: name of the importer; address; ekephone and fax numbers; goods o be
Imported; quantity; unit of meaasurement; port of arigin; portof departume; pot of entry; use) and
transportathon.

In this mgard, the following documentation and conditions must ba met:

1. Original Phytosanitary or Health Certificate issued by the authorties of the exporting
country.

2. Cartification that the ship was sanitzed and disinfected before the goods were loaded.

3, Jute bags should not be used for packaging,

4, The goods must be free of plagues and dissases,

5. The goods shall b inspacted upon arrival to the Dominican errtory and examined by the
Phytosanitary Diagrostics Laboratory.

6. In order o obtalin & Guldance Letter before the Department of Plant Health, the
governmental fees amount to RD$200 .00 Dominican Pesos, moughly equivaient o §4,00,
After this phase is completed, the Department of Promotion for Agriculture and Livestock
will then issue the Phytosanitary permit for a cost of RD$2,000.00 Dominican Pesos,
mughly equivakent to $41.00.These expenses do not include attormey’s fees,
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