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COUNTEREEIT"MEDICINES INFBRASIL
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COUNTEREEIT MEDICINES IN BRASIL

Eirst cases

A=nglish) waters (Agual Inglesa)s was: the very: first
CaSe o countereittmedicinethatiwas knowin Brazil;
INthENEar 0T BV

alp) 99 e wels deieized iz ot of Slavarn ks of
Tairacyeline nins Wers falce

“From 1997 o 1998 iz counisrisit  oraciics
aggravaizel,  aned ine  depunciaiions  on  faike
medicines nad inerezaseed
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COUNTEREEIT MEDICINES IN BRASIL

DECRETO 2848, DE 07.12.1940
(BrazilianCriminal Code )

A Griginally its version did notimake any mention to
the counterfeiting crime;

Alltwas |astimodified by thellawn S Oi6r /o8 that
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COUNTEREEIT MEDICINES IN BRASIL

Aleiin® 0.677/98 1 Art. 273 1 Counterfeit crimes:

= Penalty;: 4 te)8lyears - 10:te 15years multa;

S\Withoutipanelereramnesty;
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urielsir ejuizirel, or cisirionte,

ALz 9995/98 = fzs classifisd ife ospzliy 2s 2 piddons
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COUNTEREEIT MEDICINES IN BRASIL
Advances i Specific legislations

Security seals (hotmelt-and other)

Reactivenks thatiwhenits scratched reacts
chemicallyawithitherairrandthenisishownithe word:
gualidademithithelogolyPEIGI e GO PanRY,
Distriotiors reejisiry

Raejuirsmeants for the macicines cceuisition to tne
ouolic sseior;
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COUNTEREEIT MEDICINES IN BRASIL
ANVISA CREATION

Federal Law n°. 9782/1999

At defines The NationallSystem) of:Health Surveillance;

AREorganizationioitheractsiand healthireaulations;
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QUALITY AND POST COMMERCE
MONITORING
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Sentinel Hospitals Network
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Currently there are
more than 160
sentinel hospitals
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND COUNTERFEIT
MEDICINES

1997 - | Pan-American Conference of Harmonization and

PharmaceuticallRegulation

1999 - || Parl=Arplariczn) Canfaranas of rlaiinrerlizaier) el
RhanmeaceuncaliRegulaten

+ It was ureatad the Tessk:nica: Group “Ccunterfait:
Meduines” of wich Brazi) was e Cooerdinatisr
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND COUNTEREEIT:
MEDICINES

Afterthe llllCGonferencia de Armonizacion Farmaceutica,

with the approvaliefithe PlaniefiAmericas; the health
surveillancerauthoenties ofidifferent.countries: had assumedithe
commitmentieistartthermplantatonientherrsiNational Planon
Bravanteel Aslel Songlezitalel Erzitieltif=eie Anje) Sejtjgjisirisiit
VIEGICINES
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND
COUNTEREEIT-MEDICINES

Counterfeit medicine definition

|\VV Conference Propesal:

fiFalsified medicine is a manufactured product
improperly, in a deliberate and fraudulent way in what tells
respect to its identity or its origin. They can include products
with the correct ingredients or with incorrect ingredients,
without active ingredients, with insufficient active ingredient or
with falsified packingo.
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND
COUNTEREEIT: MEDICINES

ANVISA's proposals:

loeday Brazl still'deesnit-have an hanmonized
concept: ANVISANSIAISCUSSING I thE CONCEPLS:

Falsification _of medicines: illicit reproduction of
registered medicine, made by third, with the fraudulent
intention of giving a legitimate appearance of what is not
legitimate;
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND
COUNTEREEIT MEDICINES
Adulteration:

Intervention of third, with: the purpose of altering legitimate
medicine in way: to: commit therapeutic effectiveness and/or to
turn It nexieus to the health; or

Intervention; that moedifies the SpeCIiicatens; oft the registration
ircudulently,changinghtregisteredformulatons

ANlizrziiion:

oravious e gxorassed agaraval of ins National Acsncy of
rlezlif) Survelllanics,
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NATIONAL PLAN ON'PREVENTING AND COMBATING FRAUD AND COUNTERFEEIT:
MEDICINES

It was buildiin 2001 a National committee to subsidize the
structure ofi the Brazilian Natienal Plan;:

AOANVISA

AVISASIORithe States

ARz Ameriesn Rlezlin Orepenizztion Morled Flezilin
O)refzirlizztion,
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND COUNTERFEIT:
MEDICINES

The National Committee has defined 5 items as priority to work
with:

- Action/inspection Strategies;
- Jorenable Human RESOUICES;
- JOIreviserand ooty the Legisiation;

SleIcTeateranconmplementartsienty andiselidiDaiaiBaSES

1 o foniiy e gzt sarezielisie) to ie secl=iy,
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NATIONAL PLAN ON'PREVENTING AND COMBATING FRAUD AND COUNTERFEEIT:
MEDICINES

Current situation

UM anESOULGCES

130 qualiiied INSPECIONS
(fzclaral, seitg zinje) rnitislie]gzt))
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND COUNTERFEIT:
MEDICINES

2, SlrategIes OiFACTIBN/ANSPECHioN

Combinediactioniefithe state VISAswith therGeneral

OHICESHOIFENANCENNEHENCISTHBUTONSIIORVERTYATHE
axadauiiaon of e Ceogel Priciicss of Disiriotion oj
Vlseligines, Wit Viaws o sirapiejin oraveEntive ations,

The works zrs in imolkintzed in ths siiss of RS, PR,
RJ, GO, WIS, BA, CE, PE, RN & P83,
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND COUNTERFEEIT
MEDICINES

3. Legisiation

U RDE 320/02 determines; the inclusion: ofi the batch
nUumMpPer infthe disthibuterst inVeICES:

s Portzirjz 94/08 (nsiiitiss EF for i1 raejuleition of
MECH AN SITISHOESSUTENN ENACKI NG IO TRHTENTECICINESS

3= RDC 55/05 ragulaiss tne witnerawzl of mecdicinegs of
HENTIETKELS
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND COUNTERFEIT:
MEDICINES

AfnfermationiSystem

SINAVISAT = System s o Infermation: 6i Health
SUnVEIl|ance:

StoNnNiegratethethreerad ministrationNevels
= ¢oJive toals for iz deaisions

NOTIVISA (Meocluls):

_ - reeeive denuneiaiions  aned aid i ine
investigziions
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND COUNTERFEEIT:
MEDICINES

Acting points that have being reinforced by ANVISA and the
states. e

ANVISA
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NATIONAL PLAN ON PREVENTING AND COMBATING FRAUD AND COUNTERFEIT
MEDICINES

Acting points that have being reinforced by ANVISA and the
states. b

Amazonas oMitgs /
5560 €ities
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