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UNION EUROPEA

SANITARY
REGISTRATIC

OF FOOD AND

INFOCARD

BEVERAGES 8
IN PERU’

7O BE MARKETED IN PERU.

his fact sheet briefly describes the current conditions for obtaining the sanitary registration of

industrialized food and beverages, applicable to both domestic and imported products, and

which may be useful for European companies that want to export or invest in Peru. For these
purposes, questions are answered to understand what this registry is and how it works.?

WHAT IS THE SANITARY REGISTRY OF
FOOD AND BEVERAGES FOR
HUMAN CONSUMPTION?

The Sanitary Registry of Food and Beverages for
Human Consumption is a document authorizing a
natural or legal person to manufacture, package and
import and market industrially manufactured food and
beverages intended for human consumption in Peru-
vian territory after having certified that the food and/or
beverages are safe.® Industrially processed foods are

products produced from raw materials of vegetable,
animal, mineral origin, or their combination using
physical, chemical or biological processes (one or
more of them), in which additives are used to obtain
food intended for human consumption.*

The sanitary registration of processed foods and beve-
rages is regulated by the Ministry of Health5 through
the General Directorate of Environmental Health
(DIGESA).¢ DIGESA regulates the technical, regulatory,
surveillance and control aspects of environmental

1 The information contained in this infocard is of a general nature only. For more detailed information, trade promotion events and actions, as well as possible commercial contacts, please contact

the Trade Offices of the Member States and the bilateral Chambers in Lima.

2 For more information, refer fo the Practical Manual of Authorizations to Import and Export Processed Foods 2022. Available at: http://aplicativos.digesa.minsa.gob.pe/manual-impexp/ma-

nual.html2seccion=SECCION20

3 Art. 102 of the Regulation on Sanitary Surveillance and Control of Food and Beverages approved by D.S. N 007-98-SA.

4 According to current regulations in Peru, in the case of flavourings and fragrances, only those that have been previously accepted by the Food and Drug Administration of the United States of
America, the European Union, and the Association of Extractive Manufactures and Flavorings, also of the United States, are allowed.

5 See: www.minsa.gob.pe

6 See: www.digesa.minsa.gob.pe



health and industrially processed food intended for human consumption, whether of national or foreign produc-
tion. The Division of Sanitary Registration and Sanitary Certification of DIGESA evaluates compliance with
standards and requirements for the granting of the Certificate of Sanitary Registration of Industrialized Food and
Beverages, for national or imported products. It also generates a unique coding system of subjects under survei-

llance and sanitary control.

WHAT PRODUCTS DOES IT APPLY TO?

Although the registration and certification
DIGESA applies to processed foods for humancon-
sumption, depending on the product in question, the
sanitary certificate is processed and issued by other
entities, such as products of fishery and agricultural
origin, and those related to the protection of human

health:

from

The granting of sanitary registration for food of fishery
origin, both for human or animal consumption, or as raw
material for industry (food of fishery or aquaculture origin), is
the responsibility of SANIPES, under the Ministry of Production
(PRODUCE).

The registration and certification of foods of plant
origin for primary production and processing is the
responsibility of the National Agrarian Health Service —
SENASA, an entity attached to the Ministry of Agricultu-
re and Irrigation (MINAGRI).

Products aimed at protecting health - medicines,
medical devices, biological products, health products,
dietetics and sweeteners - are regulated by the General
Directorate of Medicines, Supplies and Drugs — DIGE-
MID, of the Ministry of Health.”

The following table illustrates with examples the
products that require Sanitary Registration issued by
DIGESA and those that require it from other entities:

TABLE 1: EXAMPLES THE PRODUCTS THAT REQUIRE SANITARY REGISTRATION ISSUED BY DIGESA
COMPETENCE DIGESA

PRODUCT

Products intended for
human consumption with
primary processing?

Industrialized products
intended for human
consumption.

Products with health
properties.

Fishery or
aquaculture
products.

Sanitary Registration

EXAMPLES

- Fruits and vegetables
NO - Eggs

- Meats

- Flours without additives

- Oil

- Wine

YES - Biscuits

- Beverages in general

- Herbal products

- Cosmetics

- Nutritional supplements
- Drugs

NO

- Fish and seafood
NO - Canned tuna
- Canned seafood

7 It is not the competence of DIGESA to register nutritional supplements and/or dietary products in the Sanitary Registry. It is the responsibility of DIGEMID (Supreme Decree No. 016-2011-SA).

8 They are foods not subjected to processing. This includes: divided or split, selected, sliced frozen, deep-frozen, thawed, deboned, chopped, peeled, or skinned, crushed, cut, ground, refrigerated.

http://www.digesa.minsa.gob.pe/compial/archivos/acta31.pdf
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WHAT IS THE SANITARY REGISTRATION PROCEDURE?

The sanitary registration procedure differs depending on whether the products are imported or domestically produced.

Since processed foods are restricted goods, when they
are imported they require product authorization before
entering the country, and the importer must be domici-
led in the country, except in cases of simplified declara-
tions of a smaller amount.

The authorization to apply can be the Sanitary Regis-
tration or the Certificate of Sanitary Registration of
Imported Product. The Sanitary Registration is required
when the imported product is authorized for the first
time, while the Sanitary Registration Certificate for
Imported Product is required when it is a product that
was previously registered by another person.

The application process for Sanitary Registration or Certi-
ficate of Sanitary Registration of Imported Product is
carried out entirely via the Infernet, using the Web
Platform "Single Window for Foreign Trade (VUCE)".? To
start the process, you must have the number of Unique
Application for Foreign Trade (VUCE).'°

If you do not have this number, the procedure must be
carried out with the proof of bank payment by the same
means.

From there, the following requirements must be met:

Register in advance with a Certificate of Free Sale
or Marketing (CLV) issued by the competent authority of
the country of origin.

Registration in the Single Taxpayers Registry
(RUC), a registry managed by the Tax Administra-
tion,'" through VUCE.

Application for Sanitary Registration of products
intended to be imported. If the processed food to be
imported is of animal origin, in addition, the Official
Sanitary Export Certificate of the country of origin must
be presented, certifying that the products to be expor-
ted to Peru comply with the sanitary and phytosanitary
requirements established by the competent authorities
of the country of origin. This document will be verified
during the physical inspection carried out by SENASA at
the points of entry into the country.'?

9 Single Window for Foreign Trade. Portal where procedures related to foreign trade and sanitary registrations are centralised, among other aspects: www.vuce.gob.pe

10 Source: Article 105 of Supreme Decree No. 007-98-SA.

11 All persons domiciled or not in Peru, who carry out economic activities for which they must pay taxes, including imports, are obliged to register in the RUC. See National Superintendence of Tax

Administration — SUNAT: http://www.sunat.gob.pe/

12 For example: bacon, hams, sausages; meat in brine, dried, smoked, canned; pork/pouliry fats; milk and cream concentrate; cheese; fresh bird egg yolks, efc. In the following link you will find the
models of export health certificates (CSOE) approved by country of origin: http://www.digesa.minsa.gob.pe/Orientacion/Modelos_Certificados_|Importacion.asp
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WHAT ARE THE REQUIREMENTS FOR OBTAINING
SANITARY REGISTRATION?

According to Art. 105 of the Regulations on Sanitary
Surveillance and Control of Food and Beverages
Supreme Decree No. 007-98 — SA, as amended by
Supreme Decree No. 004-2014-SA, (hereinafter the
"Regulations") the requirements for obtaining the
Sanitary Registration, both for products imported or
produced in the country, are the following:'3

Name or company name, address, and unified
registry number of the natural or legal person
requesting registration.

Name that reflects the true nature of the
product,' trade name and brand of the product
for which the Sanitary Registration is requested.’®

Name or business name, address and country of
the manufacturer, if applicable.

Results of the physical-chemical and microbiolog-
ical analysis of the finished product, processed
and issued by a laboratory accredited by the
National Institute of Quality - INACAL or another
accrediting body of a foreign country that has
international recognition signatory of the Mutual
Recognition Agreement of ILAC (International
Laboratory Accreditation Cooperation) or IAAC
(Inter American Accreditation Cooperation ).'¢

List of ingredients and quantitative composition of
additives, identifying the latter by their generic
name and their international numerical reference

(SIN Code).
Conservation and storage conditions.

Data on the packaging used, considering type,
material and presentations.

Shelf life of the product under normal conditions
of conservation and storage.

Production batch identification system (for trace-
ability and decoding).

13 See: http://www.digesa.minsa.gob.pe/expedientes/detalles.aspx2id=28
14 Codex Stan No. 01-1985 and Law No. 29571.

15 Product composition and CODEX STAN 1-1985 standard must be considered.

Number of Directorial Resolution of Certifica-
tion of Official Technical Validation of HACCP
Plan or General Principles of Hygiene, as
appropriate.

Labelling project, in accordance with the
provisions of Article 117 "Content of labelling"
of the "Regulation on Sanitary Surveillance and
Control of Food and Beverages", approved by
Supreme Decree No. 007-98-SA). According to
this article, the content of the labelling must
comply with the provisions established in the
Peruvian Metrological Standard for Labelling of
Packaged Products and contain the following
minimum information:

a) Name of the product.

b) Declaration of the ingredients and additives
used in the manufacture of the product.

c) Name and address of the manufacturer.

d) Name, business name and address of the
importer, which may appear on an additional

label.
e) Sanitary Registration Number.

f) Expiration date, when the product requires it, in
accordance with the provisions of the Codex
Alimentarius or the Peruvian sanitary standard
that is applicable to it.

g) Code or key of the lot.

h) Special storage conditions when the product
requires it.

Certificate of Free Marketing and/or Certificate of
Use issued by the competent authority of the coun-
try of the manufacturer or exporter (in original and
copy), when the food or beverage is imported. It
certifies that the product is freely marketed in the
country of origin and that it is manufactured in an
establishment that complies with the provisions of
the regulation.

16 In the case of foods with special regimes, the results of bromatological analysis must be presented. Foods for special regimes are listed in Article 6.2, section IX of NTS No. 07 1-MINSA/DIGE-
SA-V.01. Sanitary standard that establishes the microbiological criteria of sanitary quality and safety for food and beverages for human consumption.



The Sanitary Registration is granted by product or group of products and manufacturer, only one product or group
of products can be included per application.!” A group of products is those produced by a manufacturer that have
the same qualitative composition of basic ingredients that identifies the group and that share the same food addi-
tives. In this sense, each flavour of a product must have its own registration. In the case of a food or drink with
special regimes, its nutritional properties must also be indicated.

HOW IS THE SANITARY REGISTRY RENEWED, In these three cases it is considered that the product has
UPDATED OR MODIFIED? changed its nature:

The Sanitary Registry is valid for five (5) years, coun- *  When an ingredient or additive not initially declared
ted from the date of its granting. The Sanitary in the application for registration is added.
Registration may be renewed, before DIGESA or

through the VUCE, upon request for reregistration *  When an ingredient that was initially declared in the
submitted by the holder of the registration between application for registration is eliminated, and

sixty (60) and seven (7) business days prior to the

date of its expiration. The registration of products *  When an additive is replaced by another that does
whose reregistration is not requested before seven not have the same technological function as establi-
(7) days, automatically expires at the expiration of shed in CODEX STAN 192: 1995 and its respective
the period for which it was granted. The application updates.

submitted outside this period will be processed as a
new Health Registration.

Re-registration in the Sanitary Registry is subject to the
same conditions, requirements and deadlines establi-
shed for registration. The validity of the re-registration
will be counted from the date of expiration of the regis-
tration whose renewal is requested. If there are stocks
on the market of the product whose registration has
expired without its renewal having been requested,
these must be withdrawn from the market by the holder
of the registry, within a period of ninety (90) calendar
days, after which its confiscation will be ordered and
the population will be informed that the said product
does not have registration.

As established in Article 109 of Supreme Decree No.
007-98-SA, the Sanitary Registry must be updated
and modified when there is any modification or
change in the data and conditions under which the
Sanitary Registry was granted to a product or group of
products. This update or modification must be
communicated in writing to DIGESA, at least seven (7)
business days before making it. In the case of an
importer, this procedure must be done before impor-
ting, accompanying for this purpose the information
that supports said update or modification.

17 Art. 104 of the Regulation on Sanitary Surveillance and Control of Food and Beverages approved by Supreme Decree
No. 007-98-SA.
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WHAT ARE RECOMMENDATIONS FOR IMPORTED PRODUCTS?

It is recommended to
review the specific sanitary
standards in force accor-
ding to the type of product
that needs to be imported,
such as the Salt Fortifica-
tion Law, the Regulation of
Quality of Water for
Human Consumption (DS.
No. 031-2010-SA), the
Regulation on Baby Food
(Supreme Decree No.
009-2006-SA), Bakery
Products, Biscuits

and Pastry (Technical
Health Standard No.
088-MINSA/DIGESA-VoO01
and Ministerial

Resolution No.

1020-2010/MINSA).

All documentation issued
abroad must be no older
than 01 year, counted
from the date of its
issuance, and be accom-
panied by its respective
translation into Spanish.

In the case of an importa-
tion of any food whose
Sanitary Registration is in
process, it is not appro-
priate to consider a file
that is in process as
equivalent to the granting
of sanitary registration. It
is necessary to wait for the
application for registra-
tion to be declared either
favourable or denied.

Consult the DIGESA
website for the list of
competent authorities to
issue the Certificate

of Free Sale in the country
of origin of the imported
product. Likewise, if the
competent authority is not
identified, it must be
proven that the document
presented for the sanitary
registration process is
issued by the competent
authority in accordance
with the current provisions
of the corresponding
country.




OTHER RELEVANT PROVISIONS: ADVERTISING WARNING OCTAGONS

On June 17, 2019, the "Manual of Advertising Warnings''® came into force, which establishes the obligation
to include advertising warning octagons to all processed foods whose content of sodium, sugar, saturated fats
and trans fats exceed technical health parameters.'? This obligation applies to all natural and legal persons
who market, import, supply and manufacture processed foods, as well as to the advertiser of such products.?°

As for the content of the advertising warning octagons, they must indicate the corresponding warnings, depen-
ding on which one applies to the case:

CONTIENE
GRASAS

ALTO EN
GRASAS ALTO EN ALTO EN

TRANS

SATURADAS AZUCAR SODIO

Ministerio
de Salud

Ministerio
de Salud

Ministerio Ministerio
de Salud de Salud

EVITAR SU CONSUMO EXCESIVO EVITAR SU CONSUMO

On the other hand, it is important to emphasize that these advertising warnings must be recorded on the front
side of the product label.?' The use of stickers with the advertising warnings was allowed until June 30, 2023,
in the case of micro and small enterprises and imported products.?? After this date, the printing of warnings
on the label will be mandatory.

However, on April 20, 2023, the corresponding chamber of the INDECOPI Tribunal for the Defence of Com-
petition and Intellectual Property, through Resolution No. 034-2023/SDCINDECOPI, confirmed Resolution
No. 073-2022/CDB-INDECOPI, which declared that the prohibition of Law 30021, Law to Promote Healthy
Eating among Children and Adolescents, on the use of warning stickers on imported food and non-alcoholic
beverages constituted an unreasonable non-tariff barrier to trade. Therefore, INDECOPI has ordered the
non-application of the measure in favour of the complainants (member companies of the Lima Chamber of
Commerce (CCL)) and has recommended to MINSA to modify the administrative provisions containing the
non-tariff barrier to trade. In the absence of a modification, other importing companies, which will be affected
by the ban on the use of octagon stickers on their products, may file a new complaint requesting a precautio-
nary measure.

18 The Court that gave the last ruling on the issue of octagons was the Tribunal for the Defense of Competition and Protection of Intellectual Property. The Manual was approved within the framework
of the provisions of Law No. 30021, Law on the Promotion of Healthy Eating for Children and Adolescents, and its Regulations approved by Supreme Decree No. 017-2017-SA.

19 The technical parameters are established in Article No. 4 of the Regulations of the Law, approved by Supreme Decree No. 017-2017-SA.
20 See Article 2 of Law No. 30021.
21 See Article 15 of the Rules of Procedure.

22 The Ministry of Health, through Supreme Decree No. 022-2022-SA, extended the deadline for the use of stickers until June 30, 2023.
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USEFUL LINKS

CODEX ALIMENTARIUS
http://www.digesa.minsa.gob.pe/Codex/que-es-el-codex.pdf

DIGEMID: DIRECTORATE GENERAL FOR MEDICINES, SUPPLIES AND DRUGS:
http://www.digemid.minsa.gob.pe/

SENASA: NATIONAL AGRICULTURAL HEALTH SERVICE:

http://www.senasa.gob.pe/senasa/

DIGESA: GENERAL DIRECTORATE OF ENVIRONMENTAL HEALTH:
http://www.digesa.minsa.gob.pe/

CONSULTATION OF FOOD SANITARY REGISTERS:

http://www.digesa.minsa.gob.pe/Expedientes/Consulta_Registro Sanitario.aspx

FOREIGN TRADE SINGLE WINDOW (E): MANUALS - RESTRICTED GOOD

https://www.vuce.gob.pe/documentacion.html

SANITARY RULE THAT ESTABLISHES THE MICROBIOLOGICAL CRITERIA OF SANITARY QUALITY AND SAFETY
FOR FOOD AND BEVERAGES FOR HUMAN CONSUMPTION:
RM59TMINSANORMA . pdf

THIS INFOCARD HAS BEEN ELABORATED BY THE EXPERTS OF THE PROJECT EU MAT PERU.

DISCLAIMER

The positions expressed are those of the authors and do not necessarily reflect the official opinion of the European

Union. Neither the European Union, nor any person acting on behalf of the European Union, is responsible for any
use that may be made of this information. The European Union is also not responsible and cannot be held

accountable for any loss suffered as a result of reliance on the content of this infocard.
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More information: Delegation of the European Union to Peru
Av. Victor Andrés Beladnde 332, 5to. piso,

ﬂ @UEenPeru o Unién Europea en Perd (edificio CROMO) San Isidro, Lima 27, Perd

Opening hours: Monday to Thursday from 8h

@UEenPeru to 16h30 Friday from 8h to 13h30
@UEenPeru X
@EUAmbPeru

Tel: 51 (01) 4150800

hitps:/ /www.eeas.europa.eu/delegations/peru_en Email: delegation-peru@eeas.europa.eu





