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i 2014 2015 2016 2017 2018

GDP(USD billion) 65.6 59.5 63.6 67.3 71.5

ALK S 8.0 7.0 5.9 6.8 6.2

TR R AR (£ ~) 1,275 1,148 1,210 1,264 1,354

iR WOk 5.0 10.7 6.6 4.5 8.7

4 ¥ & 4.0 4.0 4.0 4.0 4.0

¢ % £ (USD billion) -4.109 -5.441 -5.212 -4.114 -

4 ¢ (USD billion) 12.523 11.136 11.998 14.675 -

2 (USD billion) 16.633 16.577 17.211 18.648 -

%= ¥ (Kyat/USD) 984 1,163 1,235 1,360 1,430

L FEAIH10% ; B ST 8% 5 B FAAIF ¢ F 4 55 13%
BB 55 16%

PRtE
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v 247
=5 (USD Billion)
i 2016-2017 11.998
2 2017-2018 14.850
3 2018 (4% -972 ) 8 891
2018-2019
4 (2018%10-2019#17 ) 5.280

2017-18# B @ma #H% N d H ¥ BA B grg,:]‘
R ~F4ceH P Ao

A Do W B

P,

3. 9% igdri &5
Fricy I &k ;F’ = éF,‘
6. 5% )
R 5 ot

8. 1%

e
v &3
(UsD Billion)
1 2016-2017 17.211
2 2017-2018 18.686
3 2018 (4% -11°* ) 9.858
4 2018-2019 6.125

(2018#10* -2019# 1" )

2017-18& B @ HHX T B ¥ FX -~ #4cl ~
?fﬁé] “PRNER

iRier A
B R _L-Qéré.g"
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11. 9% 7R %R ¢ Myanmar Customs
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A v (000)Population (000s) : 51,486,253(2014)

35 #% 4 v 1t Zurban rural population ratio @ 3% % 30% - #%4+70% (2014)

41 4 < crude birth rate (per 1,000 population) : 18 (2015-2016)

d1 4 pE3g ) & & Life expectancy at birth : 66.6(2016)

it B T 54 & Healthy life expectancy : 58.4 (2016)

B2 27 = ZFInfant Mortality Rate (%) (per1000 live births) : 62 (2014)

I g T 52§ 5= Funder-five mortality rate  (per1000 live births) : 72 (2014)

& 4% 7+ = v+ Z Maternal mortality ratio (per100,000 live births) : 178 (121-284) (2015)

&+ 4 %5 4 #Physician density (per 1,000 population) : 0.568(2012)

& + 4 £ 32 fNurse and midwife density (per 1,000 population) : 0.93(2012)

3-8 -C-C- (- (- K- K- (-

=

FkR D Ema 4T RDOPE 2 R fEd e SWHO
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L 650.494 2,891,020 4,444 | 8557573 13,155
L= 265.316 1,005,268 3,788 | 3,495,920 13,176
2 | = 3 A 69.182 490,120 7,084 | 1,323,209 19,126
S| ™= sxer | 32446 347,290 10,703 999,835 30,815
4| - sen 5.661 346,621 61,230 556,219 98,255
> |l ze 7 107.018 331,678 3,099 956,030 8,933
I T 94.575 241,434 2,552 707,620 7,482
T Ed wg 52.832 71,543 1,354 250,107 6,797
N - T 16.253 24,141 1,485 70,265 4,323
N - T 6.777 18,230 2,690 53,912 7,955
Ul o5 0.434 14,695 33,824 35,456 81,612

= #EUN 4 274 & 4, #c(HDI) »

7R kR - wikipedia e x:GDP and GDP per capita data are according to International Monetary Fund‘s October 2018 estimates:

Frocs (9) ~ v %(39) ~ B k& #(57) 5 Very high human development ; % ®(83) % High human
development ; 2= % (113) ~ & £ (116) ~ 4% = (116) ~ 7 F(139) ~ # 4 % (146)% ‘@« (148) Medium human development -

https://en.wikipedia.org/wiki/List_of ASEAN_countries_by GDP
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PRIVATE AND GOVERNMENT HEALTHCARE FUNDING BY PERCENTAGE

Brunei
Thailand
Malaysia

Lao PDR

ountries

Vietham

D

Singapore

Indonesia

ASEAN

Philippines

Myanmar

Cambodia

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
Percentage

@rrivate @ Government

7ok Kk R+ Current health expenditure per capita (current US$)Brunei DarussalamCambodial.ao
PDRIndonesiaMalaysiaMyanmarPhilippinesSingaporeThailandVietnam Search data e.g. GDP, population, Indonesia
DataBankMicrodataData Catalog Current health expenditure per capita (current USS$)
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7R %R © World Health Organization Global Health Expenditure database
https://data.worldbank.org/indicator/SH.XPD.CHEX.PC.CD?locations=BN-KH-LA-ID-MY-MM-PH-SG-TH-VN

1503.01
803.49
302.01
172.06

91.84
54.45
76.71
107.49
34.98
15.34

2280.28
812.21
385.62
217.14
126.89

69.59
116.74
111.76

52.99
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e FEN LHR o SRS ﬁig%ﬁ‘ (s AR TS TR E %?ﬁ?ﬁ%fil ERRN

-

4 P AT T WHORE 2 © 5 2020004 WHO © 5 e 48 A s ok =0t 0 7] 2

H190B R 7Y 51902 - ‘@a & 2 & UN~ WHO% ,ﬁwzfrmw&,%qu\@zwﬁarf
e e T ERIRICE FERE > LEHRSFREF

Analysis of key market and healthcare indicators among

Asean countries

High
indonesia
. Thailand
= Philippines @ Vietnam @
3 ®
c
I Msinerian Mdlaysia @ Singapore
< ®
]
5 @
s Brunei Darussalam
2 @ Laos
Cambodia
Low
Low Med High

Healthcare Service

World Health Organization ranking of health systems in 2000 : #74c # (6) ~ /¥ % (40) - ,b % W@~ 5
90)

% & 37 (49) - 3BEF (60) ~ B (92) ~ 4% (160) - ¥ KI(165) ~ # 4 % (174) ~ @4 (1
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Tomd) BB F R AR %ﬁ%ﬁﬁﬁﬁi‘%ﬁ (1/2)

‘A 2011 F B xis R4 23 ?5/%‘«?&,? ; JIFT J/ﬁ"ﬁlﬁi?iﬁ}ﬁ ; %%%;gﬁa b Tp

20 Bl # 0 B FcE 2000/01 3 2014/152 £8.51 » 2015/164& i+t %3.5% > 4
5.92 % & B4 Tl H ¢ 18%% LT PR EHUA 0 24%5 FRAHALR - B4 FRy

e A Fgu“é‘-ﬁ R "I“"L‘ZOZO—& Fg ’T__.,E_'r é.ﬁ,‘&?ﬁ 6%z P &I #-¢& B3 h %g%z H o~ ;_zEE
RE R B -

5.22%

4.23
354%  ggq 6% K1,075b
2.99%
K881b
K754b
K662b

K485b
K381b

' Y v . v y
12413 1314 1415 15416 1617 1718

and
its portion of the overall government budget

7L kR - Myanmar Health & Development Consortium (http://myanmarhdc.org/myanmar-health-status/)
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G SR e F A AR A SR 0 2017 £3FE1T. 16 F & 0 ¥ BGDP22.12% > o
GDP= £ » 3 Gt o ge AR 4F 3 4r > e BGDPY FI4F T o Ffrt 0312020 #-ig
% oo faEGDPY vt 2 2000 T o AR FhEL DRk A A R E R
2014 45. 91% » 3 4 % 20174 55. 08% » 7¢3-2022# #-:£63. 9% - % :':éi%ﬁ@ 2012-13
E2.T9RE ~ o FH 4 0 2017-18# BET. 89 E ~ » F 2 2022F B HW1HHmE ~ o

25 2% GOVERNMENT EXPENDITURE ON HEALTHCARE (2014-2022F), USD MILLIONSX
= 1,600 1,510
s 2 . 2 & 1,340
S —— ;
= 8 1,400
i - 00 1,186
a <3 £ 1,048 |
5" 1.5 15 8 g 1,200 e
2 = g
£ £ @ = 1,000 |
S c 35 813
5 1 g £% g0 726 [
o @ T E 710
647

3 05 & g= 60
== T E

= 400

g

o

L S 200
. Health spending, USD billion Health spending, % of GDP 0
2014 2015 2016 2017 2018f 2019f 2020f 2021f 2022f
Figure 1: Myanmar’s healthcare spending (2014-22F)" Figure 2: Government expenditure on healthcare

(Source: BMI Research)

L kR - EUROCHARM Myanmar HEALTHCARE GUIDE 2019
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Projected Annual Consumer Health Purchases in Myanmar (USD, millions)

700.00
600.00
500.00 //
400.00 ///
300.00 //
200.00 /
100.00
0.00
2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020
—Baseline 109.00 | 134.00 | 160.80 | 192.96 | 231.55 | 277.86 | 333.43 | 400.12 | 480.15
— Additional 10%| 109.00 | 134.00 | 176.88 | 212.26 | 254.71 | 305.65 | 366.78 | 440.13 | 528.16
Additional 25% 109.00 | 134.00 | 201.00 | 241.20 | 289.44 | 347.33 | 416.79 | 500.15 | 600.18

F 4L kR © DKSH Business Unit Health Care » Myanmar Healthcare Report 2013-2014: A Look Into Myanmar's Emerging Healthcare Sector
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B4 FREH RN
f%ﬂgﬁq%ﬂ%@,ﬂ%%gg%#gﬁqgﬁ s wa @l%ﬂ%‘ﬂf‘ﬁ;}g s
THRPCT e BTG AM LR CT F 2 F B G R

Projected Annual Medical Device Purchases in Myanmar (USD, millions)
350

300
250 -

200 //
. —

50
0 2012 2013 2014 2015 2016 2017 2018 2019 2020
—Baseline 55 68 81.6 97.92 117.5 141 169.21 | 203.05 | 243.66
—Additional 10%, 55 68 89.76 | 107.71 | 129.25 | 155.11 | 186.13 | 223.35 | 268.02
Additional 25%| 55 68 102 122.4 | 146.88 | 176.26 | 211.51 | 253.81 | 304.57

F 4L kR : DKSH Business Unit Health Care > Myanmar Healthcare Report 2013-2014: A Look Into Myanmar's Emerging Healthcare
Sector



-~ @) %5«-‘)%%33 A
REIR R OGN EATIRE A

500 HFFHAS P rEa g X EFABFHLAT > Sa
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Ev R EHT o Aud 21@;; ¢ ,?%; ’ %f]?ﬂ"%%%’#?;&iii AR -
& == oS- SRR A LR S S

At gy |

« PR IMTI 3 }%‘?'E‘—Qtfﬁ 4 e & & 5 150 000~ iLE«] 45 AR ;ﬁ N “‘;fd fa %"P;gﬁ)} I
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SHMA R TF & T R et TR AR 4
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BB FREHVED A
4w FREHAENA

160,000
140,000
120,000

R

4 100,000

H= 80,000

& 60,000

-

40,000
20,000

0

151,986

130,307

2016

2017 2018

7L %R International Trade Center

A REC (WO H)AE S

2016

- LA

2 —
F

2017 #
- LA
e

901890
Sk FO1915 15,958 26,038
B EH
200190 2 38,024 24,487
LR S
382200
326 1,081 21,039
e
841869
AuMALEF | 8498 9,534 10,840
)
901839
Fopov e HF 23 1,571 10,389
o 10,972 66,168 92,793
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)

o JF 2016 > @+ 1115 % 'i‘&ﬁ%ﬁ52ﬁff}’%’ ARS]] o L 2016E At o] Al A BT cxmE 17Tl % b‘i‘?";
D2 Fl o A A i 187 fgrd = ( General [E3
-Specialist Hospital = 32 Defense Service General oo P ik f 47 Practitioners ) : 100 bedded Traditional
Bl Hospital (1000bed)=2 B F ? = B ZR1 R EF Joea Medicine hospitals = 3
*General Hospital= 51 . . o
«150 Bedded Hospitals= 2 +Military Hospital (700bed)=2 AR < U o O 2 oim G LB AT 50 bedded Traditional
-100 Bedded H p't I :43 +500bedded MH=4 436%~ F % 423 254 % Medicine hospitals = 6
eadec Hosprals= «300bedded MH=7 B ﬁ:—’nzo zf»\\ e -16 bedded Traditional
+25 Bedded Hospitals= 159 +25 bedded MH=1 Foo po *ng'\i
16 B Hospitals= 21 ; - A
6 Bedded Hospitals -Medical Depot=2 % .

-Station Hospitals= 694 : :
ation Hospitals medical battalions=14

Tertiary
University ) Healthcare
Hospitals Prfv?te
State and Clinics
Region Private
Hospitals Hospitals
District Private Clinics Secondary
Hospitals Private Hospitals Healthcare
Primary
Township Hospitals
Rural He:Ith c:nters Private Clinics Healthcare

Public Healthcare Private Healthcare

Journal of the ASEAN Federation of Endocrine Societies

FRXR @ rd TR INFRIEL (2014-2016) ~ BAF 2 @0 FRIEL (2014)



R @) F R BMHEY A
o BN ERBHASIEN P HERAD A

.

f@w 51i2d PEPFAR/USAID{: B4 22 = 2 - fipdg 12 & 5t (SCMS) > B o3 @ % 3231 =0 o

Function/ MOH Other Name of Agency/MOH Department
Organisation Agency
Selection \ Essential Drug Program, Dept. of Health
Quantification V Central Medical Supplies Dept (CMSD) centrally and also regional

& state health authorities and all hospitals with more than 200 beds

Procurement \ Central procurement by CMSD and local procurement by regional
& state health authorities and all hospitals with more than 200 beds

Pricing \ \ Ministry of Commerce in collaboration with the Myanmar
Pharmaceutical Medical Products and Entrepreneur Association,
especially for imported drugs

Storage \ Health facilities and CMSD/MOH
Distribution v v CMSD and local wholesalers as per health facility demand
Monitoring & \ Dept. of Health State and regional health authorities are supposed

evaluation to monitor management of medicines in public health facilitie

FRL &R - http://www.searo.who.int/entity/medicines/myanmar2014.pdf?ua=1
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: Solidiance Research & Analysis
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s 1
- 23 o

2012 # 2% = 75% Ry
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M 4eGE %5/%‘ e
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ad 2016F12% 2F Naqg B 7dF2 +32017-2021 ;, (Myanmar National Health
Plan 2017-2021) » 5p ~ 4 ?‘/ S AHEX IR/ EE LY i#—;r.g_ 5 4 iz d
EH KB ﬁkﬁj& R IR+ % £ % (Universal Health Coverage) T R RE I B A
RG] B K3WHETFH 0 2031 EEATF Bma A RS é‘ £E (2T R R
&2 FORIRAE

H O RABHERBR AT RS B HELS A . AASTEA R IFET R &

AR SRR BN PR KT E

FREESEFEL R T FH

1 FREH R > TR REEH 2 AR FRARE T (FHEE RS E? Iz §gP)

BEE A FERBRER S EENS [ AERRFG RYI TR L

TR AR i8] A 4 AE B AT R E T FOAREEY RSP
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BBUHEREHLRER RARS
~ B R EHx #4% BMFDA

B4 6 SFEFSFLEH (MFDA) BB 2 FATI(MOHS) - 1§ F# - FH2 6 S
2B oA AS (L) @vdepa > (2) &vFe@> (3) 2AREK-

S RFREHLE > RFFREH LA PRERLT > L EASEANFH Bt 5
(ASEAN Agreement on Medical Device Directive, AMDD) & 7] 2 445 o

Ministry of Health and Sports
Organization Chart

Union Minister
I
Deputy Minister

Permanent Secretary Permanent Secretary
| |
I l

Department || Department Department Department Department Department || Department
of of of of of of of
Public Medical Human Medical Food and Traditional Sports

Health Services Resources Research Drug Medicine and
for Health Administration Physical
Education
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A HEREHZ AP ERRRR
CFREHASRE (2/2)

MFDA B 2000# 4= r2:& v i@ &=(import notifications) % & v 2= 3% (import recommendation)
RS R RECFFY e o MIDAF B Y iR G ik G AMDDIR A o FoR Bidne Y
2, 4

S @A R R A (- R RS L B REHF )2 £ AP MDA

B4 REB/IFEPIMFLT

* R
l HRE
GaE
@ FDA® Fﬁ-?%%ﬁ:}a‘_ﬁﬁx +
Y FiviE

A
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by FREHL R

(-) ~FPAFECH
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Magnetic Resonance Imaging
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Computerized Tomography Scanner 4 0.075
PR ks

Positron Emission Tomography Scanner 0 0

B RS

Nuclear medicine 3 0.056
PF

Mammaograph* 3 0.708
FEEGER3-P

Linear accelerator 0 0

E AR B

Telecobalt unit (Cobalt-60) 3 0.056
Telecobalt’%: ¥ (45-60)

Radiotherapy 3 0.056
AR
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1 | 382200 [t = 4 2,155,277 2,873,618 33.3% 718,341 3
2 | 900190 |p 4L ® 2 1,050,836 1,372,319 30.6% 321,483 3
3 | 902780 |#& % % 676,667, 876,327 29.5% 199,660 3%-15%
4 | 901920 [»Fvx 27 prfg * B E 61,530 251,533  308.8% 190,003 3
5 | 841869 |H i §8 ¢t B ETE F B4 277,195 169,970 -38.7%  -107,225 10
6 | 901890 [= vz s * T B4 115,856 147,214 27.1% 31,358 1.5
7 | 901050 [F 5 gy 105,578 79,021 -25.2% -26,557 15
8 | 940200 [£¢v2 A S2 H i Fpr 1l 196,464 62,013  -68.435 1.5
9 | 901839 (¥R * 4> HF  EH X 24,396 30,366 24.471 1.5
10 | 901812 [F & Biif 11,122 19,118 71.9% 7,996 1.5
11 | 940210 |7 #1504 0 18,140 - 18,140 1.5%-7.5%
12 | 901819 ¥ & F ity 14,207 14,917 5.0% 710 1.5
13 | 902000 [ w2 frag* B2 3,972 10,189  156.5% 6,217 1.5
14 | 901910 [+ 32575 B & 13,137 3,445 -73.8% -9,692 3
15 | 902790 [T it 4 45 % =2 4 R i* 2 i 2,505 3%
16 | 871390 |i7 #+4¢ B4 B 44 2,484 2,380 -4.2% -104 3
17 | 871310 |7 #+4f 2s B 44 0 715 - 715 3
18 | 871420 |i7 #+4f 2s B 44 89 - 89 3
19 | 900490 [p= 4L E & 5,884 0f -100.0% -5,884 3% - 7.5%
Bt 4,714,605 5,933,879
LRI FE R RFAET AP ERL FoR BHARL T kAL A M A sy

2.Customs Tariff of Myanmar 2017
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(1/2)

=24 w2 ;IV K 22
it TR B
1. Adhesive tape 54, Traction unit, non-invasive component
2. Ambu bag 55. Walking aids; crutch, frame, table, stick
3. Apron 56. X-ray cassette; digital imaging, manual
4. Airway exchange guide 57. X-ray film
5. Articulating paper (dental used) 58. Hospital Bed
6. Simple Bandage 59. Serum Tube Holder
7. Binders; abdominal, ankle, breast, chest, sternum, wrist 60. Stool & Seat
8. Camera (dental/ intra-oral - no diagnostic software) 61. Oxygen Generator / Plant / Cylinder
9. Cast cutter 62. Wheel Chair
10. Charger and battery 63. Examination Couch
11. Chart (eye; amsler grid, colour discrimination, visual acuity) 64. Table & Chair (Examination, OT, etc.)
12. Corrective back brace 65. OT Lamp, Examination Lamp & Light
13. Cotton ball & roll (general-purpose) 66. Microscope
14, Thermometer (Mercury) 67. Incubator
15. Dental dam 68. Water Bath/ Wax Bath / Sitz Bath
16. Dental impression material 69. Dental Chair
17. Dental impression tray 70. Active — Passive Trainer
18. Dental placers 71. Body Exerciser
19. Dental ring 72. Support Boots
20. Dental scaler (manual) 73. Rotation device
21. Dental sectional matrix band 74. Bariatric Seat
22. Dental teeth protector 75. Bike Ergometer
23. Dental liner/dental cushion 76. Parallel Bars
24. Tongue Depressor 77. Wedges
25. Face barrier, resuscitation shield 78. Rolls
26. Gel (ultrasound, ECG) 79. Tri stander
27. Gingival retraction cord 80. \ertical Stander
28. Hot/Cold pack 81. Sitter & Walker
29. Immobiliser (wrist, ankle, elbow, arm, knee, shoulder, whole body) 82. Gait Trainer
30. Inhaler spacer 83. Paraffin Wax
31. Marker (skin) 84. Stainer
32. Mask and Goggle (Except N95 Mask) 85. Glass Jar
33. Medical display screen (LCD monitor, television monitor, etc.) 86. Cabinet
34. Medical film processor 87. Trial Len Set + Frame
35. Microscope instrument set 88. Binomag (Opthalmic Surgery)
36. Mirror (dental, hand-held , ENT, headband, ophthalmic, mouth, general & plastic surgery) 89. Audiometers
37. Orthosis (shoulder, elbow, wrist, hand, hip, knee, ankle, foot, finger, footwear insert, spine) 90. Glass Slides
38. Orthotic footwear 91. Petri Dishes
39. Patient restraint 92. Loops
40. Percussion hammer, palpator 93. Pipettes & Tips
41. Pressure_relieving mattress/pads 94. Specimen Containers (Urine/Stool)
42. Projector, visual acuity 95. Patient Trolley
43. Radiation shield (apron, bib, blanket, eye, thyroid) 96. Furnace
44, Retinal camera 97. Plate Bender (Orthopedic Instrument)
45. Self-exam pad, breast 98. Drip Stand
46. Shield (eye, face, hip, wound) 99. Weighing Machine
47. Sizer templates 100. Lead Apron
48. Software, image viewing and recording only 101. Film Dryer
49. Spirometer (manual) 102. Stethoscope
50. Splint 103. Surgical Drape (not contained antiseptic)
51. Stretcher (ambulance, portable, bathroom) 104. External prosthesis
52. Swab 105. Autoclave
53. Tournique Strap 106. Stream Sterilizer
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Maxl t BRBHBAFE (2/2)
(FraeFecnEs)

No. |ltem Name

1. |Agar/ Culture Media

2. |Adhesive Traction Kit

3. |Body Composition Monitor

4. |Binomag / Binocular Loupes

5. |Blood Bag Tube Sealer

6. |ECG Paper

7. | General Laboratory Used Equipments

8. |Hot Air Oven

9. |Lubricant or Gel Used with Condoms

10. |Medical Devices that are intended for Educational Purpose & Research Use Only
11. |Microtome

12. |Pneumatic Walker

13. |Plasma Extractor

14. [Reverse Osmosis System for Hemodialysis Machine
15. |Stainer

16. |Spare Parts that are not accessories of Medical Devices
17. |Sphygmomanometer (BP cuff manual)

18. |Surgical Gowns

19. (Blood Collection Tube (Glass Tubes)

20. |[Centrifuge
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(5%
Low Risk

[ W~
Low-Moderate Risk

SN

Moderate —High Risk 4-FBE 4 #7F 2 & 5 112 §Rk =GR 2

% Bk % High Risk

TR Y A X i

1. 5 % (Cover Letter)

R 7323 3 (Letter of Authorization from owner or manufacturer)

A & ;“mﬂ" (4-% ) Product Description (If necessary)

i 3F ¥ # & GMP %_‘g 2_4g & i+ Manufacturing License or GMP Certificate Copy
|8013485FB_ 3 48 &7 i (1SO 13485 Certificate Copy )

ER i TR Complete Labelmg information

BE O 2ZFEHRS O PP FEE & Copy of business license of the local company or
certificate of incorporation

= ep On oSO8 e

B F (Cover Letter)

R 73248 2 (Letter of Authorization from owner or manufacturer)

A &P (40 F ) Product Description (If necessary)

#3377 #FGMP# 2 & EC# 2 Manufacturing License/GMP Certificate/EC certificate
1SO13485%% £ 45 & it (ISO 13485 Certificate Copy )

AL L BP > & 45 & 44 E Certificate of Analysis/ Declaration of conformity
including Compliance Standard

A &% > %@ (Declaration of Product Safety )

#1475 42 (Manufacturing Process )

FHFVEP (blaediv &P > pd A 8T > ¥4 < ) Evidence of Marketing
Approval( Eg. Export certificate, Free sale certlflcate, Marketing History)

10. b *& & 47 % Jﬁ. "% ¢ 3% £ Risk Analysis and Risk Management Report

11. = F &4 7 4 Complete Labellng information

12 # 22 2 F FH R A o 23128 # 5 »Copy of business license of the local company or
certificate of incorporation

i L A ? 5 Bk P31 £ # (Rapid Diagnostic Test Kit) » P /f % < B 7dF2
¥ % % 44 & S ¢~ (National Health Laboratory Recommendation) -

©» O g @[ [=

© oA

( Clinical Evaluation Report )

(1/2)
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e

Letter of Authorization Template

Letterhead of Product Owner ‘

Declaration of Product Safety Format

’ Letterhead of Local Importer/ Distributor ‘

’ Declaration of Product Safety ‘

{ Fanvaing

‘ Letter of Authorization ‘
[ o |
Product owner (name) ......... authorized to Distributor/Importer

(Myanmar), Address. .......c.u.u.u....
Authorized product list .............

(Product name, Brand name, Model, Type, size, . . . .. )

Validity — valid at least 3 year from the date of submission

Product owner agree to assist Myanmar FDA with any request for

information on the above medical devices.

*You give authorization to this importer/distributor exclusively or not, if
not please mention detail information. (Name of company, name of
product, model)

Full Name

Desi

1, local Importer/ distributor, of the medical devices stated below,
hereby declare for any safety issues globally associated with the use
of medical device(s) when used as intended by Product Owner, in the
last three years from (dd/mm/yyyy) to (dd,mm,yyyy).

- Any reported deaths
- Any reported serious deterioration of health and

- Any field safety corrective actions and recalls at the time of this
application.

1, applicant, agree to report to Myanmar FDA for any form of safety
issues related with stated medical devices after importing to Myanmar.
1, applicant, clearly aware that any mis-conduct in reporting process
may result in the cancellation of Import approval issued by Myanmar
FDA.

Signature

Full name
Designation
Company Stamp

TEMPLATE FOR DECLARATION OF CONFORMITY

from AMDD Pg-79,80)

[To be printed on Company Letterhead of Product Owner or Physical
Manufacturer]

e hereby declare that the below mentioned medical devices have
been classifed according to the classifcation rules and conform to
he Essential Principles for Safety and Performance as laid out in the
[state the applicable statute of the Member State].

Name and Address of Product Owner:
<Person responsible for manufacturing the medical device>

Name and Address of Physical Manufacturer:
<Person responsible for manufacturing the medical device>

uthorised Representative (if required by a particular Member
State):
<Local authorised representative responsible for placing the medical
device on the market of the ASEAN Member State>

Medical Device(s):
<e.g. medical device name and model number>

Risk Classification: e.g. Class B, rule
<Class of Medical device according to the classification rule, and the
rule used to determine the classification>

Quality Management System Certificate:
<Certification Body and Certificate Number, issue date, expiry date>

Standards Applied:
<International standards; OR Regional Standard; OR See Attached
Schedule for multiple standards>

This declaration of conformity is valid from <Day Month Year>

Authorised Signatory:
Name, Position Date
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Pharmaceutical Factory ( Inyanung )

7t June, 2017

6t June, 2020

Myanmar Economic Corporation
( Single Use Syringe Factory, Hmawbi)

13t March, 2017
(Renewal 5t time)

December, 2018

Myanmar Jick-Young Co.,ltd

19" Dec, 2016
(Renewal 4™ time)

September, 2019

Crown Medical Dressing Factory

12 January, 2018

11t January 2021
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4 9 % % (National Health Laboratory ) £2 %3 T ZHE R Eag 72

TR

1\4

R f’;.‘%—&r”f 5

National Health Laboratory

# uk * No. 35, Hmaw Kun Taik Street, Dagon Township, Yangon, Myanmar
Yangon

% im - +95 1371957

@ &+ 282 ¢ thetkhinewin@mohs.gov.mm,thartunkyaw@mohs.gov.mm

Fent o https://www.facebook.com/NationalHealthLaboratory/
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pavama 2 FRHFHAPMDEG 2B §

“ad FEEFRBEMELRET 0 S 2001009847 2p » £ 3201737 & 54419 B §
B dd F# 271163, #F 29260 BA32140 2 27160 thiv g 8BIH - BEFT N

e
Myanmar Pharmaceutical & Medical Equipment Entrepreneurs’ Association

# nt : UMFCCI Office Tower (Level - 6) > No.29, Min Ye* Kyaw Swar Street,Lanmadaw Township, Yangon,Myanmar.
7 75 (+95-1) 2316205, 2314834
T &+ W i2 I mpmeea@myanmar.com.mm,mpmeea@gmail.com

ey o http://www.mpmeea.org

% % https://www.facebook.com/Myanmar-Pharmaceuticals-and-Medical-Equipment-Entrepreneurs-Association-
323302521392189/

“ag A Fﬁ}%ﬂ?ﬁﬁﬂ&ﬁgf%g” v o 2302018 # 47 26 P 0 BB T M AT

Myanmar Pharmaceutical & Medical Equipment Entrepreneurs’ Association

# nt © Pharmaceutical Research Department, West Gyogone, Insein Road, Insein Township, Yangon, Myanmar
7 % (95-9) 444666796

@ =+ 2% mpmdma2018@gmail.com
eyt o http://www.mpmdma.org

% % ¢ https://www.facebook.com/pg/MPMDMA/about/?ref=page_internal 50


http://www.mpmeea.org/
https://www.facebook.com/Myanmar-Pharmaceuticals-and-Medical-Equipment-Entrepreneurs-Association-323302521392189/

456, i FREBHEOH/AEF/ QAP /P ARREE (1/5)

B a7 L = Email 21 e ht
408-410, MAHABANDOOLA STREET,

S #07-00, KYAUKTADA TOWNSHIP,  http:/Avww.aa.com.mm/

1AA Group Limited

115) lubricant@aa.com.mm YANGON. MYANMAR.
ACS MYANMAR . No. (16C), Maharbawdi St, Yankin http://www.acsmyanmar.com
- MEDICAL (70 AT desiiEi N A G AR Township, Yangon, Myanmar. /index.php?page=products
Advamed Medical +959-799874500, - TR R ETETTEeT 72, 5 Flr, Phone Gyee St.,Lanmadaw http://www.advamedmm.com
Innovation Co., Ltd. +959-972126800 : Township /

(951) 229587, +959-
4 Advanced Diagnostics 777700211,(959)
73088398, 420 221873

info@advanceddiag.com,sale
s@advanceddiag.com

34, Thate Pan St.,Ahlone Township https://advdxmyanmar.com/

AGRITRADE . .
SINTERNATIONAL ~ +951-397096 medicine@asia-winner.com - (13), 49 Street (Ground Floor), I e
LTD Botataung Township, Yangon, Myanmar. winner.com/index.php
+95 1538 055, +95 1 asiaroyal@asiaroyal.com.mm . .
6Asia Royal Hospital 230 4999 kyawzinthant09@gmail.com #Ig\',\,%é},?ah?( aSr;[rzer: 'aar;m;:g Eq“'[/’h/é arf]'ea_rzolya'hos'o'ta"com’
+95095006890 P, Yangon, yanmar. y
. . . info@asia-
Asia Winner Industrial +951 - 397097, 397098 e T R e G No. (13), 49th street, Botataung htto://WWW. asia-winner.com/
Limited 397100, 297446 . ' ' Township, Yangon, Myanmar. b: : :
winner.com
CBET (Central Bio e R . F-19/25/27, Bldg B, 1st Flr, Kaba Aye
. . 5156052, +959- aplus.cbet@gmail.com, _
8Equipment Trading . Pagoda Rd., Corner of Saya San Rd., http://www.cbetmm.com
Co., Ltd.) i TR e peElIBE e e Pearl Condo,Bahan Township,Yangon
T 250283873 ’ '
City MERbaaiaaaaa citymedicalaffair@cityhospit UL D RO http://cityhospitalmandalay.c

+95-09-459142201,
+95-09-459142202

Concordia bty Bldg 11, Hlaing University http://www.concordiamyanm

. (Medical Equipment  concordia@myanmar.com . .
International Co., Ltd. Dept), +951-654955 Campus,Hlaing Township ar.com

Bet; 65th & 66th Street, Mandalay,

Hospital, Mandalay Myanmar

almandalay.com om/



mailto:acsmm.mktg1@gmail.com
http://www.acsmyanmar.com/index.php?page=products
mailto:advamed@advamedmm.com?subject=Inquiry
mailto:info@advanceddiag.com,sales@advanceddiag.com
mailto:medicine@asia-winner.com
http://www.asia-winner.com/index.php
http://www.asia-winner.com/
http://www.cbetmm.com/
mailto:citymedicalaffair@cityhospitalmandalay.com
http://cityhospitalmandalay.com/
mailto:concordia@myanmar.com?subject=Inquiry
http://www.concordiamyanmar.com/
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B

12

14

15

16

19

20

SF RH

EMP Excellence
Medicare &
Pharmaceutical
Company Itd

Eucalyptus Co., Ltd.

Ever Glory Company
Limited.

EVER Neuro Pharma
GmbH (Myanmar
Branch Office)

Evercare Pharma Co.,
Ltd.

First Prime Co., Ltd.

Golden Hawks
International Ltd.

Grand Hantha
Hospital

Grand Medi Core Co.,
Ltd.

Hwa Yang Trading
Co.,Ltd.

2z
e

+951 570197, +951

8500081,+959 795810445,
795810446,

959 5174117

+959-253006633, +959-
420039009

+959-73210172

+951-9010691, +951-296716

+959-5024225, +959-
440440118

+951-370104, +951-370084,
+951-370373

+1 523 000

+951-501323, +959-
254321794, +959-73133240

+959-258684844, +959-
5408218, +959-263131489

Email E2 1S P nt

No. 23, Zezawah Garden, Than Thu Mar

Road, South Okkalapa.11091 WWW.empmyanmar.com

empinfo222@gmail.com

No. (21)B, Ground Floor, Than Street,
info@eucalyptusmm.com Ward 7, Hlaing Township,Yangon, http://eucalyptusmm.com/
Myanmar.

http://www.everglory.com.
mm

info@everglory.com.mm 5, Shwe Hlaing St.,Kyeemyin Daing

No0.293/4 5A Shwe Gon Daing Road,
office@everpharma.com Middle Shwe Gon Daing Ward, Bahan, www.everpharma.com
Yangon
55, G Flr, 52nd St., Between Maha

everca_repharmacompany Bandoola Rd. and Merchant
@gmail.com Rd.,Botahtaung

292-A, Than Thu Mar Rd., Bali Bridge,
Ward (5),South Okkalapa

goldhawk@mptmail.net. 15, 88th St., Kan Taw Kalay,Mingalar
mm Taung Nyunt

info@firstprimemm.com http://www. firstprimemm.c

om

https://www.facebook.com/
No.3, Corner of Nar Nat Taw Road &  grandhantha/

zmthelnt@gmall_.com . Lower Kyee Myin Dine Road, Kamaryut http://www.grandhantha.co
grandhantha.socialmedia )
Township m

@gmail.com —

sandi.thaungmyint@gmai

l.com, 27, G Flr, Thukha St.,
info.grandmedicore@gma Myaynigone,Sanchaung
il.com

hwayangtrading@gmail.c WS/7, Kyun Shwe Wah St., Bayint
om Naung Warehouses,Mayangone
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mailto:empinfo222@gmail.com
http://www.empmyanmar.com/
mailto:info@eucalyptusmm.com
http://eucalyptusmm.com/
mailto:info@everglory.com.mm
http://www.everglory.com.mm/
mailto:office@everpharma.com
http://www.everpharma.com/
mailto:evercarepharmacompany@gmail.com
mailto:info@firstprimemm.com
mailto:goldhawk@mptmail.net.mm
https://www.facebook.com/grandhantha/
mailto:sandi.thaungmyint@gmail.com?subject=Inquiry
mailto:hwayangtrading@gmail.com
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95-1-221 259, 538 . .
21K.T.Z Company Itd 946, 223 753, info@ktzcompany.com NEE, IEENE REER), PEGED LRI http://ktzcompany.com/
Yangon.
2300768
MASCOTS(Nebula  (95-1)227632, thandar@mascatsmyanmar Tricvgfﬂyﬁgﬁrﬁége;\fv#lo-o1/02/03 LS WWW.mascotsmvanmar.com
Trading Co.,Ltd.) 215821 .com : Y '

95-1-654701-5, 95-
1-538 648, 95-1-526
768, 95-1-526594
+951-519060, +959-
444490900, +959-

Medi Myanmar Group contact@medimyanmar.co

Ltd

23

Medi-tech Trade info@meditechmyanmar.c

Sl 459090900 o

25 Myanmar Chemdyes +951-386434, +959- chemdyes@gmail.com
Co.,Itd 457592451

26 Myanmgr Inve§tn_1ents +95 (0) 1 391 804 enquiries@myanmarinvest
International Limited ments.com
Palace(Nan Taw)
Hospital,Mandalay Iz e
POLY GOLD +959798675474 > .

28 polygoldmm@gmail.com

COMPANY LIMITED +959798675475
+95 1 368 4323, 368
4325, 368 4336, 368
3015, 368 3060, +95
9421 042 679
+951-295464, +959-
73052616, +959-
31427381

Pun Hlaing Siloam

Hospital phsh@phsh.com.mm

Rain Snow Company fmatommy2000@gmail.co

Limited

Yangon 11131 Myanmar

No.46, Pyay Road, 6 % mile, Hlaing
Township, Yangon 11051

http://www.medimyanmargrou
p.com/

Rm 1102, Lower Kyee Myin Daing Rd.,
Shwe Gon Thu Condominium (A-
1),Kyeemyin Daing

No0.126. Mahabandoola Garden
Street.Kyaukthadar township, Yangon
Suite 1205, 12th Floor, Sakura Tower
339, Bogyoke Aung San Road http://myanmarinvestments.co
PO Box 817, Kyauktada Township, Yangon, m/portfolio/medicare/
Myanmar

71st Street, 28th x 29th street,

Mandalay

E/8, 36th Street, Bet. 60th & 61st Street, E/8
36th St, Mandalay

http://www.meditechmyanmar.
com

https://www.facebook.com/che
mdyes/

http://www.polygoldmm.com/

Pun Hlaing Estate Avenue, Hlaing Tharyar
Township, Yangon, Myanmar.

https://mww.punhlaingsiloamh
ospitals.com/

180, 1st Flr, 50th St.,Pazungdaung
Township,Yangon
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mailto:info@ktzcompany.com
http://ktzcompany.com/
mailto:thandar@mascatsmyanmar.com?subject=Inquiry
http://www.mascotsmyanmar.com/
mailto:contact@medimyanmar.com
mailto:info@meditechmyanmar.com
http://www.meditechmyanmar.com/
mailto:chemdyes@gmail.com
https://www.facebook.com/chemdyes/
mailto:enquiries@myanmarinvestments.com
mailto:polygoldmm@gmail.com
http://www.polygoldmm.com/contact-us/
mailto:fmatommy2000@gmail.com
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31 Sakura Hospital +951 512 668

Shwe Gon Dine +951544128,+951544116,
Hospital(SSC) +951541457

Swan Thit +951-2301056, +951-
Trading Co.,ltd 218144, +959-49330189

52

UnitedPharmace 951-657001-2, 657033 to
utical Co., Ltd. 38

Victoria +9519666141,+959783666 .
Hospital 141~144
+951-222969, +951-
36Yee Shin Co., 223589, +951-225812,
Ltd. +959-977917562, +959-

977917571

Aung Yadana

general hospital (95) 18551355

Shwe LaMin g1 530 1949

Hospital

Myanmar +95 1 394 824,+951-

Yutani Co.,Itd 393051

U Than Ohn & +959-779098501, +959-

Sons Co., Ltd. 421116542, +951-8565902
41SEA LION CO +95-1-20 21 20, 29 97 97

LTD FAX +95-1-20 27 51

info@sakura.hospital

myomyo.ssc@gmail.com

swanthit.cma@gmail.com

webadmin@unitedpharma-
myanmar.com

info@witoriyahospital.com

mdy.yeeshin@gmail.com

aychospital@gmail.com

https://www.facebook.com/pg/

No,23. Shin Saw Pu Road.Sanchaung,
Yangon, Burma

7 ,East Shwe Gon Dine Road ,Bahan
Township,Yangon

A-1, Rm 04, G Flr, Strand Rd.,
Thirimingalar Garden Housing,Alone
Township,Yangon

12(A), Kabar Aye Pagoda Road,
Mayangone Township, Yangon

No.68, Tawwin street,9 mile
,Mayangone ,Township ,Yangon

25/26, Bahosi Housing,Lanmadaw
Township » Yangon

No. 5/24, Thirigon Estate, Waizayantar

Road, 16/2 Block, Thingangyun
Township, Yangon.

sImhospital/about/?ref=page i

~No0(15/19), Zawgyi Street,

nternal

info@yutani.biz
yoshinori@komara.biz

utotools@gmail.com,
klwin@utomedical.com

qualatex.medical@gmail.com

Street, Mingalar Taung Nyunt
Township * Yangon

NO 20, Loatthar Street, Thingangyun
Township, Yangon, Myanmar.

info@sealiongroup.com

181 Bo Myat Tun Street
Botataung Yangon ,Myanmar

LamadawTownship,Yangon,Myanmar

F13-15, Aung San Stadium, Gyo Phyu

https://www.facebook.com/pg/sa
kurahospitalygn/about/?ref=page
_internalhttp://www.sakurahospit
al.com.mm
http://www.pinlongrouphospitals.
com/

http://unitedpharmamyanmar-
medical.info/

https://www.victoriahospitalmya
n...

http://www.yeeshin.com/# >
https://www.facebook.com/pg/Ye
eShinOfficalpage/about/?ref=pag
e _internal

www.aungyadana.com

http://shwelaminhospitals.com/

https://www.facebook.com/mmy
utani/

https://utomedical.com/

http://www.sealiongroup.com/


mailto:myomyo.ssc@gmail.com
http://www.pinlongrouphospitals.com/
mailto:swanthit.cma@gmail.com
mailto:webadmin@unitedpharma-myanmar.com
http://unitedpharmamyanmar-medical.info/
mailto:info@witoriyahospital.com
https://www.victoriahospitalmyanmar.com/
mailto:mdy.yeeshin@gmail.com
http://www.yeeshin.com/#，https://www.facebook.com/pg/YeeShinOfficalpage/about/?ref=page_internal
mailto:aychospital@gmail.com
http://www.aungyadana.com/
https://www.facebook.com/pg/slmhospital/about/?ref=page_internal
http://shwelaminhospitals.com/
https://www.facebook.com/mmyutani/
mailto:qualatex.medical@gmail.com
https://utomedical.com/
mailto:info@sealiongroup.com
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Celestial Myanmar
Co., Ltd.

LUCKY WORLD
COMPANY
LIMITED.

Naung Yinn Trading
Co., Ltd.

HB Den Med Supply
Co., Ltd.

Winged Pyinsa Co.,
Ltd.

San Nyo Nyo Myint
Technical service
company

Okkar Thiri Company
Limited

SWAN THIT
TRADING Co.,Ltd

Parami General
Hospital

OSC (Okkala
Specialist Centre)

Tel : +951 8569641, 09
500 7179, 09 503 2835
Fax : +951 8560008
+959-5045701, +959-
73099341, +951-
2302048
+959-976869800, +959-
73041848, +959-
796302540

+959-450246067, +959-
450546366

+95 9 44466 6202,+951-
666201, +959-

celestial.myanmar@gmail.com,
zawmyint.thein@gmail.com

luckyworldttk@gmail.com

naungyinn@gmail.com

aungkhant.hb@gmail.com

WingedPyinsa@mptmail.net.mm

444666202

+959-5088386, +959-
979063629, +959-
261115551

(+95 1) 538023, 500049 ,
512515 > (+959)
450063911, 420001884,
73250845,95973250785
Fax: (+95 1) 505209
+951-218144, +951-
2301056, +959-5230836
+959-977907028

nyonyomyint@gmail.com

aftersales@okkarthiri.com
sales@okkarthiri.com

swanthit.cma@gmail.com,
' sales.stt2010@gmail.com

95-1-657227 info@Paramihospital.com
marketing@oschospitalmm.com

el (e Line ¢ marketing.oschospital@gmail.co

176), 653 107, 662 943

Building 22, Room 4-A, Kamarkyi
Road, Yangonthit Quarter,
Thingangyun Township, Yangon.

http://www.celestial-
myanmar.com/

251, Lower Kyee Myin Daing
Rd.,Ahlone Township,Yangon

545, Thiha Thu St., Mya Thidar
Housing, Ward (11),South Okkalapa
Township,Yangon

656, Thayet Chan 5th St., Pein Nel
Gone Ward,Insein Township >
Yangon

No.12, Building No.2, Ground Floor
8 Mile, Pyay Road

Yangon

Rm 8, Bldg 120, Yangon-Insein Rd.,
Near Thukha Bus Stop, Ward
(9),Hlaing Township,Yangon

https://www.facebook.com/H
BDenMedSupply/

" https://www.facebook.com/w
ingedpyinsalittmann/

https://www.facebook.com/S
an-Nyo-Nyo-Myint-
Technical-service-company-
847908501997078/

No. 28, Pyay Road, 6 % Miles, 11
Quarters, Hlaing Township ,Yangon,
Myanmar.

https://www.okkarthiri.com/h
ome.php

A-1, Rm 04, G Flr, Strand Rd.
[Delete], Thirimingalar Garden
Housing,Ahlone Township,Yangon.
No.(60)(G-1),New Parami
Road,Mayangone
Township,Yangon,Myanmar.

No. 137/D, Thudhamma Rd, North
Okkalapa Township, Yangon

https://www.facebook.com/s
wanthitco/

http://paramihospitalygn.com
/

http://www.oschospitalmm.c
om/
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http://www.celestial-myanmar.com/
mailto:luckyworldttk@gmail.com
mailto:naungyinn@gmail.com
mailto:aungkhant.hb@gmail.com
https://www.facebook.com/HBDenMedSupply/
mailto:WingedPyinsa@mptmail.net.mm
https://www.facebook.com/wingedpyinsalittmann/
mailto:nyonyomyint@gmail.com
https://www.facebook.com/San-Nyo-Nyo-Myint-Technical-service-company-847908501997078/
https://www.okkarthiri.com/home.php
http://www.oschospitalmm.com/
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1.5 4 #£FF 2 § Myanmar Bar Association

Mr. Albert Zaw Min - General Secretary, Head of International Relation & Education Committee
Ho2r o

% 7o - 1959-5163484,+959795433058,+95122380, +951370575

& nt o https://www.facebook.com/254423328320129/posts/4-7-2017-

%E1%80%A1%E1%80%84%E1%80%BA%E1%80%B9%E1%80%82-
%E1%80%AB/334480420314419/

2.1k & fF 2 £ Yangon Bar Association

T - 1951376481
T3 R

. yangonbarassociation@gmail.com

e ht  https://www.facebook.com/Yangon-Bar-Association-1419826504898140/

3.5 p d 2§ % ¢ The Independent Lawyers’ Association of Myanmar (ILAM)
T 5. 1959 4259 826 16 » +95 9 4259 826 11 » +959 4259 826 02 » +95 9 4259 826 20
@ =+ 2R i contact@ilam.org.mm
A 5k www.ilam.org.mm
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https://www.facebook.com/Yangon-Bar-Association-1419826504898140/
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1 901890+ ivein * ¥ % B 1,915
2 9001908 L B & 2
3 382200 t % 326
4 841869% w 48 ¢t L 4T F i F 8,498
5 901839H i Other 231
6 901819F ¥ ¥ ifkE 35,541
7 902780+ S ik # 332
8 940290# i Other 3,183
9 901812F H B ihKE 171
10 902790IL it A 45 % *» M 44 5 R i+ 2 2 194
11 9019207 s & firfis * B & 40
12 9019104~ 32 f B & 3,213
13 9020007 wx &2 Frfis * & 797
14 902720k 17 2 7 & R B 109
15 871310 7 $+4¢ Bt B4 0
16 901811% & ¥ ik ¥ 53
17 901050 F & # i % % 31
18 900490p= 1 ® £ 9,575
19 9402107 #4755 # 925
20 901820% k&R & i ¢t ALE B 1,262
21 Q01814¥ B ¥ iK% 121
22 8714207 B 4F B4 B 44 551
23 87139017 &+ 4F B4 B 44 290
24  900140p= #1 % & 84

Bt 67,444
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2017

Hix:F+3~
15,958 26,038
38,024 24,487
1,081 21,039
9,534 10,840
1,571 10,389
61,786 8,272
909 6,875
4,579 5,043
615 3,686
579 3,216
90 3,188
1,485 2,015
288 1,814
176 1,041
21 648
700 529
56 379
5,147 336
610 149
173 113
23 108
215 52
150 44
8,216 6
151,986 130,307

7 & R International Trade Center
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