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Melhorar a saude Global através de normas
publicas e programas relacionados que
ajudam garantir a qualidade, seguranca € o
beneficio de medicamentos e alimentos.
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Lé@ Sobre a USP

» Fundada em 1820, sem » Mais de 1.000 » Trabalha com mais de
fins lucrativos, privada, funcionarios em todo o 900 cientistas,
independente e mundo profissionais e

reguladores para
revisar os padrdes que

autofinanciada -
» Instalacdes de

» Organizagao baseada laboratério nos EUA, ;
em valores focada em india, China, Brasil e SUEELT) & DIEHEEEL &
capacitar seus Gana salde publica
funcionarios e » Reconhecida

» Escritorios na Suica,
Etiépia, Indonésia,
Filipinas e Nigéria

internacionalmente e
com foco global

voluntarios
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A USP inaugurou seu terceiro laboratério e escritor lo internacional em Sao
Paulo, Brasil, em agosto de 2008.

A USP-Brasil apoia a saude publica no Brasil e nos
muitos paises para os quais o Brasil exporta produtos
farmacéuticos:

Desenvolvimento de testes colaborativos de Padrdes de
Referéncia da USP

Fornecer programas de educacao, treinamentos
personalizados e melhores praticas compartilhadas
nacionalmente

Fornecer servico técnico e assisténcia diretamente ao
usuario com os padrées da USP

USP-Brazil, Baruéri, Sao Paulo
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r\ Compendios, Padroes de Referéncia USP, e os
Programas de Verificacédo e de Saude Publica Global
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USp Programa de alimentos da USP

O Programa de alimentos da USP é um recurso global para as
solucoes de seguranca e integridade dos alimentos, incluindo
padroes, ferramentas e servicos baseados na ciéncia para

melhorar a confianca na cadeia global de fornecimento de
alimentos




r\ USP Food Science Volunteers

us Pharrnatapenal

>60 Expert Volunteers Supporting USP’s Food Program

USP Food Ingredients Expert Committee

USP Olive Oil Authenticity and Quality Expert Panel

USP Food Adulterants Hazards Identification Expert Panel
USP Food Adulteration Expert Panel

USP Non-Targeted Methods for Milk Ingredients Expert Panel
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USE_,) | Fraude em Alimentos

U.S. Pharmacopeial
Convention

» Ocorre frequentemente e
muitas vezes nao é detectado

» Impacto na Saude Publica

» Impacto da marca

Food fraud tests reveal 25% of
dried oregano is adulterated

23 Jul 2015 | Andrew Do

» Implicacles legais

» Reduz confianca do
consumidor
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Usp O que ¢ fraude de alimentos?

U.S. Pharmacopeial
Convention

A falsificacao intencional do conteudo ou identidade
verdadeira de um produto ou ingrediente de alimentos
para ganho economico.

Auténtico Adulterado
Pimenta do reino 25% sementes de papaia
Global Expertise | Trusted Standards Improved Health COPYRIGHT 2016. ALL RIGHTS RESERVED.
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Diluicdo ou
Substituicdo

&>

Paprika

Realce artificial

Nutrition Facts Ingredients
(] Halal
L] I
[ -
| |
I |
I I
Informacéo *falsa* Alegacao
do valor fraudulenta no
nutricional rotulo
Global Expertise | Trusted Standards | Improved Health

UST: | O que é fraude em alimentos?
\

Uso de biocidas néo
aprovados, ndo
declarados ou proibido

Formulacéo de
um produto *falso*

Remocéo de
constituintes
auténticos

»

FalsificacOes e
mercado negro

[
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USE_) | Regras de Controles Preventivos da FDA

U.S. Pharmacopeial
Convention

"A analise de perigo deve considerar 0s riscos que podem estar presentes
nos alimentos porque eles ocorrem naturalmente, sao introduzidos sem
intencdo ou sao intencionalmente introduzidos para fins de ganho

econdmico".

“NOos continuamos a acreditar que o0s perigos que podem ser
intencionalmente introduzidos para o ganho econdmico precisarao de
controles preventivos em raras circunstancias, geralmente em casos onde

houve um padréo de adulteracdo economicamente motivada no passado".

Federal Register Volume 80, Number 180 (Thursday, September 17, 2015)
Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Human Food; Final Rule

MODERNIZATION ACT
T—

12
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Nome da clausula

Fraude de Alimentos
Avaliacao de
vulnerabilidade

Fraude de Alimentos
Plano de Controle de
Vulnerabilidade

USE_) | GFSI - Requisitos na avaliacao

€@
fx GFsi GG Bocule
4 A

() ’
&

Requerimento GFSi
Global Food
Safety Initiative

A norma exigira que a organizacao tenha uma avaliagao
documentada de vulnerabilidade de fraude de alimentos para
identificar potencial vulnerabilidade e priorizar medidas de controle
de vulnerabilidade de fraude alimentar.

A norma exigira que a organizacéo tenha um plano documentado
gue especifique as medidas de controle que a organizacéo
implementou para minimizar os riscos para a saude publica a partir
das vulnerabilidades identificadas de fraude de alimentos.
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Food Fraud Mitigation Training
and Advising Services

Global Expertise | Trusted Standards | Improved Health

Solucoes de Seguranca e Integridade dos Alimentos

Food Fraud Mitigation Guidance

PRE-SCREENING

Recognize potential

issues based on
criteria, e.g., history
of adulteration

Step 1

VULNERABILITY

ASSESSMENT

Identify
vulnerabilities that
could lead to fraud

Step 2

IMPACT

ASSESSMENT
Determine public
health and economic
impact

Step 3

OVERALL RISK

ASSESSMENT

Define risk level based
on vulnerabilities
and impact

Food Fraud Database v. 2.0

2 What's new with your saved searches

COPYRIGHT 2016. ALL RIGHTS RESERVED.

Step 4

EMA PREVENTIVE

CONTROL PLAN

Establish a plan
to mitigate risk and
meet regulatory
requirements
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S Food Chemicals Codex (FCC) e Padrbes de
u”"mp Referéncia USP

» 1,200+ monografias

» E um compéndio de normas reconhecidos internacional/e
com metodos, especificacdes e padroes de referéncia para
Ingredientes alimentares

» Verificar a identidade, qualidade e pureza dos ingredientes

» Definir “food-grade”

o
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Global Expertise | Trusted Standards Improved Health wur imiuns cu 16, ALL RIGHTS RESERVED.

6/5/2017

15



USE_) | FCC Online

U.S. Pharmacopeial
Convention

Global Expertise

=== FCC | Online

Welcome, Peter £

Search By = 5 a
s “ o Steviol Glycosides HH
Effective from Jun 01, 2016 (FCC10) Effective
Steviol Glycosides’
Published in: |
First Published

Last Revised: FCC & Third Supgle

o ! » Descricao

» Identificacao

» Ensaio

» Impurezas

» Testes Especificos

» Outros requerimentos

CH,

Copyright © 2016 The US. Pharmacopeial Convention, All Rights Reserved
T —

—
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O n ‘ i n e Welcome, Ana Cristina

glucose

# - SeachResuts = » | Glucose Syrup

Effective from Jun 01, 2016 (FCC10)

Prev Version

Glucose Syrup Mt Version
Glucose Syrup

Published in:
First Published: Prior to FCC &

Com Syrup
UNII: BG5L1SBKEN [corn syrup]

DESCRIPTION

Glucase Syrup

urs 25 8 clesr, white o light yellow, viscous liquid. It is 2 clarified, concentrated. aquecus solution of saceharides obisined by the pertial hydrolysis of edible starch by food-grade acids endior enzymes. Depending on the degree of hydrolysis, it conisins varying smounts of D- glucose. When
obtsined from oom starch, it is commanly designated as corn syrup. It is miscible in all proportions with water.

Function: MNutritive swestener

Packaging and Storage: Store in tightly closed contsiners in s dry place

IDENTIFICATION

* PROCEDURE
Sample solution: 50 mg/mL
Analysis: Add = few drops of the Sampie soiution in 5 mL of hot Alkaling Cupric Tarirate TS
Acceptance criteria: A red precipitste of cuprous oxide forms

ASSAY

+ REDUGING SUG2RS Assy, Appendix X'

Acceptance eriteria: NLT 20.0% reducing sugsr content (dextrose equivalent) expressed as O- glucase, calculsted on the dried basis
IMPURITIES

Inorganic Impurities
* LE2D, Lead Limit Test, Atomic
Acceptance criteria:  NMT 0.1 mgikg
* SULFUR DIOXIDE, Appendix X
Sample: 359
Acceptance criteria:  NMT 0.004%

Graphite Furnage Method, Method | Appendix liIE

COPYRIGHT 2016. ALL RIGHTS RESERVED.
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USE_) Guia de Mitigacao de Fraude de Alimentos da USP

U.S. Pharmacopeial
Convention

Assoyi | Appendia XVl | 2053

APPENDIX XVII: FOOD FRAUD MITICATION GUIDANCE

AL Ohe eidoamng

TERMINOLOCY AND SCOPE

Global Expertise | Trusted Standards | Improved Health

USP Food Fraud Mitigation Guidance
www.foodfraud.org

Estrutura para como projetar o seu proprio
sistema adaptado de mitigacao de fraude
de alimentos e plano controle baseado em
avaliacOes de vulnerabilidade e impacto

PRE-SCREENING

Recognize potential
issues based on
criteria, e.g., history
of adulteration

Step 1

VULNERABILITY

ASSESSMENT

Identify
vulnerabilities that
could lead to fraud

Step 2

IMPACT

ASSESSMENT

Determine public
health and economic
impact

Step 3 Step 4

OVERALL RISK @l EMA PREVENTIVE

ASSESSMENT CONTROL PLAN

Define risk level based
on vulnerabilities
and impact

Establish a plan
to mitigate risk and
meet regulatory
requirements
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Avaliacao vulnerabilidade - fatores que contribuem
US@ ¢ G

™M
O

- ARG
Supply Audit Supplier Supplier Susceptibility
Chain Strategy Relationship History of QA Methods

Ama -
L

®
Testing Geopolitical
Frequency Considerations
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Q o

FootFons 11

Milk ®

’\./°\,/ o

Ne”*N

Fraud Economic
History Anomalies
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1]
USeC | Avaliacdo de impacto de ingredientes
U, Pharmacopeial M © |
Convention
B Low | Moderate High
ea | Food grade- ; pa
SeloloNelr=ol-T0 = = = | known sub- N]%'; ;ooggg_n
' ;g?ec:y Gt  risks population know% risks
|dentificar "' risks
adU lte rantes B No significant
conhecidos e Eﬁ::gtm'c balance sheet Ope';:iistl?nal Enterprise risk
.. impact
potencilais -
Potential
Multipliers
- Focused No focused At-risk
ocuse o focuse -ris
Consumption [Welelat{¥gglelife]y! Low evel populations
. " Important . Primary/critical
Nutritional No'sufficiericy micro-nutrient ! sub-population
Sufficiency impagts food DO r food
Public o Industry Jus Authorities &
Confidence Sneciiciond sector industry
20
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Usp | Figura final do guia de mitigacéo de
— s | fraude de alimentos
Combine avaliacbes de -
vulnerabilidade e impactos para I x
criar uma pontuacéo de risco oo g
"geral", que pode entao ser usada £ [roee e K
para tomar as decisdes sobre S "
mltlgagéo gg Economi ancmalies X =
Medenss I ributing Factors (Composits of Step 1)
meqo ':::IZ:;:‘ I;,:‘:nnmln o 5 :
Economic Opn.hn:l ;‘ £ 4 -'.‘:'EEE‘:’E o
Multipliers g E:E‘:EE:, . i
] e
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US@ | Como abordar substancias/ ingredientes adulterados

O @

US. Pharmacopeial
Convention

Pre-screening step: & ==
“Universe” 0 Idedntlfy “ob_wous" °
of ingredients . i i
""" potential issues
O o~ )
: . 1 Vulnerabilities » USP FFMG
Ingredlc_ants. with P Y— o—
potential risks
] ke ®—| - USP FFMG
_ _ Assessment
Ingredients with
greatest risks
Weigh
3 Overall Risk ®— = USPFFMG

“Short list” of
ingredients  with . Develop Sl FANE
unacceptable risk Mitigation Plan S el A
requiring mitigation plan » USP’s FCC
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@ ! Banco de dados de fraude de alimentos v2.0
: l

4 tipos de registro Atualizacbes em tempo real
Interface online amigavel Gera relatério de identificagcéo de

Otima ferramenta de pesquisa perigo de adulteragao
Recurso no painel de controle com alertas

Welcome, Ana Cristina
) ’ i}
US ' Food Fraud Database YOUR ACCOUNT
us n‘.a;:.m:‘\ - Help FAQ USPorg ContactUs

# Dashboard  QQ Search Records sl Data Analytics E Reporls 2= Management

Global Exg

8 FFD USP News of Interest | What's new with FFD

© New USP FFD Records @ Geographic Distribution of New Incidents

UPDATES
FFD users can now save up to 250 searches! As a reminder, we Wesk [Month| Quarter Yesr LsstLogin
are working constantly to maintain accurate and useful lists of
Ingredients and Ingredient Groups. Therefore, we make
occasional edits to System Ingredient Groups. You may email Number of new adulteration records 241 @ Austria
FFDSupport@usp.org with suggested updates to Ingredients and Inference 63 Method 120 @ United States of Ame...
System Ingredient Groups . ®Libya

Incident 46 Surveillance 12 | @ United Kingdom of Gr...
GETTING STARTED WITH FFD — @lialy

) ‘ @ Lebanon

There are 5 tabs in the database: Dashboard, Search, Data Numhes i i d it ’ 63 @Grcece

umber of new potentially hazardous adulterants
Analytics, Reports, and Management. Take a look_..Read hMore po ¥ ® Taiwan (Province of

@ South Africa

Number of new adulterants 103 ®india
TOTAL NUMBER OF RECORDS I 7,104
|® What's New with My Saved Searches
Q What's New with My Saved Searches (i Q New Adulterants by Ingredients in My Saved Searches @ Geographic Distribution of New Incidents in My Saved

Searches 23
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US. Pharmacopeial
Convention

US@ Food Fraud Database

us Pharmacogeial M
conention

# Dasnboara Q) Searcn Records | il DataAnaiytics | [Bj Reports

P Data Analytics

= Management

Saved Analytics - Manage Saved Analytics

Series

. Track the number of food fraud records
over time for an ingredient (or set of
ingredients).

}/ Adulteration Record Time
Aot

Analytical Methods

Identify the analytical methods used to
detect adulterants in an ingredient {or set
of ingredients).

Ingredient Comparison Geographic Distribution of
@ Incidents
° . Compare ingredients based on the Display a heat map of incident locations

number of records and the number of for an ingredient (or set of ingredients).

distinct adulterants.

e [gredient Tabular Display

Quickly see a snapshot of the number of
records and list of adulterants associated
with an ingredient (or set of ingredients).

Welcome, Ana Cristina

Copyright(c) 2017 The United States Pharmacopeial Convention. Al rights reserved. | Privacy Policy | Terms of Use
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# Dashboard = Q Search Records [l Data Analytics 2= Management

Search the Food Fraud Database

‘|| Both Incident & Inference

Ingredients and Adulterants

Saved Searches - ﬂ Manage Saved Searches

Record Types Why must | select a Record Type?

Incident

An incident is a documented occurrence of foed fraud in 2 food ingredient or
product within a defined imeframe. Incidents are often reported in the media and
tend to include contextual and supporting information about the perpetrator,
motive, geographic location, andfor other characteristics.

Surveillance

A surveillance record documents a report of sampling and testing of foods or
ingredients in specified geographic locations or at multiple points along the supply
chain to gain knowledge about the scope of fraud. This type of market sampling is
typically conducted by regulatory agencies, trade organizations, or other interest
groups, and may also occur as part of published research regarding analytical
detection methods.

Search by Ingredient Name, Adulterant Name, USP ID#, CAS#, INS#, or UNIl#

B T

—
iy -

Inference

An inference record is documentation of probable knowledge of food fraud
adulteration without sufficient documentation to be classified as an incident. Often,
an inference record is created from published research conducted to develop
detection methods for adulterants in particular ingredients. Inference records are
also created to document the specific combinations of ingredients and adulterants
resulting from general surveillance testing in the marketplace.

Method

A method record provides information en an analytical method for detecting food
adulteration or authenticating food ingredients that has been published in a
scholarly report.

Copyright(c) 2017 The United States Pharmacopeial Convention. All rights reserved. | Privacy Pelicy | Terms of Use
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# Dashpoara  Q Search Records il DataAnalytics  [Bj Reporis 3= Management
Analytical Methods

B Ingredients: Selected 1 | Available 3841

Manage Saved Analytics Save Analytics

@ Ingredient Group Ingredient Name Adulterant Name Analytical Method

Glycerin Diethylene Glycol ‘ Capillary GC-FID (Adulteration Record ID: 31956)

Ethylene Glycol ‘ Capillary GC-FID (Adulteration Record ID: 31954)

O Ingredients

ABCDEFGHIJKLMNOPQRSTUVWX
YZ

Search for ingredients

[ Gac Fruit Juice

[ Gafftopsail Catfish [Bagre marinus]

[ Gag Grouper [Mycteroperca microlepis,Sma..
[ Galanga (Greater) [Alpinia galanga,Galanga..
[ Galanga (Lesser) [Alpina officinarum, Galan...
[ Galanga Oil {Lesser) [Alpina officinarum Oil,. v

[T =alhanim Rasinnid [Fenila nalhaniflia Resi

w Unselect All

\ Apply Changes

Copyright(c) 2017 The United States Pharmacopeial Convention. All rights reserved. | Privacy Policy | Terms of Use
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Thank You
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Endereco dos sites:

http://www.usp.org

http://online.foodchemicalscodex.org

http://www.foodfraud.orqg

Improved Health
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USP — Brazil Contact information:

Ana Cristina Barbosa
Scientist RSL-Brazil

acl@usp.org
Phone: +55 11 3245 6424

Contato Curso
uspbrasil@usp.org
Phone: +55 11 3245 6400

Improved Health
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