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]
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Srunudminas 2 4 9 ag 5 Roll Up adlif 11 dawin uagifiud
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U)
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4 Y 1 [ v Y
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~ @i (Wind) Wuvns T-ndu (400 UIm x 88 Aw) = 35,200
UM

4.2 Yandideansansisaiy uandsudeyasyninafunuannyuvusiuiuy
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Name:

Date of birth:
Status:
Address:

Education:

Current job:

Past experience:

waasuuy 1

Curriculum Vitae

Mr. Viwat Chantrasatit

25 May 1957
Married

20/172 Moo 9 Grand Canal Village, A.
Pak Kret, Nonthaburi 11120

63 yIS.
Buddhism
089-126-9925

Age:
Religion:
Mobile phone:

Bachelor’s degree in BSc in Pharm (Mahidol) in 1980
Master’s degree in Business administration (NIDA) in 1985

Jul 2011 to present
Name of organization:
Job responsibilities:
Project management:

Aug 2007 to Jun 2011
Name of company:
Type of company:
Type of business:
Nature of business:
Job responsibilities:

Training course attended:

Aug 2005 to Jul 2007
Name of company:
Type of company:
Type of business:
Nature of business:
Job responsibilities:

Training course attended:

TCELS

Design and development of implantable medical devices
Projects support to pre-submission of medical devices
registration developed by MPCT (CSDT e-learning,
searching platform for medical devices and testing
laboratories, on-line consultation for QMS of ISO 13485)
Thai FDA project of ISO 13485/GMP consultation to Thai
Medical Device Industries, Thai FDA project of database of
laboratory to support Thai Medical Device Industries, CSDT
project for SME of Thai Medical Device Industries

(3 years, 11 months)

Scientific Development Co. Ltd. and PW Plus Co. Ltd.
Local Thai company

Manufacturing

Production of Dental Implant

QA Manager, Quality Management Representative (QMR)
Notified body training in Bangkok during 21-25 Apr 08
Notified Body Training in Bangkok during 08-12 Mar 10
Notified Body Training in Bangkok during 07-11 Mar 11

(2 years)

TUV SUB PSB (Thailand) Ltd.

Germany company

Notification body of Quality Management System

ISO certification, CE mark certification

ISO 9001 Lead auditor, ISO 13485 lead auditor

ISO 9001:2000 Series Auditors/Lead Auditor Training
Course during 15-19 Aug 05

Implementing a Quality Management System Compliant with
ISO 13485:203 and Medical Device Directive 93/42/EEC
during 01-04 Nov 05

Risk Management for Medical Devices during 14-15 Jun 06
Notified Body Training in Shanghai during 07-11 Aug 06
Notified Body Training in Shanghai during 16-20 Apr 07

Page 1 of 5
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Feb 1994 to Jul 2005
Name of company:
Type of company:
Type of business:
Nature of business:

Job responsibilities:

Extra responsibilities:

Training course attended:

Mar 1989 to Jan 1994
Name of company:
Type of company:
Type of business:
Nature of business:
Job Career:

Job responsibilities:

Lnasuuy 1

(11 years, 6 months)

Nipro Thailand Corporation

Japanese company

Manufacturing

Production of disposable medical devices such as: syringe,
needle, cannula, bloodline, infusion set, PSV set, AVF set, by
extruding, injecting of plastic parts, then assembling,
packaging and sterilization

Achieved certificates: ISO 9001:2000, ISO 13485:2003,
MDD 93/42/EEC Ax.I1.3 by TUV PS/MS (for more than 10
years)

QA manager (Based on ISO 13485:2003)

Design and development (7.3): co-ordinate with concerned
sections to proceeding design control procedure, risk
analysis, clinical evaluation and design verification

Process validation (7.5.2): co-ordinate with production line to
proceeding process validation when any changes are applied,
find out an available range of condition then validate with the
proposed conditions.

Complaint handling (8.5.1), Corrective action (8.5.2),
Preventive action (8.5.3): co-ordinate with the production
line to investigate the cause of complaint then take corrective
action, preventive action and evaluate the effectiveness of the
proposed action.

Auditor and extra lead auditor

Auditor / Lead auditor, Risk analysis, Corrective and
preventive action, ISO 9001:2000, ISO 13485:2003,

MDD 93/42/EEC

(4 years, 11 months)
United Pharma Antibiotic Industries
Manufacturing
Joint venture of Thai-Philippine company
Production of ampicillin, amoxicillin, cloxacillin
1. Plant manager
2. Administration manager
3. Plant administration manager
Plant manager (May 1992 to Jan 1994: 1 y, 9m)
- charge for the overall management of plant department
composed of 4 divisions: plant admin. Div., production div.,
quality control div., engineering service div.
- prepare the operation plan of the plant consisting of
production capacity planning, manpower planning, raw
material requirement planning in order to facilitate the
product delivery.
- prepare plant budget subject to the assigned policy
- report to Managing Director
Administration manager (Jan 1990 to Apr 1992: 2y, 4 m)
- charge for the overall management of administration
department composed of 4 divisions: office admin. Div.,
Accounting and finance div., purchasing div., marketing div.
- co-ordinate and co-operate with plant department to
facilitate the production and product delivery
- co-ordinate and co-operate with the related government
sections:

Board of Investing: BOI getting privilege

Customs Department: raw material import and export by
utilizing custom section 19 (BIS)

Page 2 of 5
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Jun 1985 to Feb 1989
Name of company:

Type of company:
Type of business:

Nature of business:

Job responsibilities:

iUy 1

Labor Department: solving labor problem

Food and Drug Administration: GMP implementation
- report to Managing Director
Plant Admin. Manager (Mar 1989 to Dec 1989: 10 m)
- co-ordinate with all divisions of plant department
- co-operate between plant department and administration
department
- report to plant manager

(3 years, 9 months)

Lion corporation (Thailand) Ltd., an affiliated company of
Sahapatanapibul co.

Manufacturing

Joint venture of Thai-Japanese company

Production of consumer products such as detergent, softener,
dish washing, tooth paste, etc.

- co-ordinate with related divisions in the company,
distributor (Sahapatanapibul) and supplier of the company in
order to maintain smooth production and delivery product in
time.

- co-operate with the key persons for preparing the new
product launching starting from creating product image,
product positioning, etc. until launching and also re-launching
the old product.

- prepare for the budget of launching and re-launching of the
products.

- co-ordinate with advertising company to produce the media
to support marketing activity

- report to product department manager

Experience of audit

No. Company Type of audit / standard | Period of audit n?al;;:;s
1 | Nipro Thailand Corporation Internal audit / ISO 9001& During 1996 to 10
ISO 13485 2005
2 | SSL Manufacturing Co., Ltd Thai GMP audit based on 05-06 Sep.,05 2
ISO 13485:2003
3 | Chiangmai Med Tech System Thai GMP audit based on 15-16 Sep.,05 2
Co., Ltd. ISO 13485:2003
4 | Cardinal Health 222 (Thailand) | ISO 13485:2003, MDD 03-05 Oct.,05 3
Ltd. 93/42/EEC, ISO 9001:2000
5 Safeskin Medical & Scientific 1SO 13485:2003, MDD 10-14 Oct.,05 5
(Thailand) Ltd., and Safeskin 93/42/EEC, ISO 9001:2000
Corporation (Thailand) Ltd.
6 | Dr. Boo Co., Ltd. Thai GMP audit based on 27-28 Oct.,05 2
ISO 13485:2003
7 | Pacific Biotech Co., Ltd. Thai GMP audit based on 14-15 Nov.,05 2
1SO 13485:2003
8 | Ansell (Thailand) Ltd. Thai GMP audit based on 21-22 Nov.,05 2
ISO 13485:2003
9 | Medical Device Manufacturer Thai GMP audit based on 07 Dec.,05 1
(Thailand) Ltd. 1SO 13485:2003
10 | i+Med Laboratories Co., Ltd. Thai GMP audit based on 08 Dec.,05 1
ISO 13485:2003

Page 3 of §
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No. Company Type of audit / standard | Period of audit Chaesife
mandays
11 | Pacific Biotech Co., Ltd. Pre-audit for ISO 9001:2000 21-22 Feb.,06 2
and ISO 13485:2003
12 | M.E. Mediteck Co., Ltd Repeat and up grade audit 02-04 May 06 3
for ISO 13485:2003
13 | Pacific Biotech Co., Ltd. CA for ISO 9001:2000 and 08-11 May06 4
ISO 13485:2003
14 | SGMP Co., Ltd. Repeat and up grade audit 22-23 May 06 2
for ISO 13485:2003 and
CMDR by TAM
15 | i+Med Laboratories Co., Ltd. CA for ISO 13485:2003 15-16 Jun., 06 2
16 | Health Concept International CA for ISO 13485:2003 31 Jul.,06 1
Ltd.,
17 | Infus Medical (Thailand) Co., RA for ISO 13485:2003 27-30 Nov.,06 4
Ltd.
18 | TPS Storage Bateery Co., Ltd. CA for ISO 9001:2000 26-27 Dec.,06 2
19 | Hycare International Co., Ltd. RA for ISO 9001:2000 and 08-10 Jan.,07 3
ISO 13485:2003
20 | Siam Safety Premier Co., Ltd. CA for ISO 9001:2000 20-21 Feb.,07 2
21 | M.E. Nikkiso Co., Ltd SA for ISO 13485:2003, 28-30 Mar.,07 3
MDD 93/42/EEC, ISO
9001:2000
22 | ML.E. Mediteck Co., Ltd SA for ISO 13485:2003 07-08 May 07 2
23 | i+Med Laboratories Co., Ltd. SA for ISO 13485:2003 29-30 May 07 1
24 | Health Concept International SA for ISO 13485:2003 23 Jul.,07 1
Ltd.,
25 | Scientific development Co., Ltd | CA for ISO 13485:2003, 26-27 Dec.,07 2
ISO 9001:2000, MDD
93/42/EEC
26 | Kendall Gammatron Co., Ltd. CA for ISO 13485:2003, 11-14 Feb.,08 4
MDD 93/42/EEC, ISO
9001:2000
27 | PT Smart Glove Indonesia RA for ISO 9001:2000 and 22-24 Feb.,08 3
ISO 13485:2003
28 | Smart Glove Corporation Sdn. SA for ISO 13485:2003, 26-28 Feb.,08 2.5
Bhd.. MDD 93/42/EEC, ISO
9001:2000
29 | GX Corporation Sdn. Bhd. SA for ISO 9001:2000 and 28-29 Feb.,08 15
ISO 13485:2003
30 | Top Glove Sdn. Bhd. RA for ISO 9001:2000 and 24-26 Mar.,08 3
ISO 13485:2003
31 | M.E. Nikkiso Co., Ltd RA for ISO 13485:2003, 27-30 Mar.,08 2
MDD 93/42/EEC, ISO
9001:2000
32 | i+Med Laboratories Co., Ltd. SA for ISO 13485:2003 30 May 08 1
33 | Medipro Mfg (M) Sdn.Bhd. SA for ISO 13485:2003, 02-03 Jul.,08 2
MDD 93/42/EEC, ISO
9001:2000
34 | Health Concept International SA for ISO 13485:2003 23 Jul..,08 1
Ltd.,
35 | Cardinal Health Malaysia 211 RA for ISO 9001:2000 and 22-23 Oct.,08 2
Sdn. Bhd. 1SO 13485:2003
36 | Scientific development Co., Ltd | SA for ISO 13485:2003, ISO 15 Dec.,08 1
9001:2000, MDD
93/42/EEC
Page 4 of 5
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On-site

No. Company Type of audit / standard | Period of audit
mandays
37 | i+Med Laboratories Co., Ltd. RA for ISO 13485:2003 07 May 09 1
38 | Sagami Manufacturers Sdn. RA for ISO 13485:2003, 03-05 Jun.,09 3
Bhd. MDD 93/42/EEC
39 | Hycare International Co., Ltd. SA for ISO 9001:2000 and 11-13 Nov., 09 3
ISO 13485:2003
40 | PW Plus Co., Ltd. CA for ISO 13485:2003, Stage1:05 3
ISO 9001:2008, MDD Aug.,09 and
93/42/EEC Stage2: 19-20
Oct.,09
41 | Scientific development Co., Ltd | SA for ISO 13485:2003, ISO 16 Dec., 09 1
9001:2008, MDD
93/42/EEC
42 | Kendall Gammatron Co., Ltd. SA for ISO 13485:2003, 10 Feb., 10 1
MDD 93/42/EEC, ISO
9001:2008
43 | B. Braun Medical Production | CA for TPS EN ISO 8-9Dec 10 2
Thailand Ltd. 13485:2003/AC2009
TAM ISO 13485:2003,
CMDR
44 | Kendall Gammatron Co., Ltd. RA for ISO 13485:2003, 31 Jan—1 Feb 2
MDD 93/42/EEC, ISO 11
9001:2000
45 | M.E. Nikkiso Co., Ltd RA for ISO 13485:2003, 28 Feb 11 1
MDD 93/42/EEC, ISO
9001:2000
46 | Kendall Gammatron Co., Ltd. SA for ISO 13485:2003, 13-14 Feb., 12 2
MDD 93/42/EEC, ISO
9001:2008
47 | Aeonmed co., Ltd SA for TAM: 16-17 Feb., 12 2
1SO13485:2003, ISO
9001:2008
48 | i+Med Laboratories Co., Ltd. RA TPS: EN ISO 3 May 12 1

13485:2003/ AC:2009
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ANANUIN A

isziduazdscaunisainisvinviuaasinlsnun

u19enN3 auun (Mrs. Yuwaree In-na)

P W0 NP

Name
Date of Birth
Nationality

Present Position

Contact Address

6. E-mail Address

7. Education

1981

1985

1990

Yuwaree In-na (Mrs.)
12 March 1961

Thai

Independent Consultant

(MU5ndssiandase aansdeau
AUNTENTIINTAAY)

779 Issaraparb Soi 33
Wat Arun, Bangkokyai
Bangkok, 10600
THAILAND

Tel.: 66-2-4662804
Mobile: 66-87-0790102

yuwareeinna@gmail.com

Bachelor of Science (Chemistry), Chulalongkorn University
Bangkok, THAILAND

Master of Science (Environmental Technology and Management)
Asian Institute of Technology (AIT), Pathum Thani, THAILAND
Ph.D (Soil and Groundwater Contamination), McGill University
Montreal, CANADA

Employment Record

1982

1982

1991

1992

1997

2002

Food Analyst Level 3, Department of Medical Science

Ministry of Public Health

Environmental Officer Level 3, Water Quality

Management Sub-Division, Environmental Quality

Standards Division, Office of the National Environment Board
Ministry of Science, Technology and Energy

Chief of Agricultural Wastewater Section

(Environmental Officer Level 6), Water Quality

Management Sub-Division, Environmental Quality Standards Division
Office of the National Environment Board

Ministry of Science, Technology and Energy

Head of Agricultural Wastewater Sub-Division

(Environmental Officer Level 7), and Acting Head of Industrial
Wastewater Sub-Division, Water Quality Management Division
Pollution Control Department

Ministry of Science, Technology, and Environment

Director of Water Quality Management Division
(Environmental Officer Level 8), Pollution Control Department
Ministry of Science, Technology, and Environment

Director of Environmental Research and Training Center
(Environmental Officer Level 9), Department of Environmental Quality
Promotion, Ministry of Natural Resources and Environment
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2003 : Senior Programme Officer, United Nation Environment Programme

Regional Resource Center for Asia and Pacific (UNEP RRC.AP)
2005-2007:  Environmental Affairs Officer

United Nation Environment Programme

Regional Office for Asia and the Pacific (UNEP ROAP)
2008-Present: Independent Consultant

9. Training and Oversea Experiences

1986 : Training Course on Water Quality Management in
Tropical Countries, Chiangmai, THAILAND
1995 Mini MBA (Pollution Control Department Capacity
Building Program), Chulalongkorn University, Bangkok, THAILAND
2000 : Mid-Level Executive Development Training Program,
Office of the Civil Service Commission
2002 : Represented the Department of Environmental Quality Promotion in

the Thai delegation to attend the Preparatory Committee Meeting for
the World Summit on Sustainable Development in Bali, Indonesia
1982-2007: Attended meetings, conferences, and study visits on
wastewater treatment, wastewater management, water quality
management, environmental quality management, pollution control,
pollution prevention, cleaner production, and sustainable development
in various countries, i.e., U.S.A., Canada, Australia, U.K., Denmark,
Sweden, France, Japan, Korea, China, and ASEAN Countries.

10. Working Experiences

Water Quality Management Plan for Five Major River Basins

Involving in the development of water quality management plan for the five major
river basins of Thailand which are central, northeastern, northern, southern, and
eastern regions during the year 1992-1994

Wastewater Effluent Standards

During 1990 — 2001, setting up several wastewater effluent standards, they are such
as industrial effluent standards, pig farm effluent standards, gasoline station effluent
standards. The standards have been regulated by government agencies and local
authorities involved.

Wastewater Management Plan for Pollution Control Zones

During 1992-2000, developing wastewater management plans for pollution control
zones such as Pattaya in Chonburi Province, also developing wastewater
management plan for Nakorn Ratchasrima and Khon Kaen Municipalities. All three
areas had successfully completed the construction of their central wastewater
treatment plants and the plants have been operating effectively. Water quality of
Pattaya coastal area as well as water sources nearby the two municipalities were
improved substantially.

Tiger Prawn Farming in Fresh Water Area

Leading the survey and evaluation of environmental, social, and economic impact
assessment of tiger prawn farming in fresh water area in the year 1998-1999, tiger
prawn farming in fresh water area particularly in the central region of the country
had created a problem of soil contamination due to salt used in farming during the
year 1993-1998. The result had leaded to the decision made by the government to
legally ban tiger prawn farming in the fresh water area.
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Water Pollution Control Plan for Thachin River

Involving in the development of the action plan for water pollution control of Thachin
River during the year 1998-2001, the river has been polluted heavily by wastewater
discharge from domestic, agricultural, and industrial activities since 1990. The plan is
an integrated plan developed by all stakeholders of the river and covering pollution
control and prevention measures as well as public participation and local community
involvement program.

Water Pollution Control Plan for Bangpakong River

In 2000, planning of water pollution control strategy for Bangpakong River, the river
has been polluted heavily by wastewater from hundreds of pig farm located along the
river. The plan has been implemented since 2001. There has been substantial
reduction of wastewater from pig farms and the water quality of the river has been
gradually improved.

National Master Plan on Cleaner Production

Involving, as a key person, in the development of the National Master Plan on
Cleaner Production during 1998-2002, this development has been carried out after
Thailand became the signatory of the UNEP International Declaration on Cleaner
Production in 1998. The plan covered six sectors and all stakeholders had an
opportunity to develop the plan together. The six sectors are government, industrial,
agricultural, tourism and services, financial, and academic sectors. The plan has been
approved by the cabinet and is being followed and implemented by several agencies.

Demonstration Project on Cleaner Production for Municipalities

Planning and launching of a demonstration project on cleaner production for
municipalities during 1999-2001. The project has proved successfully in term of
social, economic, and environmental benefit to the municipalities with low cost, no
cost concept.

Solid Waste Reduction Demonstration Project in Six Regions of Thailand

In 2001-2002, developing a plan and starting a demonstration project for solid waste
reduction in six municipalities representing six regions of the country (north, south,
northeastern, central, western, and eastern region). The output of the project will
demonstrate economic, social, and environmental benefit of the reduction program.

Local Agenda 21- Swedish International Development Agency (SIDA) Funded Project
Being one of the key persons in a SIDA funded project on Local Agenda 21 (followed
guidelines set after 1992 Rio Conference). There are three municipalities participated
in the project — Trang, Korat, and Lumpoon Municipalities. The project concentrated
on public participation for sustainable development at local level. Several activities
were carried out in order to get public and communities in the municipalities involved
and worked together on solid waste reduction and recycle, water quality
improvement, promotion of eco-tourism, preparation of the status report on
environment, tree plantation, and etc.

Future Development of Environmental Research and Training Center

Restructuring of Environmental Research and Training Center in accordance with the
government reform policy implemented from the year 2002, also planning for future
development of the center to be transferred to a public autonomous organization
which will be flexibly administrated in term of research work, laboratory work, and
training work
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Capacity Building Program on Cleaner Production

During 2001-2003, coordinating with the Asian Development Bank and US-AEP in the
planning and implementation of the capacity building programs on cleaner
production, the programs were launched for officers of the Pollution Control
Department and the Department of Environmental Quality Promotion as well as
officials from sixteen regional offices of the Ministry of Natural Resources and
Environment.

Asia-Pacific Roundtable on Cleaner Production (APRCP)

Being a key person who was involved in the establishment of the Asia-Pacific
Roundtable on Cleaner Production Organization (APRCP), also being a key person for
the arrangement of the first and the fourth Asia-Pacific Roundtable on Cleaner
Production Conferences in 1997 (in Bangkok) and 2003 (in Chiang Mai).

Coordinating UNEP activities in South East Asia Subregion

The work included activities covering sustainable development, environmental
management, environmental assessment, eco-house and eco-village, sustainable
consumption and cleaner production, and pollution control and prevention.

National Performance Assessment and Strategic Environmental Framework in the
Greater Mekong Subregion (SEF I1)

Working as the secretariat of ADB-UNEP Technical Assistance Project on National
Performance Assessment and Strategic Environmental Framework in the Greater
Mekong Subregion (SEF 11) covering six countries (Thailand, Lao PDR, Cambodia,
Myanmar, Vietham, and Yunnan Province of China)

United Nations Partnership Framework (UNPAF) with Thailand

Working with Thematic Working Group on Environment under United Nation Country
Team (UNCT) for the development of United Nations Partnership Framework
(UNPAF) with Thailand for 2007-2011

Preparation of National Chemical Profile 2009
Working with Chemical Safety Group, Food and Drug Administration on the
preparation of National Chemical Profile (2009)

Evaluation of the 3™ National Chemical Management Strategy (2007-2011)
Working with Chemical Safety Group, Food and Drug Administration on the
evaluation of the implementation of the third National Chemical Management
Strategy (2007-2011)

Development of the 4™ National Chemical Management Strateqgy (2012-2021)
Working with Chemical Safety Group, Food and Drug Administration on the
development of the fourth National Chemical Management Strategy (2012-2021)

Providing Lectures and Technical Presentations

Invited by organizations and universities to give lectures and/or technical
presentations for public and students on topics of environmental management,
pollution control, pollution prevention, water quality monitoring and control, water
and wastewater management, and cleaner production
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11. Working Experiences as Independent Consultant (Uszaunisainisvineiuiu
sruzilinundasy)

o EaY — Augnau 2552 Tasvnisdamiinsizidaaiunisainldiusuiiadu
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ANuNuiiaduavdseind tiavuinsusmsianisansiaiizasing taalasduuunis
FRudedsa daidunudauaiy wsandavihsanuasl wianuniesziiansalilu
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Uszanea'lng w.a. 2553 (Thailand Chemicals Management Profiles 2010) dedavinTas
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4. AYUanANINAEYDEeLs

A1nau Al YAy ¥1 (Cannabis) AUAY¥e (Hemp) Fdurudafierdu aglursdidoadu Ae
Cannabaceae Laganaiigiiufie Cannabis uisasiiuides Aywilarsddyiiduaiseongqns
&N Ao tetrahydrocannabinol (THO) FeiiqnidednuazUszan wui arsidnistanlduselewd
nansunndld 1wy anenisaduldonisu anonisuan annnendunionainia iuaa
pen01M15 waztiuliueundu ansdfaBnuila fie canabidiol (CBD) dsluifigvinednuazuszam
wifUszlewin1ansunng Wy AuaueIn1sin 8n1sUan uagealignisunisinnina dmiu
Uszwelne foyus fie fwfifidenidinermansin Cannabis sativa L. subsp. Sativa iiU3uans
tetrahydrocannabinol (THC) Tulunazdenan liiiudesas o.o deuiuinuis (Audsznid
AMZNITUNITAIUANEUANAALALNY 309 MnuAdnuuzdyYe (Hemp) W.A. b&olb) @199 104
Ayranunsn sy lovdlivanvans wu wduleldussloviluiagdme wiadnualdusslow
Tugmanmnssuewns thsuanadafaudivsslondlugramnssuadosdenuazomns (usu
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