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. Scale of the problems in China

), %

Area: 9.6 millions km?

31 provinces 333 districts
2861 counties

Population: 1.3 billions (70% Iiv,ihg In countryside)



Definition of counterfeit drug
according to WHO

A product that is deliberately and fraudulently
mislabelled with respect to source and/or
identity. Counterfeiting can apply to both generic
and branded products. Counterfeit products may
Include: products with the correct ingredients,
with the wrong ingredients, without ingredients,
with incorrect quantities of active ingredients,

with fake packaging.




Some cases of counterfeit and
substandard drugs found in China

1) Without Active Pharmaceutical Ingredient(AP

Amoxicilline




2) With wrong APl (XingDuoKe Injection,
Inosine Injection)
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3) With incorrect quantities of active ingredients

In 1998 the results of a special program of the

guality surveillance of Norfloxacin Capsules showed

14% of tested samples contained less quantity than

its labeled.

In one ceased batch, there was only 3.4% of
Norfloxacin found .




4) With correct ingredients but fake packaging
Real
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5) Traditional Chinese Medicine (TCM )
adulterated with chemical drugs

Huangbo Capsules (Cortex Phellodendri)

Tetracycline Hydrochloride

(Berberine Hydrochloride)



ll. Post Marketing Analytical and
Survelllance Programs in China
Regular Drug Quality Bulletin published every 3
month , from the compiled results of

1. Evaluation sampling tests nationwide for predefined
products

2. Quality monitoring tests at provincial levels for
random or target sampling

3. Specific case Investigation and tests



Unqualified product names, lot numbers,confirmed
manufactures,and the names of sampling froma---

brokers ,drug stores or hospitals will be listed in
bulletin

According to the <Drug Administration Law > the

producing, distributing ungualified drugs will be
punished

The places of producing fake drugs will be destroyed
and the persons will be arrested



Ill. New Field Testing Technologyo
Mobile Labs Developed in China

In order to combat the counterfeit and /or
substandard drugs distributed in rural areas o
China, the SFDA instructed the National
Institute for the Control of Pharmaceutical
and Biological Products (NICPBP) to develop
mobile labs used In fields for drug screening

tests



1, Equipments  Vehicles




a.. Modified Inside




b, TLC system




c, Nondestructive instrument-NIR

MATRIX-F in laboratory configuration



Ventilation Dual power supply




2 ,Characteristics

Information system

Administrative Part
1, Manufacturer Information (about 200,000 entries)
Phar maceuti cal Manuf act ur eyl
Product Names, Licensed Numbers, Dosage forms,Streng
2, Quality Information (ugio-date annually )
Unqualified or withdrawn Product Names, Batch Numbers ,
Manufacturer o0s Names | I ste
Quality Bull etino
3, Electronic version of Screening test methods



Information system

Technical Part (SOP)

More than 800 drug preparations including anti
malaria, antAIDs, antiTB,Chinese herb medicines
and other essential drugs could be testadobile
Lab.

1,Classical Screening Methods

Including

I Chemical functional group reaction

I TLC system for quick identification

I Microscopic Pictures for Herb Medicine Identification
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Chemical Reactions and TLC Identification




: Linsuan L 0 k wPian

: Chloroquine Phosphate Tablets

1 Reference substance
2 Sample



Artesunate tablets . )

: Qinghaohuzhi Pian

Color tests TLC test



Isoniazid Tablets

1/2 50ml
Img/ml
1
(1) 12 ( 50mg) 5ml 2ml
1
2 1 GF254
- (50 5 1) 001 5 8ml 5 10
8cm 2 254nm 2
R 1.0

1 Reference substance
2 Sample




- Didanosine Capsules

etc
1/2 15ml 10 35ml |
1
(1) 1 0.1g 5ml 10 2ml 3 5
(SMZ)5mg 5ml Img/ml
2
1, | GF,s,
85 15 001 5 8ml 8 10 8cm
2 254nm 2
2 R, 0.24 0.50

1 Reference substance

2 Sample )




Chinese Herb Medicine ldentification




b. Screening test for detection of herb
medicines adulterated with Sidenafe

A. Acid solution shake,filter

B. Oxidizing agent --- color fading

C. Trinitrophenol solution -
yellow precipitate ring

Characteristic Rapid :few minutes
Low cost: 1 Dollar/Sample

Accuracy 99.2% 1083 Batches



Filtrate

Shaking

Color fading

Yellow precipitate




C. Screening tests for detection of some
Biological products

For human albumin preparations(chemical reaction)
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For Rables vaccines (ELISA method)




2, Modern Fast and Nedestructive Methods

m Near InfraRed (NIR) SpectrophotometeSOP
m Data Bank of NIR Reference Spectra for Specified Drugs

Arbitrary Units

T I T 1
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T T T T T T
5000 4900 4800 4700
Wavenumber (cm-1)




Establishing NIR Reference Spectra Database




1 Qualitative Module

1. Spectra collection 2. Average spectra
calculation

3.Establishing qualitative
model

Sample

Identified
- - as Material X

: 6. ldentification of
5. Retrieve the model
4, Unknown sample the tested sample

determination



