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@ T.C. TICARET
ANLI
PAK ol MALEZYA

RESMI ADI Malezya
BASKENTI Kuala Lumpur (Idari Baskenti: Putrajaya)
BAGIMSIZLIK TARIHI |31 Agustos 1957
YONETIM BiCiMi Federatif Anayasal Monarsi
DEVLET BASKANI Sultan Abdullah Sultan Ahmad Shah (24 Ocak 2019°dan beri)
BASBAKAN Anwar Ibrahim (24 Kasim 2022’den ber1)
13 eyalet ve 3 federal bolge
iDARI YAPI Eyaletler: Johor, Kedah, Kelantan, Malacca, Negeri Sembilan, Pahang, Perak,
Perlis, Penang, Selangor, Terengganu, Sabah ve Sarawak
Federal Bolgeler: Kuala Lumpur, Labuan, Putrajaya
Malayca (Resmi dil) Ingilizce (ikincil dil olarak tanimlanmakta ve yaygim olarak
RESMI DiL kullanilmaktadir), Cince (Mandarin, Kanton, Hakka), Tamil ve Dogu Malezya’da
konusulan diger yerel diller de kullanilmaktadir.
ETNIiK YAPI Malay (Bumiputra) %69,3, Cinli %22,8, Hintli %6,9, Diger (%1)




T.C. TICARET

BAKANLIGI

Genel Ekonomik Gostergeler
2010 200 2021l 202

Niifus (Milyon) 31,9 32,6 32,7 33,5

GSYH, Milyar (ABD Dolari) - GDP 364 337 365 370
GSYH Artis Hizi (%) GDP Growth Rate (%) 4,3 -5,6 3,1 8,7
Kisi Bagina GSYH (ABD Dolari) 11.414 10.401 10.897 12.001

Enflasyon (Tiife), (Yillik Ortalama Artis %) 0,7 -1,1 2,4 3,3

issizlik Orani (%) 3,3 4,5 4,6 3,8

D6viz Kuru (USD/RM, Yillik Ortalama) 4,14 4,2 4,14 4,14

Mal ihracati, (Milyar ABD Dolari) 238,2 234,1 299,0 353
Mal ithalati, (Milyar ABD Dolari) 205 189,9 238,1 294

Kaynak: IMF, Diinya Bankasi, DTO, Malezya istatistik Kurumu, Economic Planning Unit Malaysia




Y T.C. TICARET MALEZYA'NIN iHRACATINDA BASLICA TICARET ORTAKLARI ve TURKIYE

- MALEZYA’NIN iHRACATINDAKI iLK 10 ULKE VE TURKIYE (1000 $) -

2015 2016 2017 2018 2019 2020 2021 2022

' BAKANLIGI

Dunya 200,890,906 189,863,395 217,715,510 247,489,373 238,161,125 233,553,703 299,230,239 352,331,133

Top 10 Major Export Countries, 2022
Total Exports: RM1.552 trillion

Singapur 27,937,522 27,646,509 31,558,974 34,498,254 33,050,887 33,846,404 41,847,444 52,842,667

Cin 26,151,439 23,809,577 29,361,911 34,439,740 33,706,910 37,758,818 46,351,698 47,857,101

SINGAPORE
RM232.57 bil
15.0%* B CHINA

ABD 18,992,742 19,399,587 20,662,227 22,546,148 23,146,016 25,940,693 34,329,392 37,981,792

RM462.53 bil
29.8% mUSA

RM210.62 bil BJAPAN
13.6%

Japonya 19,011,633 15,286,460 17,431,058 17,125,944 15,753,503 14,686,769 18,166,710 22,321,773

1 HONG KONG

RMS53.66 bil
3.5%

HTHAILAND Hong Kong 9,491,951 9,093,297 11,105,367 18,497,482 16,066,857 16,219,177 18,494,029 21,721,048
WINDONESIA
RM54.69 bil

3.5% RM167.16 bil
10.8%

HROK

Tayland 11,442,103 10,653,435 11,759,167 14,076,943 13,475,084 10,777,697 12,646,123 14,960,824
RINDIA

RM54.78 bil
3.5%

o SARTHAN Endonezya 7,452,096 6,736,577 7,820,405 7,907,124 7,562,571 7,039,080 9,465,137 12,736,125
RM65.84 bil RM95.60 bil 6.3%

4.2% 6.2%

RMS56.05 bil
3.6%

BOTHERS

Hindistan 6,498,216 7,731,846 8,042,800 9,000,166 9,065,941 7,234,657 10,905,258 12,425,818

Vietnam 4,480,825 5,743,851 6,426,396 8,483,356 8,385,130 7,353,965 10,982,091 12,191,517

(=}

Tayvan 6,118,015 5,116,198 5,501,292 8,065,739 8,920,160 8,060,211 9,784,217 11,745,721
Tiirkiye 978,509 1,732,911 2,446,265 1,975,535 1,682,257 1,815,283 3,409,108 3,951,171

Kaynak: Matrade, Department of Statistics Malaysia

*Siralama 2022 yilina gore yapilmstir.



LE TUAREL MALEZYA'NIN iTHALATINDA BASLICA TICARET ORTAKLARI ve TURKIYE

Top 10 Major Import Countries, 2022
Total Imports: RM1.297 trillion

RM276.50 bil CHINA
RM326.50 bil 21.3%* W SINGAPORE
25.2% HTAIWAN

AM135.65bil MUSA

RM38.24 bil 105%  miapaN
2.9% B INDONESIA
RM39.85 bil BROK
3.0% B THAILAND
: W AUSTRALIA
RMS6.19 bil RM106.07 bil
4.3% 82% M SAUDIARABIA
RMS9.77 bil B OTHERS
4.6% _ RM100.42 bil
RM74.17bil  RM83.27 bil 27%
5.7% 6.4% '

MALEZYA’NIN iTHALATINDAKI iLK 10 ULKE VE TURKIYE (1000 $ I
2015 2016 2017 2018 2019 2020 2021 2022

Diinya 175,592,994 168,459,048 194,498,694 218,032,319 205,047,872 190,432,097 238,298,934 294,287,187

Cin 33,102,114 34,324,253 38,239,395 43,471,586 42,405,983 40,722,458 58,639,339 ¢ 826 268

Singapur 21,046,074 17,452,394 21,562,883 25,542,992 21,604,390 17,520,925 23,974,674 30821655
Tayvan 9,396,681 10,079,836 12,732,440 15,755,393 13,770,818 13,716.220 19,255.752 24 100,563
ABD 14,170,709 13,417,057 15,178,721 16,095,199 16,578,914 16,501,202 19,133,807 3818126
Japonya 13,720,147 13,736,220 14,791,813 15,825,117 15,351,674 14,521,042 18,932,870 18 920,488
Endonezya 7,937,475 7,108,070 8,808,351 10,034,263 9,389,979 8,701,670 14,371,223 1¢,853 434
Kore 8,000,261 8,840,906 9,096,564 9,735301 9,373,125 10,756,429 12,823,887 13,581,362
Tayland 10,667,032 10,203,748 11,194,591 12,049,890 10,688,369 8,123,712 11,620,321 17 766.467

Avustralya 4,505,234 3,763,033 4,672,080 5,349,065 5,629,949 4,632,027 2,554,032 g9 053,773

Suudi
Arabistan

Tirkiye 463,335 300,121 360,758 452,878 428,132 474,952 728,441 649,570

1,926,814 2,567,501 2,485,624 4,436,292 4,540,215 3,839,705 3,201.299 g g8 537

= N =)

Kaynak: Matrade, Department of Statistics Malaysia

*Siralama 2022 yilina gore yapilmistir.
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./ BAKANLIGI

Top 10 Major Export Products, 2022

Total Exports: RM1.552 trillion

RM294.71 bil
19.0%

RM33.35 bil
2.1%

RM593.49 bil
38.2%*

RM41.36 bil
2.7%

RM56.69 bil

RM60'45%bil

3.9%

RM63.56 bil
4.1%

RM163.00 bil
10.5%

RM67.99 bil
4.48%

RM80.61 bil

5.2% RM96.53 bil

6.2%

%38,2 elektrik ve elektronik Urilnler
%10,5 petrol trunleri

%6,2 palm yagi ve tirevleri

%5,2 kimyasallar

%4,4 LNG

E&E Products

W Petroleum Products

W Manufactures of Meta

B Machinery, Equipment & Parts

Optical & Scientific Equipment

o Palm Oil (Manufactured)
ron & Steel Products

M Others

MALEZYA’NIN IHRACATINDA iLK 10 URUN (1000 $)

Malezya'min Diinyaya ihracatinda ilk 10 Uriin (Milyon $)

2021 2022
GTIP Kodu [GTIP Ad1 (Tiirkge) P — (Ocak-2022/2021
(Ocak- Aralik) "
Aralik) gisim (%)
854231  [ELEKTRONIK ENTEGRE DEVRELER; ISLEMCI VE|31.173,71 [37.135,96 [19,13
KONTROLOR
271019  [DIGER YAGLAR VE MUSTAHZARLAR 13.443,13 [23.765,34 [76,78
854239 DIGER ENTEGRE DEVRELERI 15.518,92 [19.980,00  [28,75
271111  [DOGAL GAZ - SIVILASTIRILMIS 8.830,99 [15.447,39  [74,92
151190  [PALM YAGI VE FRAKSIYONLARI; DIGER 0.255,94 [12.487,28 |34,91
271012  [HAFIF YAGLAR VE MUSTAHZARLARI; ESAS|7.351,63 [10.673,89 45,19
UNSUR OLARAK, AGIRLIK ITIBARIYLE % 70
VEYA DAHA FAZLA PETROL YAGLARI VEYA
BITUMENLI MINERALLERDEN ELDE EDILEN
YAGLARI  ICERENLER (BIODIZEL IHTIVA
EDENLER VE ATIK YAGLAR HARIC)
854290  [ELEKTRONIK ENTEGRE DEVRELERIN AKSAMJ4.782,43 [9.901,75 107,04
VE PARCALARI
854232  |BELLEKLER 5.712,67 [8.917,52 56,10
270900  [PETROL YAGLARI VE BITUMENLI[5.235,44  [7.930,57 51,48
MINERALLERDEN ELDE EDI LEN
YAGLARIN(HAM) DIGERLERI
851762 [SES, GORUNTU VEYA DIGER BILGILERI4.897,81 [6.776,89 38,37
ALMAYA,CEVIRMEYE VE VERMEYE VEYA
YENIDEN OLUSTURMAYA MAHSUS
MAKINALAR
Kaynak: Matrade, Department of Statistics Malaysia
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Top 10 Major Import Products, 2022
Total Imports: RM1.297 trillion

RM289.14 bil
LS RM393.80 bil E&E Products
P 30.4%*

RM29.01 bil _

2.2% y

RM29.85 bil [ —
2.3%

RM33.44 bil
2.6%

RM50.98 bil
3.9%

RMS52.94 bil

4.1% RM63.85 bil
49%

RM89.38 bil RM115.51 bil
6.9% 8.9%

%30,4 elektrik ve elektronik trtinler
%11,5 ham petrol ve petrol Uriinleri
%8,9 kimyasallar

%6,9 makine ve ekipmanlar

%4,9 metal ve turevleri

MALEZYA'NIN iTHALATINDA iLK 10 URUN (1000 $)

Malezya'min Diinyadan ithalatinda ilk 10 Uriin (Milyon $)

. . 2021 2022
GTIP Kodu GTIP Adi (Tiirkee) T Al Dze(gsi/io(zg) )
854231 |[ELEKTRONIK ENTEGRE DEVRELER; 17.679,88 21.265,98 20,28
[ISLEMCI VE KONTROLOR
271019 |DIGER YAGLAR VE MUSTAHZARLAR 10.507,32 17.032,78 62,10
271012 [HAFIF YAGLAR VE MUSTAHZARLARI; 9.523,17 14.738,12 54,76
ESAS UNSUR OLARAK, AGIRLIK
ITIBARIYLE % 70 VEYA DAHA FAZLA
PETROL YAGLARI VEYA BITUMENLI
MINERALLERDEN ELDE EDILEN
YAGLARI ICERENLER (BIODIZEL HTIVA
EDENLER VE ATIK YAGLAR HARIC)
270900 |[PETROL YAGLARI VE BITUMENLI 3.477,51 12.220,44 251,41
MINERALLERDEN ELDE EDi LEN
YAGLARIN(HAM) DIGERLERI
854290 [ELEKTRONIK ENTEGRE DEVRELERIN 9.393,79 11.344,43 20,77
AKSAM VE PARCALARI
854239 |DIGER ENTEGRE DEVRELERI 9.008,24 10.766,27 19,52
854232 |BELLEKLER 6.442,23 9.882,46 53,40
270119 |DIGER TASKOMURLERI 3.539,38 5.979,65 68,95
853400 |BASKI DEVRELER 3.098,73 3.689,68 19,07
740311 |RAFINE EDILMIS BAKIR KATOTLAR VE 2.250,89 2.506,91 11,37
KATOT PARCALARI

Kaynak: Matrade, Department of Statistics Malaysia




Tiirkiye-Malezya ikili Ticari iliskileri

\*) T.C. TICARET

Jartifaini sl iKiLi TICARET VERILERI (1.000 Dolar)
321.564 1.996.955 2.318.519 -1.675.392
286.255 -11,0 3.138.558 57,2 3.424.814 -2.852.303
Malezya’'dan
ithalatimizin sadece
365.403 27,6 2.132.975 -32,0 2.498.378 -1.767.573 %9,8’i tiiketim
mallarindan, geriye
354.238 3,1 1.847.831 13,4 2.202.060  -1.493.592 allz VR0, 2L i s
yatirim mallarindan
olusmaktadir.
381.913 7,8 1.989.963 7,7 2.371.876 -1.608.051
445,166 16,6 3.098.059 55,7 3.543.225 -2.652.894
478.255 7,4 4.288.701 38,4 4.766.955 -3.810.446

Turkiye’nin 2022 yilinda, Malezya’ya ihracati, bir dnceki yila kiyasla %7,4 artarak 478 milyon dolar olarak
gerceklesmistir.
2022 yilinda Malezya’dan ithalatimiz ise bir 6nceki yila gore %38,4 artarak yaklasik 4.3 milyar dolara ulasmistir.



Tiirkiye’nin Malezya’ya ihracatinda Baslica Uriinler
.../ 20212) |

Y T.C. TiCARET SITC Adi 2021(8) 2022 ($) Degisim (%) Ulke Payi Genel

./ BAKANLIGI (%) Pay! (%)

/ FEM Tanklar ve diger zirhli savas tasitlari (motorlu) (silahla donatilmis olsun/olmasin) 54.712.921 81.588.543 49,12 17,06 0,03
FEFEII Altin, giims, platin gibi kiymetli metallerden miicevher 49.205.185 66.953.469 36,07 14,00 0,03
FEFFIN Harp silahlar, tanklar, revolver, tabanca, kesici, dirtiici silahlar 1.990.807 11.457.096 475,50 2,40 0,00
m Esya tasima ambalaji icin plastik mamulleri, tipa, kapak, kapsil 944.609 754.148 -20,16 0,16 0,00
_Teksitil Uranleri (iplik, kumas, yer kaplamalari, hazir esya) 31.781.068 48.660.423 53,11 10,17 0,02
m Dokunmus halilar ve dokumaya elverisli maddelerden yer kaplamalari. 25.750.379 41.781.796 62,26 8,74 0,02
EEFI sentetik iplik, monofil, seritlerle dokumalar 1.044.440 1.609.459 54,10 0,34 0,00
PN inorganik kimyasal Griinler 26.462.594 37.154.809 40,41 7,77 0,01
Karbonatlar, peroksikarbonatlar, amonyum karbonat 13.122.310 18.387.769 40,13 3,84 0,01
EFEEIIN Diger metal tuzlari ve inorganik asitlerin peroxy tuzlari 8.132.412 12.850.189 58,01 2,69 0,01
A Demir ve celik 92.200.540 36.288.789 -60,64 7,59 0,01
LTI Demir veya celikten profiller 70.020.950 26.007.587 -62,86 544 0,01
L7 Demir-celik qubuklar (sicak islenmis) 19.865.493 6.758.092 -65,98 1,41 0,00
FXI Metal cevherleri, dokiintileri, hurdalari 14.837.331 24.729.412 66,67 517 0,01
PXEFIIN Bakir cevherleri ve konsantreleri 13.456.198 9.800.792 27,17 2,05 0,00
PXEFIIN Kiymetli metal cevherleri-konsantreleri 14.192.373 2,97 0,01
EI Meyve ve sebzeler 25.844.472 23.070.704 -10,73 4,82 0,01
LT sebze, meyva, bitki ve yemis konserveleri 4.468.312 5.214.581 16,70 1,09 0,00
EFZB Elma (taze) 5.916.425 4.172.194 -29,48 0,87 0,00
I Giyim esyasi ve bunlarin aksesuarlart 15.758.036 21.397.980 35,79 4,47 0,01
Y Tisortler, fanilalar, diger ic giyim esyasi-6rilmis 3.165.662 4.096.313 29,40 0,86 0,00
FLPYIIN Kadin/kiz cocuklar igin elbiseler 1.482.465 2.243.213 51,32 0,47 0,00
Hayvansal ve bitkisel glibreler, tuz, kiikirt, topak, algi gibi mineral maddeler 11.861.330 21.073.059 77,66 4,41 0,01
Tebesir, barit, borat, silisli fosil unu, asfalt ve baska yerde belitiimeyen mineraller 8.500.800 17.747.330 108,77 3,71 0,01
PXZE Kuvars, kuvarzit, mika, feldispat, florspat vs. 2.368.338 2.406.029 1,59 0,50 0,00
Elektrik makinalari,cihazlari ve aletleri, vb.aksam,pargalari 14.620.427 17.289.576 18,26 3,62 0,01
Elektrikli transformatorler 3.935.748 4.873.240 23,82 1,02 0,00
UZEFIIN camasir ve kurutma makinalari:kapasitesi=<10 kg 1.531.789 2.911.100 90,05 0,61 0,00
EYAIN Altin, parasal olmayan (altin cevheri ve konsentrasi harig) 15.931.647 16.290.483 2,25 3,41 0,01
EFZTIN Altin, parasal olmayan (altin cevheri ve konsentrasi harig) 15.931.647 16.290.483 2,25 3,41 0,01
PN iLK 10 TOPLAM 307.621.786 334.854.465
P OLKE TOPLAM 445.165.759 478.254.574 7,43 0,19
I GENEL TOPLAM 225.214.458.038 254.171.899.466 12,86




Tiirkiye’nin Malezya’dan ithalatinda Baslica Uriinler

[ Demir ihtiva etmeyen madenler
6841 islenmemis aluminyum

6842 Islenmis aluminyum

EPPZIN Palm yagi ve fraksiyonlari

EPPIIN Palm cekirdegi-babassu yaglari ve fraksiyonlar
Elektrik makinalari,cihazlari ve aletleri, vb.aksam,parcalari

7763 Diotlar, transistorler vb.yari iletken tertibat

7764 Elektronik devreler

[ Tekstil riinleri (iplik, kumas, yer kaplamalari, hazir esya)

[T sentetik filament iplikler

[EEFIIN Sentetik iplik, monofil, seritlerle dokumalar
EFBN Organik kimyasal dirtinler

EFFEIIN Asiklik monohidrik alkoller

EFELIN Polikarboksilik asitler, anhidritleri, halojenirleri tirevleri

EZR Giyim esyasi ve bunlarin aksesuarlari
8482 Vilkanize kauguktan/plastikten; eldiven, giyim esyasi ve aksesuari

EEPERIN Kadin/kiz cocuklar icin ceket,blazer
[T Tas, alci, cimento, amyant, cam, seramik vb. maddeden esya

6647 Emniyet camlari

[TTFW Porselenden ve seramikten ev esyasi, tuvalet esyasi

ilk sekillerde plastikler

5743 Polikarbonatlar, alkid recgineler ve diger polyesterler (ilk sekillerde)

5729 Diger stiren polimerleri
EEN ucucu yaglar, parfiim, kozmetik, tuvalet mistahzarlar

EELERN sabunlar, yiizey aktif organik maddeler
EEZPIIN Yikama, temizleme miistahzarlari-sabunlar harig
FII Dokuma elyafi ve bunlarin artiklari

PITEIN sentetik devamsiz lifler (islem gérmemis)
P Lk 10 TOPLAM

e - I

Bitkisel sivi yaglar ve franksiyonlari (rafine edilmis olsun olmasin, kmyasal islem
goérmemis)

2021 (3)

547.776.227
511.004.045

7.554.353
729.828.073

602.192.525
102.742.352
273.876.402

38.193.718
48.895.883
153.274.274
68.086.055
48.898.171
181.664.277
119.311.011
43.224.615
316.849.936
289.802.363

2.704.819
59.064.130
56.513.036

1.536.764

109.203.174
75.198.205

6.718.621
63.467.234
51.360.130

9.427.280
69.034.585
68.713.637

2.475.661.457

2022 (3)

1.025.135.696

936.417.421
52.257.760
995.898.948

833.852.086
121.957.889
545.820.613

245.478.649
70.218.310
226.508.307
93.845.891
80.869.111
189.016.423
127.921.687
26.373.321
171.040.121
134.253.740

7.405.304
134.004.748
130.059.022

1.593.371
101.354.013

61.495.773

15.169.836
86.398.297
76.378.420

7.593.118
81.947.894
81.862.047

3.531.332.779

Degisim

87,14
83,25
591,76
36,46

38,47
18,70
99,29

542,72
43,61
47,78
37,83
65,38

4,05
7,22

-38,99

-46,02

-53,67

173,78
126,88
130,14
3,68
-7,19
-18,22

125,79
36,13
48,71

-19,46
18,71
19,14

Ulke Payi

23,90
21,83

1,22
23,22

19,44
2,84
12,73

5,72
1,64
5,28
2,19
1,89
4,41
2,98
0,61
3,99
3,13

0,17
3,12
3,03
0,04
2,36
1,43

0,35
2,01
1,78
0,18
1,91
1,91

Genel Payi

0,28
0,26
0,01
0,27

0,23
0,03
0,15

0,07
0,02
0,06
0,03
0,02
0,05
0,04
0,01
0,05
0,04

0,00
0,04
0,04
0,00
0,03
0,02

0,00
0,02
0,02
0,00
0,02
0,02



T.C. TICARET ikili Serbest Ticaret Anlasmalari Tiirkiye,Japonya, Pakistan, Hindistan,

AKANLIGI . ore
Yeni Zelanda, Sili, Avustralya

Bolgesel STA'lan ASEAN (ATIGA)

ASEAN-Cin
ASEAN-Avustralya-Yeni Zelanda
ASEAN-Guney Kore
ASEAN-Japonya
ASEAN-Hindistan

Bolgesel Kapsamli Ekonomik Ortaklik-RCEP
(ASEAN-Avustralya-Cin-Japonya-Gliney Kore ve Yeni Zelanda)
*15 Kasim 2020 tarihinde imzalandi,

18 Mart 2022’de yururlige girdi.

Trans-Pasifik Ortakligi icin Kapsamli ve Asamali Anlasma- CPTPP
*Eski adiyla Trans-Pasifik Ortakligi Ticaret Pakti

(Yeni Zelanda, Avustralya, Brunei, Kanada, Sili, Japonya, Malezya,
Meksika, Peru, Singapur ve Vietnam)

*8 Kasim 2018 tarihinde imzalandi,

29 Kasim 2022°de yurirlige girdi.

ores
Regional Comprehensive Economic Partnership



4 T.C. TICARET . . i :
:) BAKANLIGI Turkiye-Malezya Serbest Ticaret Anlasmasi ve Genisleme Metni

Turkiye-Malezya Serbest Ticaret Anlasmasi (STA) - 1 Agustos 2015

MAL TICARETI
2023 = [hracatimizin %99'u, ithalatimizin ise %86’s1; giimriik vergisinden muaf

STA Genisleme Metni - 29 Eyliil 2022

HiZMETLER YATIRIMLAR E-TICARET

> Malezya’ya hizmet ihracatinda (Orn: Savunma sanayi yazilimlari, siber givenlik, kriminal yazilimi vs.)
kolayliklar (lisans/izinlere dair diizenlemeler, makul licretlendirmeler, acik mevzuat, itiraz yollari, dijitallesme,
sture kisaltimlari, streclerde seffaflasma, calisma/oturma izinlerinde kolaylastirici/hizlandirici diizenlemeler,

coklu giris vizesi imkanlari vs.)

» Malezya’da yatirim yapmayi diisinen firmalar agisindan ¢esitli avantajlar (tahkim hakki)




* T.C. TICARET

MALEZYA'DA YATIRIM ORTAMI VE TESVIKLER

BAKANLIGI

Yabanci yatirimlar icin asgari diizeyde kisitlamalar
Yabancilara sirketlerde 6zkaynagin %100’ine sahip olabilme hakki
Yabancilara serbest miulkiyet edinme hakki

Malezya Uluslararasi Ticaret ve Sanayi Bakanligi’na (MITI) bagh Malezya Yatirim Gelistirme Ajansi (MIDA)

(https://www.mida.gov.my/)
istanbul Ofisleri faaliyete ge¢mistir.

MIDA Avrupa Temsilcisi (italya):

Mr. Awangku Fiarulnazri Awang Tajudin
+39 02 8909 382 4
awangku@mida.gov.my

Mr. Sukri Abu Bakar
Foreign Investment Promotion Division
sukri@mida.gov.my

Yatinnm Tegvikleri
I-Incentives portali (https://investmalaysia.mida.gov.my/incentives/ )

Havacilik, palm yagindan elde edilecek katma degerli trlinler, endUstriyel yapi sistemleri, geri donlisiim, otomasyon sistemleri, tarimsal
Uretim,enerji tasarruflu esya, otomotiv, turizm, cevre yonetimi, yesil teknoloji, arge, egitim, saglik turizmi, lojistik, soguk zincir tesisleri, gaz ve
radyasyon sterilizasyonu sektorlerinde faaliyet gosterecek yatirimlar Malezya hiikiimetince 6zellikle tesvik edilmektedir.

Eyalet bazh Yatirim Ajanslan
Invest Selangor, Invest KL vs.


mailto:sukri@mida.gov.my
mailto:awangku@mida.gov.my
https://www.mida.gov.my/
https://investmalaysia.mida.gov.my/incentives/

7" T.C. TICARET , _
w\SJ/ BAKANLIGI Malezya’da Sirket Kurma

= Dogrudan yabanci ortakh sirket kurulmasi
= Tirkiye'deki sirketin subesi seklinde faaliyet gosterilmesi
= Temsilcilik ofisi agiimasi

Ik ikisine iliskin islemler SSM (Companies Comission of Malaysia) tarafindan yiritilirken, Gglincii konuda
Malaysian Investment Development Authority (MIDA) yetkilidir.

Musavirligimiz tarafindan hazirlanan Malezya yatirim notuna YATIRIM REHBERI linkinden ulasilabilmektedir.



https://ticaret.gov.tr/data/5b8a43345c7495406a227194/2021%20Malezya%20Yurtd%C4%B1%C5%9F%C4%B1%20Yat%C4%B1r%C4%B1m%20Raporu.pdf

2\ T.C.TICARET . .
Y/ BAKANLIGI KAMU IHALELERI

Malezya, Diinya Ticaret Orgliti Kamu Almlarn Anlasmasina taraf degildir. Malezya Hikimeti kamu
alimlarinda sistemi yerli firmalara dncelik taniyacak sekilde diizenlenmistir. ihalelere katilabilmek icin
Malezyali yerli (%51 hissesi Bumiputra sahipli) bir firma ile ortaklik kurmak gerekmektedir.

Kamu ihaleleri:
https://myprocurement.treasury.gov.my/
https://myprocurement.treasury.gov.my/iklan/tender/



https://myprocurement.treasury.gov.my/
https://myprocurement.treasury.gov.my/iklan/tender/

472\ T.C.TICARET i
(@) sicanvic E-TICARET

. Lazada https://www.lazada.com.my/

https://shopee.com.my/ gShcpee
itps:pamallmy/

14 milyon e-ticaret kullanicisi
2020 yilinda 4 milyar 840 milyon ABD dolar1 gelir
2025 yilina kadar yaklasik 11 milyar ABD dolar1 gelir beklentisi

Moda, elektronik ve medya, oyuncak, hobi ve kendin yap tiriinleri, mobilya ve ev esyalari, gida ve

kisisel bakim




=Sgresem  MALEZYA'DA DUZENLENEN FUARLAR

./ BAKANLIGI

https://10times.com/malaysia

Gida ve igegecek alaninda MIHAS Helal Fuari, MIFB International Food & Beverage Trade Fair ile FHM Food and Hotel Malaysia fuarlari
Savunma sanayi alaninda DSA Defence Services Asia, LIMA Langkawi

Kozmetik alaninda Beauty Expo ile Cosmobeaute Asia

Yenilenebilir enerji ve yesil teknoloji sektoriinde IGEM International Greentech & Eco Products Exhibition
Otomotiv sektdrinde Automechanika fuari

Mekanik ve elektrik sektoriinde Asean M&E Show ile Malaysia Technology Expo (MTE)

insaat ve insaat malzemeleri sektoriinde, ARCHIDEX fuari, International Construction Week ve Asean Super 8
Medikal sektoriinde, Healthcare&Pharma Show, APHM Ozel Hastahaneler Birligi Fuari

Miicevher ve kuyumculuk sektoriinde MIJF Malaysia International Jewellery Fair

Makine ve metal isleme sektorlerinde METALTECH ve Automex otomasyon teknolojileri fuari

Mobilya sektori icin MIFF Malaysia International Furnuture Fair

Su ve atik su alaninda Asiawater

Turizm ve seyahat alaninda Matta Fair


https://10times.com/malaysia

* T.C. TICARET

) BAKANLIGI Malezya’ya ihracat icin Uriin Bazinda Giimriik Vergisi Sorgulama

http://mysstext.customs.gov.my/tariff/  (Google search: malaysia customs tariff)

< & A Not secure | mysstext.customs.gov.my/tarniff/

Rl )

Search Tariff MTFTA : Goods Under The Free Trade Agreement Malaysia- Turkey
—— —
Tariff TYFIE * Click on description to see more information.
HEADER SUE ITEM  FULLHS DESCRIFTION CURRENT RATE
MTFTA v . . )
0809 30 0000 0809300000 -Peaches, including nectarines 0

Search Criteria

HS Code b

Keyword

080930

Search !!



http://mysstext.customs.gov.my/tariff/

Firma Bilgisi Dogrulama

% T.C. TICARET
!/ BAKANLIGI

Malezya’da sirket kayitlarimi tutan Companies Commission of Malaysia (SSM)’nin asagida sunulan internet
sitesinden yararlanilabilir. Bu amagla, dogrulama yapilabilmesini teminen firmalarimiza kolaylik olmasi agisindan

anilan siteden kullanic1 ad1 ve parola temin edilmistir.

https://www.ssm-einfo.my/index.php?id=login

Kullanici adi : ankara
Parola : ANKARAO7

<SSV @-Infoss

Home About Us

News

Get Your SSM Documents!

Qur Products Knowledgebase Help Center
If You're Always

Go Mobile

———
@-ntost

Eog N the - |
| & App Store § P Google Play
e—— -\

Follow Us
ankara n ra

@ssmeinfo



https://www.ssm-einfo.my/index.php?id=login

T.C. TICARET
BAKANLIGI

Firma Bilgisi Dogrulama

Search Now!

Company &
Business Information

Scanned Form Images

Company Profile (ROC

Business Prefile (ROE

Company Charges

Attestation of Company Good Standing

Financial Comparison

Particulars

Business Expiry Confirmation Letter

Example : 2 (Company Details)

m & [Declaration of Compliancs)

ge B {Shares & Directors)

Form & (Certificate of Incorporation of ) i
Bublic Company) Package C [Profit & Loss)

Form & [Certificate of Incarparation of D (Charges & Lodgement)

Privats Company)

Search By Company

rm 102 {Memorandum B Articles of
Associations)

rm 537 {Audited Financial Statement)

Form 559 (Annuzl Return)

Certificates of Incorporation
of Private Company (1965/2016)

Certificates of Incorporation
on Change of Name of Company

Sharsholder Listing and Anslysis

rm 134 (Request for Availsbility of
Name)

rm 24 (Return of Allotment of Shares)

orm 4¢ [Retum Giving Particulars in
Register of Dirsctors, Managers and

ies and Changes of particular)

By Registration Number

‘Company/Busmess ‘

Search by &-Digit Old BRN OR 12-Digit New BRN

NOTE: Type in ONLY the company registration
number without -’ sign. Example:499519

By Name

‘Company/Business

NOTE : Please enter the nearest keyword
to optimize search time.

Sear

Registration

Name
No
199201004534
PETRONAS ASSETS SDN. BHD.
(236038-W)

199601010462 PETRONAS (E&P) OVERSEAS
(382811-T) VENTURES SDN. BHD.

Digital (CTC)

Available Products No (CTC)  certified True Copy
Company Profile Addto Cart Addto Cart

Company Charges Addto Cart
Financial Comparison (2years) Addto Cart
Financial Comparison (3years) Addto Cart
Financial Comparison (Syears) Addto Cart
Financial Comparison (10years) Addto Cart
Attestation of Company Good Standing  BGEERELET

Certificate of Incorporation of Private Addto Cart
Company 1965

Addto Cart

Certificate of Incorporation on Change Addto Cart
of Name of Company

Particular of Registered Address Add to Cart

Add to Cart

Particular of Directors/Officers Add to Cart
Particular of Shareholders Add to Cart

Particular of Share Capital Add to Cart

Addto Cart

Company Profile Addto Cart
Financial Comparison (2years) Addto Cart
Financial Comparison (3years) Addto Cart
Financial Comparison (5years) Addto Cart
Financial Comparison (10years) Addto Cart

Attestation of Company Good Standing  BGEERELET

Certificate of Incorporation of Private Add
toCart Addto Cart
e Mot

Certificate of Incorporation on Change Add
toCart Add to Cart
of Name of Company -




Malezya Dis Ticareti Gelistirme Ajansi (MATRADE)

) The Official Portal Of
M / A Malaysia External Trade Development Corporation
e, Y s nal Trade Promotion Agency of Malaysia
P

MATRADE The Natio

" T.C. TICARET

./ BAKANLIGI

Matrade Tiirkiye Temsilciligi

Turkey (Europe)

Coverage
Armenia, Azerbaijan, Bulgaria, Georgia, Macedonia, Romania & Turkey

Address

MATRADE Istanbul

No. 76, 20™ Floor
Buyukdere Caddesi

Maya Akar Center Plaza
34394 Esentepe, Istanbul
Turkey

Trade Commissioner
Mr. Zahiruddin Basiran

Telephone
+90 212 217 8003

Fax
+90 212 217 8005

Email Assistant Trade Commissioner
istanbul@matrade.gov.my Ms. Nur Syazana Abd Rahman




@ TCTICARET M MALEZYA'DA iS YAPABILMEK iGiN...

v' Malezya’nin orta-uzun vadede basari getirecek bir pazar oldugu bilinmelidir.

v Sabirli olmak ve isleyisin yavas temposunu kabullenmek gerekmektedir.

v Kisisel iliskiler kurmak dnemlidir.

v' Kamu ile is yapacak firmalarimizin Malaylarla, 6zel sektorle is yapacak olan firmalarnimizin
Cin asilh Malezyalhlarla muhatap olacagi unutulmamalhdir.

v Miimkiinse temsilci bulundurmak, mimkiin olmadig: durumlarda distribiitor/acente ile
calismak dnemli avantajlar saglamaktadir.

v’ Satis sonrasi destek beklenmektedir.




Fx %
¥
i%
l'v »*
\
"\ ¥ ¥
W o4 K

* T.C. TICARET

./ BAKANLIGI

Bakanhgimizdan Faydah Linkler

https://www.kolayihracat.gov.tr/

https://kolaydestek.gov.tr/

https://ticaret.gov.tr/yurtdisi-teskilati/guney-dogu-asya/malezya/genel-bilgiler

https://distalep.ticaret.gov.tr/

24/20


https://www.kolayihracat.gov.tr/
https://kolaydestek.gov.tr/
https://ticaret.gov.tr/yurtdisi-teskilati/guney-dogu-asya/malezya/genel-bilgiler
https://distalep.ticaret.gov.tr/

% TURKIYE CUMHURIYETI
TICARET BAKANLIGI

Sorularinizigin
Musavire Danisin Uygulamasi:

E-posta adresimiz:

Tesekkurler


https://musaviredanisin.ticaret.gov.tr/
mailto:kualalumpur@ticaret.gov.tr

LICENSING/REGULATIONS &
+« MARKET-ENTRY PROCESSES FOR
PHARMACEUTICALS IN MALAYSIA

Pharmaceutical Services Programme
Ministry of Health

BAHAGIAN PERKHIDMATAN FARMASI/

N

|

N




Overview

1. Introduction
2. License relating to Pharmaceutical Product (Types of
Licenses)

National Pharmaceutical Pharmacy Enforcement Division

Regulatory Agency (NPRA) (ENF)

a) Manufacturers License a) Type A License
b) Import License
c) Wholesalers License




LICENSES VIA NPRA




Drug/ Vaccine

Discovery

CLINICAL TRIALS

PRODUCT REGISTRATION PROCESS

REGULATORY CONTROL OF PHARMACEUTICALS

Preclinical

Pre-clinical studies: tissue-
culture/ animal studies.

Phase | clinical trials: small-
scale trials in 20-100 healthy
adult volunteers to assess
initial safety and responses.

Phase Il clinical trials:
larger, target age group(s).
Assess the efficacy, safety and
immune response.

Phase lll clinical trials:
studies on a large scale, in >
thousands of subjects across

several sites.

PRE-REGISTRATION

Regulatory Review

DCA (PBKD): Approval based on
evaluated evidence

POST-REGISTRATION

Approval & Post-Marketing
Launch Surveillance

Lot Release

Post Marketing Surveillance

Pharmacovigilance (including
AEFI/ADR Monitoring)

Post-Approval changes




HOW IS MEDICINAL PRODUCTS
REGULATED IN MALAYSIA

Control of Drugs and Cosmetics Regulations 1984, Regulation 7(1) states that:

“Except as otherwise provided in these Regulations, no person shall manufacture, sell,
supply, import, possess or administer any product unless:

a) the product is a registered product; and

b) the person holds the appropriate licence required and issued under these

Regulations.”




Registration

Any product that fits the definition of

medicinal product requires registration with
the Drug Control Authority (DCA).

NATIONAL PHARMAéEUTICAL
a REGULATORY AGENCY
wssms?  MINISTRY OF HEALTH MALAYSIA

Regulation Basics

Product Classification

NPRA was given the task of ensuring the quality, efficacy and safety of pharmaceuticals through the
registration and licensing scheme. This is achieved through evaluation of scientific data and laboratory tests
on all products before they are marketed. A system to monitor products in the market was set-up. Information
on drugs to medical profession and consumer was made available through a drug information service.

Applicant may submit a classification form if they

a re: jﬂ’roduct Classification
o o ¢ It rtant to det the cat f duct that falls within the food-d terphase (FDI) wheth
e Unsure if their product meets the “product i

food (under the FSQ'’s purview) because different regulatory requirements apply. Therefore, the following

o ° ° ’ ’
d efl n Itl O n flowchart serves only as guide to help you determine the category of the product that falls within the FDI

* Unsure of the product category

Product Classification Application Manual (NPRA/413/01-2)

Classification Form available on NPRA website.




New Drug

Products Biologics

PRODUCT PRODUCT
CATEGORIES CATEGORIES

Veterinary Health
Products Supplements

Natural
Products




————
WHO SHALL APPLY FOR
PRODUCT REGISTRATION?

Product Registration Holder (PRH)

The applicant for product registration (known as PRH) must be a locally incorporated
company, corporate or legal entity, with permanent address and registered with Companies
Commission of Malaysia (Suruhanjaya Syarikat Malaysia (SSM)) (with business scope related to

the health/pharmaceutical product).

If the applicant is not the product owner,

the product owner shall authorize the PRH in writing to be the holder of the product
registration who is responsible for all matters pertaining to the quality, safety and efficacy of

the product. This includes the responsibility to update any information relevant to the product

eppcadn —A—=



How to apply?

QUEST
01 Membership

» Register for QUEST membership
* Purchase USB Token

Bahasa Melayu English (UK EXN

b (3.8 Official Portal Py
; NATIONAL PHARMACEUTICAL REGULATORY AGENCY (NPRA) Q | ‘ \\J‘«) l w&
e 48V’ MINISTRY OF HEALTH MALAYSIA == ol L’
i PRODUCT QUEST ENQUIRY SITEMAP
SEARCH  SYSTEM

02 W b b d Industry & QUEST3+ System Main Page
-
< o
Online Submissi
nine >u 15S10N

@A HELPDESK
SUPPORT
N DRGD
STAFF
PRODUCT
SEARCH




-——3» PRODUCT REGISTRATION PROCESS

Pre-Submission of
application

Submission of Registration Application
and Screening Process

!

# Data Evaluation

!

Meeting of the Drug
Evaluation Committee

l

Meeting of the
Authority
Drug Registration
I ' 1 Guidance Document
(DRGD)
Approval Rejection  w—p  Appeal

¥ ¥

**Licensing Post- Registration Process

* Good Manufacturing Practice (GMP) Certification
. Application for Manufacturer’s, Import and for Wholesaler’s License




PIC/S Guide to Good
Manufacturing Practice

for Medicinal Products

PRODUCT TYPE/CATEGORY

* Pharmaceuticals (Poison and
NonPoison)

* Veterinary Medicinal Products

* Investigational Medicinal
Products

 Active Pharmaceutical

Ingredients

The related GMP guidelines referred are:

GMP Guideline for
Traditional Medicines and

Health Supplements, Ist
Edition, 2008

PRODUCT TYPE/CATEGORY

* Traditional Products

* Health Supplements

Guideline on Good
Manufacturing Practice (GMP)
for Veterinary Premixes, |st
Edition, January 2015

PRODUCT TYPE/CATEGORY

Veterinary Products

(Premixes)

Guidelines on Good
Manufacturing Practice (GMP)

for Cosmetics (Annex |, Part
10)

PRODUCT TYPE/CATEGORY

Cosmetics

a——0-




FOREIGN GMP INSPECTION

The PRH must provide acceptable evidence to prove that the
manufacturer of the product follows an internationally accepted
standard of GMP and recognized by the Authority in Malaysia.

National Pharmaceutical Regulatory Agency (NPRA)
Ministry of Health Malaysia

2k ' Lot 36, Jalan Prof. Diraja Ungku Aziz, 46200 Petaling Jaya, Selangor.
2 Tel. No. :03-78835400

Website : http://npra.gov.my

The CDCR 1984 requires that the standard of manufacturing
and quality control of medicinal products manufactured outside
Malaysia be taken into consideration before the products are
- - - GUIDANCE DOCUMENT
registered with the Authority. FOREIGN GMP INSPECTION

Hence, foreign manufacturers are also subjected to GMP
conformity assessments through acceptable GMP evidence or

GMP inspection.




———— D
TYPES OF LICENSES

Manufacturer's License: Licensee IS
authorized to manufacture the registered
products in the premises specified in the
license and to sell by wholesale or supply
the products

Import License: Licensee is authorized to
import and sell by wholesale or supply the
registered products from the address of
the premises specified in the license.

Wholesaler's License: Licensee is
authorized to sell by wholesale or supply
the registered products from the address
of the business premises specified in the
license

¢

@

P




TIMELINE

(A)

FULL EVALUATION

Mew Drug Products (NCE)

Biologics

Matural Products with Therapeutic Claim
New Drug Products (Hybrid)

Generics (Scheduled Poison)

Generics (Non-Scheduled Poison)
ABRIDGED EVALUATION

Generics (Non-Scheduled Poison)
a) Single active ingredient
b) b)) Two (2) or more active ingredients

MNatural Products

a) Single active ingredient
b} b) Two (2) or more active ingredients

Health Supplements

a) """ Single active ingredient

b} ** Two (2) or more active ingredients
**Applicable for:
i) General or Nutritional Claims, and
it} Functional Claims (Medium Claims)

c) Disease Risk Reduction Claims (High Claims)

245 working days

210 working days

116 working days
136 working days

116 working days
136 working days

116 working days
136 working days

245 working days




———— D FEES

Product Registration Fees

Total Fees (RM)

License Application Fees

Category of Product Single aciive Two or more
active
ingredient
ingredients . .
. No. License Processing Fees
1. Pharmaceutical 4,000 5 000
(Mew Drug Products / Biologics) " ! (RM)
. Manufacturer’s 1,000.00
2. thrmr:fcnlﬂcul 2,200 3,000 u u
(Generic / Health supplement) o3 Import 500.00
3. Natural Product 1,200 3. Wholesaler’s 500.00
4 Matural products with therapeutic 4,000 5,000
claim
Fees for USB Token
Valdity Penod
Type
1year (RM) 2 year [RM)
Main User (Certificate + USE Token) 260 290

Semenanjung - 10
Postage Sabah/Sarawak - 20




LICENSES VIA PHARMACY ENFORCEMENT




LICENSING REQUIREMENTS UNDER THE POISONS ACT 1952 FOR
PHARMACEUTICAL INDUSTRY IN MALAYSIA

|. Poisons Act 1952 control importation, sale or supply of poisons under the First
Schedule (Poisons List) of the Act.

2. The importer and/ or wholesaler/ supplier of pharmaceutical products
containing poison required to hold a valid Type A licence under the Act.

L ——"r



3. Type A Licence :issued to a pharmacist to import, store and deal
generally all poisons by ‘wholesale and retail’ or by ‘wholesale only’ or
by ‘retail only’.

4. Main requirements for Type A Licence application :
i. Registered pharmacist in Malaysia
ii. Registered business/ company in Malaysia

ii. Comply Community Pharmacy Benchmarking Guideline (for
community pharmacy only — Type A licence for retail activity).




5. Guidelines for Application of Type A Licence available at
(Document & Media » Documents » Guidelines).

6. Application is online through system My.Pharma-C

/. Fee :RM 300

8. Subject to inspection of the premise before approval to ensure
compliance with the requirements under the Poisons Act |952.

9. Client charter : Issuance of Type A Licence within seven (7) working days
upon receipt of complete application (including premise ready to
be inspect).



http://www.pharmacy.gov.my/

0. The distribution of pharmaceutical products containing poison by
wholesale only can be done by a licenced wholesaler (Type A licence
for wholesale activity) to those listed under section 15(2) Poisons Act

1952.

| 1. The retail supply of pharmaceutical products containing poison for
medical treatment can be done by :

i. Registered medical practitioner in accordance to section |9
Poisons Act 1952; Or

ii. Licenced pharmacist (Type A licence for retail activity) in
accordance to section 2| and 22 of the Poisons Act |952.




THANK YOU
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INFORMATION PRESENTATION ON LICENSING/ REGULATIONS, MARKET-ENTRY PROCESSES‘

MIXs|lerl] Device
AUTHORITY

4 N
e o el s BB
T N A5 A

INTRODUCTION TO THE

MEDICAL DEVICE REGULATORY
SYSTEM IN MALAYSIA

BY MEDICAL DEVICE AUTHORITY, MOH



. OVERVIEW OF THE MEDICAL
DEVICE INDUSTRY IN
MALAYSIA

- OVERVIEW OF MEDICAL
DEVICE REGULATORY

REQUIREMENT IN MALAYSIA

Medical Device Act 2012
Regulations
Other documents




INVESTMENT PERFORMANCE IN

MEDICAL DEVICES INDUSTRY
- Among major companies in Malaysia (in operation)

BBRAUN =~ =)abbott _Ansell
HAEMONETICS  KUS martin MQ_
W emeus x  [BARD Teleflex:
investmer;t no. projects potential jobs TECOMET Sdgarti  Ambud
approve
PP approved created ResMep CIBAGVISION. SE “é‘srtﬁ;]i'ﬁg
RM b||||0n Yo ISCO' TOSHIBA @ Integer’
9.00
omrorp SteriPack
800 - ™ FDI 7-68 @OWENM Lemng Cochlear@
m DDI
7.00 -

@nu@ @ Hartalega @
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IDEALCARE' qtrmianlhnpupdwq muzamal’

EM! Ve oan sy
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4.00 - q EGSLON
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DWIDE
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2.00 - 1.79 P @ 4| |>
1.00 - 0.06 — UWC @

0.01
_ - 005

2013 2014 2015 2016 2017 2018 2019 2020 2021 Q12022
Source: Malaysian Investment Development Authority (MIDA) M I D A 3
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http://www.steripack.ie/asia/en/
http://www.ansell.com/corporate/
http://www.sagami-gomu.co.jp/en/index.html
http://www.itl-limited.com/sitemap.php

TRADE PERFORMANCE IN

MEDICAL DEVICES INDUSTRY

RM" Billion Top 3 export destinations : USA, Europe
45 (Germany & Belgium) and Japan.
40
s Top 3 import countries: USA, China and
35 Germany
30 Major products exported : Surgical and
- examination gloves;
25 st | Import needles, catheters, cannulae;
20 = - ~ WEXport instruments & appliances used in
medical or veterinary;
15 T . Orthopedic & other appliances,
3 . worn, carried or implanted in the
10 | | 66 body; and; Electro-diagnostic apparatus.
] ) N N e 6.4 7
Major imported products :
0 - Intravenous, contact lenses

2014 2015 2016 2017 2018 2019 2020 2021

disposable tubes for intravenous, Cannules,

Orthopaedic appliances
SOURCE: MIDA
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To address matters of public health &

)

Objectives

safety

pre-market control to assess safety,
effectiveness and quality of medical devices

adequate information for the public and
health professionals to make informed
choices on medical devices

control over the usage of certain medical
devices

post-market reporting system to identify and
monitor continued safety of medical devices
and address issues

To facilitate the medical device
iIndustry

@ To facilitate our local manufacturers
In creating a level playing field with
global players

@ To provide a favourable environment
for the growth of medical device
iIndustry

@ To facllitate industry players in
complying with regulatory
requirements.



MALAYSIA MEDICAL DEVICE REGULATORY

FRAMEWORK

<

Pre-market

CONFORMITY
ASSESSMENT

- Quality Management
System (ISO 13485)

- Post Market
Surveillance System

- Technical
Documentation

- Declaration o
Conformity

P

Placement on Market

MEDICAL DEVICE
REGISTRATION

- Assurance of safety &
performance of medical
device

- Marketing approval

ESTABLISHMENT
LICENSING

- Compliance to Good
Distribution Practice

(GDP) & advertising
requirements

- Approval to import /
export / distribute
medical devices

Post-market

SURVEILLANCE &
VIGILANCE

- Monitoring of safety &
performance of medical
device

- Carry out post-market
obligations (complaint
handling, incident
reporting, Field
Corrective Action (FCA),
recall)

USAGE &
MAINTENANCE

- Use, maintain &
dispose off medical
devices appropriately

- Apply for permit to
use/operate designated
medical devices

MDA monitors compliance to requirements & takes appropriate actions in accordance with the provisions of the law



Hierarchy of Legal Documents

= Medical Device Authority Act 2012 (Act 738)
* Medical Device Act 2012 (Act 737)
- Enforced on 30th June 2013

» Medical Device Regulations (MDR) 2012
= Medical Device (Advertising) Regulations 2019
» Medical Device (Duties and Obligations of Establishments)

Regulations 2019

= Orders, other legislative tools

- Based on needs, eg Medical Device (Exemption) Order
2016

- To be identified

= Circulars, Guidance documents
— Based on needs

= Standards



IMPORTANT REGULATORY ACTIVITIES

N
eMedical device Registration
j
-
* Medical device Establishment License
Y,
*Post Market Surveillance & Vigilance : S

eMDR 2019 + guidance documents




LONFORMITY ASSESSMENT BODY

Under Medical Device Act 2012 (Act 131):

= 10. (1) A conformity assessment body
shall be a body registered under this Act
to carry out conformity assessment of a

medical device to be registered under
this Act.

REGUIREMENT FOR REGISTRATION OF
LONFORMITY ASSESSMENT BODY

Under Medical Device Act 2012 (Act 1371):

= 11. (1) No conformity assessment body
may carry out any conformity
assessment related to a medical device
unless it is registered under this Act

LONFORMITY ASSESSMENT PROCESS

prescribed in Third
Schedule of MDR 2012

[ Applicant

= Conformity Assessment as

= Conformity Assessment by
way of Verification as
described in Circular Letter
of the Medical Device
Authority No. 2 Year 2014.

]
J

Class A

v

Class B, Ca

[ Apply Medical Device Registration }

d D

!

%

Appoint CAB to conduct Conformity Assessment
on medical device
Type of Conformity Assessmen ton

medical device

7

If the medical device is a
new device and/or has not

\ (As per Circular Letter
No0.2/2014) If the medical
device obtained

prior approval at least
one from these

obtained reference countries

prior approval from the I. Australia TGA

reference countries Il. Health Canada

li. Japan MHLW

iv. US FDA
\_ i v. EU CE Certificates
[ Type 1 } 7‘ Type27 , l

Full Conformity ~ Conforr{lg/ :
Assessment B ICHL DY e

of Verification

&AB will issue Report and Certificate of Conformity




ELEMENTS OF CONFORMITY ASSESSMENT

CABTO CONDUCT CONFORNMITY ASSESSMENT ON
E

THESE ELEMENTS;
i.  Quality Management System
Manufacturer ISO13485
Authorised Representative GDPMD
Importer GDPMD
Distributor GDPMD

ii. Post-Market Surveillance System
= Established, maintained and implemented by the manufacturer

iii. Technical Documentation

n Ctommon Submission Dossier Template (CSDT), Essential Principal of Safety and Performance (EPSP), .
etc

iv. Declaration of Conformity (DoC)




REGISTRATION OF MEDICAL DEVICES

= Medical device regulatory system is based on safety & performance of medical devices
throughout their life cycle

= Prior to registration of a medical device, CA is conducted to provide objective evidence of
safety & performance a medical device

Only registered medical devices can be placed into the market

Establishments dealing with medical devices must comply with conditions and carry out their
obligations

Who shall be responsible?
~ Licensed local manufacturers or authorized rep

Conformity assessment elements:

~ Submission of CSDT

~ Submission of DoC

~ Establishment, maintenance and making available of QMS

-~ Post market system ‘

- Upon approval, the medical device will be listed in the Medical Device Register (MDAR)




MEDICAL DEVICE REGISTRATION OVERVIEW

No

Medical
device?

Ye sl

Classify the
medical device

l

Group the

X

.

medical device

\

|

\ 4
Conduct the

conformity
assessment

Apply for
registration
A

Yes

Approved?

Assessment
by CAB

A

-

F)| Evaluation |‘

MEDICAL DEVICE
REGISTER




ESTABLISHMENT LICENCE PROCESS

e Establish, implement
& maintain
m e Establish, implement & maintain

' Conformity Assessment

e Engage a CAB to carry out assessment
and certification

' Apply for Establishment license

Evaluation by MDA

Licensed




NEW POLICIES

1. Withdrawal of Circular Letter No. 1/2014 effective 17 June 2021

- Allows for registration of a medical device by multiple Authorized
Representatives, effective 17 June 2021

- However, the implementation of a single license for each

activity/role of an establishment will be postponed to a later date,
which has yet to be decided in view of the pandemic situation.

2. Full registration of COVID-19 Self-test Kit

3. E-permit application system for importation of medical devices
following gazettement of Customs Prohibition Order.




Exemption of MD via CA/SA to Full Registration

The Covid-19 assessment Committee Of experts |
has agreed that all Covid-19 test kit applications s
pending Conditional Approval and Special Access
would be halted and that all future applications will
be submitted using the Medcast online system. The
deadline for applications pending in CA and SA iIs e
set for March 3rd, 2022. As a result, all COVID-19 IVD TEST KITS
establishments must submit an application through
the Medcast system (MeDC@St 2.0).

Please refer to COVID application MDA guideline
and Guidance Document Guideline (MDA/GL/MD-
01, MDA/GL/IVD-1, MDA/GL/07 and
MDA/GD/0059). oy R e o e



mailto:MeDC@St%202.0

https://portal. mda.gov.my/doc-list/circular-letter.html

CIRCULAR LETTERS

Home Introduction Division FAQ Contact Us Documents Counter Appointment

Circular Letter Of The Medical Device Authority

Circular Letter Of The Medical Device Authority

In view of the problems faced by stakeholders, and an effort to facilitate the industry, Medical Device Authority (MDA) has taken into accoun
the issues raised. After much deliberation the Authority has decided to alleviate and remove all obstacles in the implementation of Medice
Device Act (Act 737) as part of our continued role in facilitating the industry.

We are pleased to inform that MDA has decided on new policies to facilitate the stakeholder and industry in the implementation of Medicz
Device Act (Act 737).

The policies are as follows:

NO TITLE LANGUAGE

< ama, | Establishment As Authorised Representative And Establishment Undertaking Multiple Activities _
f2004 | , Malay / English
(Withdrawn)

Conformity Assessment Procedures For Medical Device Approved By Recognised Countries (Appendix 1-

2/2014 Revision &) Malay / Englis

/2014 Exernption Of Medical Device From Registration Requirements Melay 7 Enghs
MNote:The Circular Letter will no longer effective. Please Refer to Medical Device Exemption 2016

4/2014 | Medical Device For Impaort / Export From / To Countries Without Diplomatic Ties With Malaysia Malay / Engls

5/2014 | Certification Of Good Manufacturing Practice (GMP) For The Purpose Of Obtaining Establishment License Malay / English

‘doc-list/annual-report.htmil




UPDATE ON PUBLICATIONS OF GUIDANCE DOCUMENTS

MEDICAL DEVICE
GUIDANCE DOCUMENT

CODE OF ADVERTISEMENT (COA)

m Lo Medical Device Auwthorioy
L = MEMESTRY OF HEALTH HALATHA

> 42 guidance documents have been published in MDA website.
> As of March 2023, 3 guidance documents published:

1. MDA/GD/0057, Medical Gas System-Requirements for Registration (Second Edition);
- Revised to include the classification rule and class for gas cylinder without medicinal gas

2. MDA/GD/0061, Classification of Rehabilitation, Physiotherapy and Speech Therapy Device (Second

Edition);
- Rephrased the information of medical device classified as rehabilitation, physiotherapy and

speech therapy device in Annex A
- Include examples of medical devices classified as rehabilitation, physiotherapy and speech

therapy device in Annex B

3. MDA/GD/0064, Notification of Custom-made Medical Device(First Edition).
- New guidance document to specify the notification requirements

> List of guidance documents in progress: 7

https://portal.mda.gov.my/doc-list/guidance-document.htmi



https://portal.mda.gov.my/doc-list/guidance-document.html

INDUSTRY FACILITATION

MEDICAL DEVICE NOTIFICATION

INDUSTRIAL ASSISTANCE

MEDICAL DEVICE IMPORT
PERMIT

« Special Access

« Custom-Made

« Demonstration for Marketing &
Education

* Export Only

« Import for Re-Export

MDA-Industry Collaborative
Committee-MICC

Industry Engagement
Enquiry Management

* Product Verification
* Import Permit

MDA issues “no restriction for importation” letters, confirmation letter & permit,
to facilitate medical device trade & industry : global market & growth of the industry




MEDICAL DEVICE IMPORT PERMIT

MDA is in the process of inserting all products that are regulated under Act 737 into
Customs (Prohibition of Imports) Order 2017 — medical devices are to be gazetted as
controlled items under *Part Il of Fourth Schedule.

Application and approval will be performed electronically through an ePermit
System. Only registered user is allowed to have an access to the ePermit system.

Permit approved by MDA will be linked to Sistem Maklumat Kastam (SMK) for
Custom Declaration (CusDec) declaration purposes.

In Malaysia, the National Single Window (NSW) for Trade Facilitation system is

developed, operated and managed by Dagang Net Technologies Sdn Bhd (Dagang
Net).



Industrial Assistance

MDA-Industry Collaborative Committee - MICC

* The committee formed in 2020;
 Committee members :
- Association of Malaysian Medical Industries (AMMI),
- Malaysia Medical Device Association (MMDA),
- Malaysian Rubber Glove Manufacturers Association (MARGMA),
- Malaysia Dental Industry Association (MDIA),
- Persatuan Perkilangan Peranti Perubatan (PERANTIM).



Industrial Assistance

d Medical Device Industry d Enquiry Management

En gagem ent * Responding to medical device industry

- Partnership with medical device industry enquiries

- Adopting Collaborative relationship, « To deliver accurate information to all
- jointly consider options, Incoming enquiries

- Creating transparency between MDA and

Industry
MDA role: to ensure that medical device industry

IS adhering to agreed rules



Consultation Services

o« Consultation services (industry players and other
stakeholders may request for consultation sessions on
regulatory matters).

o Other Industry facilitations such as issuance of certificate of
free sales (CFS)/ Manufacturing Certificate (MC) for the
exportation of medical devices out of Malaysia.

o Undertaking competency activities related to installation,
testing, commissioning, maintenance and disposal of
medical devices.



portal.mda.gov.my
— . ' _ == QO BOX EENETTT

}LMM.UI Medicarbevice

Our Hotli . +603 - 8230 0300
Ministry of Health Mgla_ysia ur Hotline +

Home Introduction Division FAQ Contact Us Documents Counter Appointment

‘== PUBLIC & INDUSTRY &= PROFESSIONAL a MDA STAFF

£vN -I . Pihak Berkuasa Peranti Perubatan (MDA)

Kementernan Kesihatan Malaysia

JADILAH : ‘ .
PENGGUNA BIJAK - ' ’

« BELILAH PERANTI PERUBATAN R e 7
YANG BERDAFTAR DENGAN MDA P

la st =t alui m cCarian awam MDA d pautanr
hetps//mdar.mda.gov.my/ ‘

& Satisfaction Survey

Public Search

Eladios Cwecd dimdhesrtp Sopares © WOUWA|

The following documents are summary of
some medical device safety information
related to potentially hazardous cases. It
only serves as a quick reference and in no
wiay should be considered as exhaustive and
up-to-date. Please refer to the source of

Your Satisfaction is Our Goal

1 *CFSIMC Good

. formatic d vo duct f S Ibneeriation
- e iTT n FHarTT 10N and Your product supplier ror o= = y  — aam
PENGAWASAN PASARAN _ FEE F H Feadmars Mamagerment §yie— Paru———
details.
11 April 2023 — Pengawasan pasaran For Listing of Recalls & Listing of Field Safety
telah diadakan di sekitar... Naotice, please Click Here

Read more
Vil Lol -

Click to answet



DN

AFEMES

Fesdbock Monogement System

https://femes.mda.gov.my/index.php

Any question?

THANK YOU

For further information:
Book your appointment via

consultation@mda.gov.my

Policy, International Affairs & Industry Facilitation
Division

Medical Device Authority, Ministry Of Health Malaysia —~— ‘-_,4
Level 6 Prima 9, Block 3547 Persiaran APEC K%\K‘

Prima Avenue Il, 63000 Cyberjaya, - \‘\ -
Selangor Darul Ehsan. ‘ —

www.mda.gov.my

Tel : 03-8230 0300
Fax : 03-8230 0200

A%
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