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Guidelines of 5 November 2013 on Good B

Distribution Practice of medicinal products

for human use

PIC/S Guide to Good Distribution
Practice for Medicinal Products, 2014

- {1079)Good Storage and Distribution
Practices for Drug Products, 2015
*Drug Supply Chain Security Act, 2013

*WHO Guide to Good Storage Practices
for pharmaceuticals 2010

*WHO Model guidance for

the storage and transport of time- and
temperature-—sensitive pharmaceutical
products 2011
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K7~ amoxicillin (AMPC) 500mg/ clavulanic acid (CVA) 125mg

SCEURTFSRAT

Store below 25°C
Protect from light and moisture

Ave. temperature in Cambodia : 30°C
Ave. humidity in Cambodia : 80%

non-separation of packaging lavers

produced by Company R in EU

30/7/2009 B-075 collected in Cambodia by k1.

source: Khan et al. BMC Pharmacology and Toxicology 2013, 14:33
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Quality test : Quantity & Content Uniformity of AMPC/CVA

Criteria for AMPC & CVA : quantity 90.0%=x=120.0%
content uniformity acceptance value =15.0%

-_ % quantity of labeled amount acceptance

Sampl Ingredient Tablet1l Tablet2  Tablet 10 Mean SD % value
eNo. %

Quantit | Content
y Uniformity

40  CVA 505 8161 ) 7863  73.23 2415 8322  fail fail

AMPC 69.79 105.81 (( 96.84 94.86 10.11 27.9

41 CVA 91.37 87.29 0 82.14 29.24 86.54 fail fail

AMPC 94.35 95.22 70.4 93.37 8.82 26.3

(Clavomid 625)

Source: JPMA/MOH project of combating counterfeit medicines in Cambodia 2009
Khan et al. BMC Pharmacology and Toxicology 2013, 14:33
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Clavulanic acid 37°C 100% (RH)

120 ]
100 \

Quantity of clavulanic acid (%)

40
20
0
0 1 2 3 4
Time (day)
O a control
B b opened pillow package

B ¢ opened pillow package and PTP with hole

Khan et al. BMC Pharmacology and Toxicology 2013, 14:33
Figure 1 Changes in concentrations of amoxicillin and clavulanic acid (n = 3) in each packaging condition during storage.
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17



GDPHAEMI R #HES 20195F1H18H

EE=Em (HAR)

HATOEAEA

Xenical (% %) Xenical (Jc5Efm) Zenigal (R FE M)
Authentic Product Fake Product ZERL % Fake Product k%9

MFD 11 2008 | EXP 11 2011 MFD 02-2011 || EXP 02-2011
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(FEAFREANTIF) IH21 TR
EESEE BAABACSOVTERIANTERERZE(CDVT http://www.mhlw.go.jp/topics/bukyoku/iyaku/kojinyunyu/050609-1.html
ordered in Aug 2009 confirmed 4 March 2010 18

by Y.Nakanishi in Kanazawa
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