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Import of Medicines 2013 2014 2015

Total imports(USD
thousands)

94,264 104,876 116,683

Data Source: Ministry of Economy and Finance
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()% F o B A1 A0 B AR Z_(Medical Device Regulation
in Cambodia)

T BB R 4 F G52 37 (Ministry of Health in
Cambodia) " & 52 # 4= 4 12 5 | (Department of Drugs
and Food: DDF)2_ ¢ » # i & p enikfE g # Wi
RIETZ FREMLZETEL 2 FREHRF LN
"PRAKAS 1258 ) i# .2 [ ¥ % BH 7 =42/
(Procedure for Registration of Medical Device)® -

(=) ¥ & F R EH A &F e84 2.8 (Medical Device
Product Registration and Approval in Cambodia)

® 3 R :szs—%? B B L 88 5 4 % (Medical devices are
classified into 4 categories) : ABCD(class A, B, C and
D) A 3t B M R ‘% F D USRS ] "& 7 (A being the
lowest risk and D being the highest risk) -

¥ i g 2 # 4 % T Common Submission Dossier
Template (CSDT) > CSDT fscut >t T L 4 ¥ % B
in 4 (ASEAN medical device directive: AMDD) »
% T Asia Harmonization Working Party (AHWP)
guidance | -

oo 2 ¢ S E {8 &% % T Product registration
license ; B M » § ¥ 2T FEEREPFEF A

"License To Operate (LTO) , (¢ £#%p) -

FieirE e ke s @ ;ﬁ—% ~GMP g ISO P ~ p
d 4 EER ~RES - A& * £ p X (application
form, GMP or I1SO certificates, a free sale certificate, a
letter of authorization, and the product’” s manual) > {4 =
a7 R e W E s P (registration certificates from
the country of export) ~ ® ¢ 7 4 1738 2 (an analysis
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report from the manufacturer) s R gk i (technical
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"% % % e 424 (Procedure for Registration of
Medical Device) -

2. L gé? R B AP B #;1 4 ASEAN AGREEMENT ON
MEDICAL DEVICE DIRECTIVE
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1. Ministry of Health: www.moh.gov.kh

2. Medicam: www.medicam-cambodia.org
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(- ) Ministry of Health:

Dr Theme Viravann


http://www.moh.gov.kh/
http://www.medicam-cambodia.org/

Deputy Director

Department of International Cooperation

Ministry of Health

Address: No. 80, St. 289, Boeung Kok 2 commnue,
Toul Kork district, Phnom Penh, Cambodia.

Tel: 855-23-885907

Mobile: 855-99323536

Email: tviravann@yahoo.com

Website: www.moh.gov.kh

(= ) National Institute of Public Health (NIPH):

Address: Lot #2, St. 289, Boeung Kok 2 commnue,
Toul Kork district, Phnom Penh, Cambodia.

Tel: 855-23-880345

Tel: 855-23-880346

Email: info@niph.org.kh

Website: www.niph.org.kh

(= ) MEDICAM:

Contact Person: Dr. Sin Somuny,

Executive Director

Telephone: 855-23 880 291

Fax: 855-23 880 292

E-mail Address: info@medicam-cambodia.org
Postal Address: CCC box # 281/Po Box 1164 Phnom
Penh Post Office

Address: House N©21, Street 287, Sangkat Boeung
Kak 1, Khan Toul Kok, Phnom Penh — Cambodia.
http://www.medicam-cambodia.org/contact-us/
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