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Faking an Indian Brand
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CIPROTAB 500 CIPROTAB® 500

CIPROFLOXACINT & TS U.S.P.500 mg. CIPROFLOXACIN TABLETS U.S.P 500 mg.




Fake Cipro on Right

Each film coated tablet contains:
Ciprofloxacin Hydrochloride U.S.P
equivalent to Ciprofloxacin 500 mg.

Dosage: As directed by the physician.

Keep in a cool & dry place.
Protect from light.

Manutactured by:

FE‘,[ V.S. INTERNATIONAL PVT. LTD.
k i at: Plot No. J/76, M.1.D.C., Tarapur,
Thane-401 506, INDIA.
Marketed by
D FIDSON HEALTHCARE LTD. M.L No. -
ﬁ#"f.@-ﬂ“w. ra Batch No. -
Mig. Date
NAFDAC Reg. No. 04-0723 Exp. Date :

Each film coated tabtet contains:
Ciprofloxacin Hydrochloride U.S.P.
equivalent to Ciprofloxacin 500 mg.

Dosage: As directed by the physician.

Keep in a cool & dry place.
Protect from light.

Manufactured by:

2| V.S.INTERNATIONAL PVT. LTD.
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at Plot No. J/76, M.|.D.C., Tarapur,
Thane-401 506, INDIA

Marketed by. M. L. No.
(@D FIDSON HEALTHCARE LTD.

6, lupeju Byspass, Batch No. :
Mfg. Date :
NAFDAC Reg. No. 04-0723 Exp. Date :
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Fake Cipro components

— Run

— Daby Poyider

—  Chloro{methyl)diphenylsiane
—  Glass, boroslicate

500 1000 1500

Raman Shift (cm =1)

2000

2500

3000




Counterfeit Operations
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Why Is counterfelting a problem?

Public health threat:

Direct: Fake drugs containing harmful ingredients (e.g. heavy
metals, bacteria, fungi, OSCS/Heparin)

Indirect: Drugs with inadequate or wrong active ingredients
have no curative power (e.g. thousands of malaria deaths)

Long run: Drugs with only some of the correct ingredients can
cause a patient to develop resistance to that particular drug,
making it harder for the patient (and potentially the population
as a whole) to be treated with effective medicines later on
(drugs for TB, HIV, malaria badly affected).

Intellectual property/brand integrity threat
Threatens long-term innovation and development




Why do counterfeiters flourish?

Low marginal cost, high demand and high marginal
returns

Historically weak rules against fakes

Low penalties for producers, traffickers and
packagers

Poor enforcement of rules
Corruption lowers capture rates in many places

Enabled by:

Complex and opaque supply chains, with many parties
ignorant of good practice

Confusion over what products are counterfeit




What exactly Is a counterfeit drug?

WHQO'’s definition:

“A counterfeit drug Is a drug that has been
deliberately and fraudulently mislabeled  with
respect to identity and/or source. Counterfeiting can
apply to both branded and generic products
and...may include products with the correct
iIngredients or with the wrong ingredients, without
active ingredients, with insufficient active ingredients
or with fake packaging.”




Counterfeit and Substandard drugs

COUNTERFEIT DR ~ SUBSTANDARD DRUGS

Willfully Well-made drugs that
mislabeled as to are old or poorly
identity or stored, badly-made
source, but not drugs
always a
trademark
violation




Non-counterfeit substandard drugs —
some developing country estimates

COUNTERFEIT DRUGS SUBSTANDARD DRUGS

Willfully mislabeled as Non-counterfeit
to identity or source, India — 95%
often, but not always, Cambodia - 25%
a trademark violation China — 65%




New Definitions

Authorized/Registered Products

Good standard
Substandard

Not authorized/non-registered products
Good standard

Good standard and labeling/trademark violation
Substandard




Efforts to improve drug quality

USP -DQI/PQM

MeTA/World Bank

WHO/IMPACT

US Commerce Department/FDA/APEC
Federal Governments in Beljing/Delhi
NAFDAC

Western Pharma Companies




Problems limiting success

EU Drug Seizures
Stalling at WHA
Kenyan anti-counterfeit law

Corporate/brand secrecy and safety
Issues

State opposition to federal efforts in India
and China (PLA?)

Povertyl/illiteracy/corruption (MRAS?)




What more can be done to
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Budgets to enforce legislation banning
counterfeit products (assist customs and MRAS)

Increase enforcement efforts (including technical
monitoring at ports and within country...more
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ucation of intermediaries/pharmacists

not counterfeit products

Reward whistleblowers

Product tracking (simplify supply chains?),
assess API more rigorously




Fake Viagra and packaging




Fake Viagra Spectrum




