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2008 | 2009 | 2010 | 2011 | 2012 | 2013 2014 | 2015 | 2016 | 2017 | 2018
B 4422 | 5448 | 6190 | 6,600 | 7460 | 9,000 | 10,430 | 10668 | 12,371 | 14,284 | 18,800
B 40 3356 | 3906 | 4363 | 4870 | 5573 | 6900 | 7690 | 8542 | 10,073 | 11,278 | 13,600
O HOORE | 1,066 | -1,542 | -1,827 | -1,730 | -1,887 | -2,100 | -2740 | -2,126 | 2298 | -3,006 | -5,200
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2008 2009 2010 | 2011 2012 2013 2014 2015 2016 | 2017 2018
o (g | 423856 | 335876 | 487243 | 664002 | 698208 | 705952 | 737.694 | 744458 | 728488 | 727.361 | 794,000
= 0403 | 12253 | 19642 | 33151 | 45842 | 38883 | 47204 | 66430 | 77937 | 77581 | 94,000
BT 414453 | 323623 | 467,601 | 630851 | 652366 | 667,069 | 690490 | 678028 | 650551 | 649,780 | 700,000
OO | 405,050 | 311370 | 447959 | 597,700 | 606,524 | 628,186 | 643286 | 611,598 | 572,614 | 572,199 | 606,000
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T 7 RT3 ~) A
1 R 2,700,184,593.48 70.36%
2 p oA 880,964,786.40 22 .95%
3 4 % 81,491,786.88 2.12%
4 e 39,062,866.30 1.02%
5 1 g 33,391,821.45 0.87%
6 A% 21,384,447.70 0.56%
7 ¥R 19,785,702.00 0.52%
8 R 19,587,661.00 0.51%
9 3 it 14,554,645.00 0.38%
10 |=&q 8,144,596.00 0.21%
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LR AR FRT R4 (19941 2018 %)
¥ ] & FFH(E ) B
1 ¢RI R 15,264,586,910.36 39.98%
2 % ik 4,660,715,873.90 12.21%
3 * R 2,820,116,196.13 7.39%
4 5 RE I 2,729,885,095.90 7.15%
3) P~ 2,091,927,835.62 5.48%
6 AX 1,783,524,930.46 4.67%
A Ak 1,559,974,587.13 4.09%
8 % W 1,330,058,876.63 3.48%
9 Frév 1,213,646,669.12 3.18%
10 | %% 1,193,617,170.03 3.13%
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1959

| 168 427,520
2000
2001 7 56,970
2002 4 6,830
2003 1 1,340
2004 7 16,690
2005 6 15,520
2005 15 50750
2007 13 39,940
2008 8 21,450
2009 6 27,160
2010 18 91,830
2011 22 82,090
2012 23 97,230
2013 16 85,170
2014 7 29,120
2015 14 47,250
2016 12 40,165
2017 7 23,350
2018 9 33,390
w3 363 1,193,617
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FF
(=) %4 & F % &40 M R ¥ (Medical Device Regulation in
Cambodia)

F ol BB R g R 2 25 (Ministry of Health in
Cambodia) ' & &7 & iﬂ ¥ 12 5 (Department of Drugs and
Food: DDF).\%EP » H R P ehifisriRg s g lNigr 2
7R BT wEEE p“%‘ £ 185 L3 T PRAKAS
1258 ; iz 42 | F % B2 w42k (Procedure for
Registration of Medical Device)® -



o R REFREH LR E RS
I iw-2

EDEE - ¥ B A &7 304 7.8 (Medical Device Product Registration and Approval in
Cambodia)

®H R :té:hl;% K B4t A 5F 5 4% (Medical devices are classified into 4 categories) : ABCD(class A, B,
Cand D) » AE > B Mk ' 0 D53 b & # (Abeing the lowest risk and D being the highest
risk) o

¥ edrg 2 45 T Common Submission Dossier Template (CSDT) ; » CSDT ik et »+ T & 2
¥ % ®Hdp £ 4 (ASEAN medical device directive: AMDD) > 14 " Asia Harmonization Working
Party (AHWP) guidance ; -

CR I B KPLREE LS S " Product registration license | & » § ¥ o 7 3¢ HE P R
% 2~17 T License To Operate (LTO) | (3 (&) -

Fredrg v 2ot ¥ 53 ~GMPISO®ERM ~ pd &V EEP ~RiEF ~AFR* L 3
(application form, GMP or ISO certificates, a free sale certificate, a letter of authorization, and the
product’s manual) > ¢ = 877 Jf &) v W F 5% P (registration certificates from the country of
export) ~ ¢ 7 4 17 4F £ (an analysis report from the manufacturer) ~ 12 2 F k= i (technical
documents)® o & & %F AR L F F3-6F P FR > Aa i v REI0B? T 1A >
b A IRATRR LY RS S FEEP PR p EF 2 PA3E  HUEBR N6
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f/%‘ EH E @ E wE M 2 ¢ - (Application for Visa Registration Certificate
or Medical Equipment)

"% % 532 | (Law on Management of Pharmaceuticals) e I % % 3 52

=12 2 | (Law on the Amendment of Law on Management of
Pharmaceuticals)*. 4~ %8 3 & ¥ % @2 % (Ministry of Health) /82 § & >
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F oA F SRk F’é;’fj License for Pharmaceutical Manufacturing Plant

%% 2 w2 v B K% Pharmaceutical Importer-Exporter License

B % Z 4 :¢ B % 2z% P Registration Certificate of Pharmaceutical
Manufacturer from Overseas

it sig At e 3 2E Cosmetics Importer-Exporter License

%3 & % 2% % o7 P Visa Registration Certificate for Medicines

F i Bt & F ;e P Visa Registration Certificate for Medical Equipment
v L B w % 2e 2 P Visa Registration Certificate for Cosmetics
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# O ¥ e > Place for submitting application

R RELING - H - F U VIRAY FATE G M AR SR IRIE A
CLP % & FR3% o

MoH has one Single Window to serve the need of applicant with regards to all kinds of
public services the ministry provides, including CLP issuing service.
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Practically, there are chances that applicant may not see the relevant staffs there for some
reasons. In this case, applicant can go directly to the Dept. of Drugs, Food, Medical
Equipment and Cosmetics, which is also located inside the ministry.



Note 2

Visa'Registraﬁon
Certificate for
Medical
Equipment

Application Form

& |

Note 3

Note 4

Payment Receipt
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Note 5




Notes

Note 1  Applicant can get sample application form at Single Window

Note 2  Applicant can assign a representative to submit application and go through the
required application process on his behalf. In this case, Power Attorney or authorization
letter is also needed to include into the application.

Supporting Documents for registering type A medical equipment:

1. Certificate of good manufacturing practice, or ISO Certificate (if copied version,
have them certified by competent agencies first)

2. Free sale certificate issued by producing country (if have)

3. Letter of Authorization

4. Catalogue

Supporting Documents for registering type B, C, and D medical equipment:

1. Certificate of good manufacturing practice, or ISO Certificate (if copied version,
have them certified by competent agencies first)

Free sale certificate issued by producing country (if have)

Registration certificate issued by other countries (if have)

Analysis report issued by manufacturer

Technical documents of the equipment

Catalogue

o UAwWN



If applicant submits copied version of any supporting documents that is relevant to
applicant” s identification, it is normal requirement that these copied documents be certified
by competent authorities first.

Note 3 Internal process starts from technical office inside the department and go through
several consideration and approval process by relevant officers/offices in institutional
hierarchy order.

During this internal process, applicant may be asked or advised (practically by phone call)
by officer to provide further information and/or documents for the completeness of
application.

This process would results in primary approval on the application and only then technical
officer in charge of the application may advise applicant about this primary approval and ask
applicant to come to pay required service fee.

Note 4 Registration service fee is 400.000 KR. All service fees at MoH are 30% cheaper
for the license/certificate validity renewal.

Note 5  The certificate is valid for 3 years (validity shown on the certificate itself).
Applicant may be advised to come directly to the technical department to collect the license.
Applicant may bring identification documents of himself and application filing
receipt/payment receipt when he comes to collects the certificate.
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1. Ministry of Health: www.moh.gov.kh

2. Medicam: www.medicam-cambodia.org
NS SR TRy ST

(= ) Ministry of Health:

Dr Theme Viravann

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



http://www.moh.gov.kh/
http://www.medicam-cambodia.org/
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() Fp - x FREHECBEERL
(Department of Drugs, Food, Medical Equipment and Cosmetics:
DDFC)
Ministry of Health
Address: #2 St. Samdach Pen Nuth, Sangkat Beoung Kak 2, Khan
Tuol Kok, Phnom Penh, Cambodia.
15t Person of Contact Name: Mr. Ouk Sophal, D-DIR of DDFC
15t Person of Contact Tel: (855) 17 678692
2nd Person of Contact Name: Ms. Nouv Phalla, D-DIR of DDFC
2nd Person of Contact Tel: (855) 12 671314
Website: http://www.moh.gov.kh/



http://www.moh.gov.kh/
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(= ) 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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AN B A~ oyt T R/ e
R RAE € Mr. Meng Nimol Mobile: 855-12 516 756
Cambodia Deputy Director Tel: 855-23-880795
Chamber of General Fax: 855-23-881757
Commerce International Relation E-mail:

Cambodia Chamber of
Commerce

Building No. 7D,
Russian Blvd., (St.
110) Sangkat Tek
Laok, Khan Toul
Kork, Phnom Penh,
Cambodia

nimolmeng@gmail.com
nimol@ccc.org.kh




HESAH FF R BMECF/AEF/LHE A
Company Address Tel Fax Email Website

A FEF AP I P kb Mobile: 855-12- | Fax: 855- E-mail: www.dynamic

Dynamic Pharma Mr. Chan Huy Luong 813-248 23- chluo .com.kh
Co., Itd. T RREE Tel: 855-23-726 7260 ng@d
Preah Monivong Blvd., Phnom Penh 018 16 ynam
12301 Cambodia 432 ic.co
m.kh

Europ Continents
SARL

Phnom Penh, No. 10, Street. Ang
Phanauvong (240), Sangkat Chak
Tomuk, Khan Daun Penh, 12207

85523218670

Medicom Co., Ltd. Phnom Penh, No. 2A, Street. Down Town 855 23 977 587
Road No 7, Kork Chombork Village,
Sangkat Chom Chao, Khan Por
Senchey, 12405

Mega Life Sciences Phnom Penh, No. 216, Street. Norodom 8552398 73 59

Pty., Ltd. Blvd (41), Room 58-E2, 2nd floor,
Building ICON Professional Building,
12301
FARR : g FRAF €



https://cambodia-pages.com/listings/khmer57432-europ-continents-sarl
https://cambodia-pages.com/listings/khmer61902-medicom-co-ltd
https://cambodia-pages.com/listings/khmer75064-mega-life-sciences-pty-ltd
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Ernst & Young (Cambodia) Ltd.
Head Office: Emerald Building, 5th Floor, No. 64, Preah Norodom Blvd., (41), corner of St. 178,
Sangkat Chey Chumneah, Khan Daun Penh, 12206 Cambodia
Tel: (855) 23 860450
(855) 23 860451
Fax: (855) 23 217805
Email: eykoc@kh.ey.com
Website: www.ey.com
KPMG Cambodia Ltd.
Head Office: No.144, Tchecoslovaquie Blvd (169), Delano Business Center, 4th Floor, Sangkat Veal
\ong, Khan 7 Makara, 12253 Cambodia
Tel: (855) 23 216899
Fax: (855) 23 216405
Email: kpmg@kpmg.com.kh
Website: www.kpmg.com.kh
P.O.Box: 2352
Price Waterhouse Coopers
Head Office: No.124, Norodom Blvd., Cambodia
Tel: (855) 23 218086
Fax: (855) 23 211594
Email: jean.loi@vn.pwc.com
Senaka.fernando@kh.pwc.com
Website: www.pwc.com



