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1 
201605302081T/ 
MAL17055024TC 

AZ B'KAT MINYAK 
GAMAT PLUS 

AZMAN BERKAT 
TRADING 

SABIT BANANI 
INDUSTRIES SDN 
BHD (MALAYSIA) 

17/05/2017 – 
17/05/2022 

New 
Registration 
approval 

2 
201605162032T/ 
MAL17055025T  

Express Source 
Brazilian Green 
Propolis Extract 0.65 
ml/ml Liquid 

EXPRESS SOURCE 
SDN BHD 

YI WANG HONEY 
GARDEN (M) SDN. 
BHD. (MALAYSIA) 

17/05/2017 – 
17/05/2022 

New 
Registration 
approval 

3 
201605132016T/ 
MAL17055023TC 

NYT Zhi Ke Capsule 

NANYANG 
TRADITIONAL 
CHINESE MEDICINE 
SDN BHD 

EXCEL HERBAL 
INDUSTRIES SDN. 
BHD. (MALAYSIA) 

03/05/2017 – 
03/05/2022 

New 
Registration 
approval 

4 

201406022018A/ 
MAL17065014AZ 

ACCORD 
MONTELUKAST 4 
(Montelukast 
Paediatric Chewable 
Tablets 4 mg) 

ACCORD 
HEALTHCARE 
SDN.BHD. 

INTAS 
PHARMACEUTICALS 
LIMITED (INDIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

5 

201406122016A/ 
MAL17065015AZ 

ACCORD 
MONTELUKAST 5 
(Montelukast 
Paediatric Chewable 
Tablets 5 mg) 

ACCORD 
HEALTHCARE 
SDN.BHD. 

INTAS 
PHARMACEUTICALS 
LIMITED (INDIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

6 
201602150001A/ 
MAL17065021ACZ 

Azytro Tablet 250mg 
APEX PHARMACY 
MARKETING SDN. 
BHD. 

XEPA-SOUL 
PATTINSON 
(MALAYSIA) SDN 
BHD (MALAYSIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 
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7 

201605302082X/ 
MAL17065001X 

B. Braun Sterile 
Potassium Chloride 
100mg/ml 
concentrate solution 
for infusion 

B.BRAUN MEDICAL 
INDUSTRIES SDN 
BHD 

B.BRAUN MEDICAL 
INDUSTRIES SDN 
BHD (MALAYSIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

8 
201412230001A/ 
MAL17065017AZ 

BORTERO 
(Bortezomib  for 
Injection 3.5 mg) 

PHARMAMODE (M) 
SDN BHD 

Hetero Labs Limited 
(INDIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

9 
201511180001A/ 
MAL17065012ACZ 

Dexmedetomidine 
Kabi 0.1mg/mL 
Concentrate for 
Infusion 

FRESENIUS KABI 
MALAYSIA SDN. 
BHD 

Gland Pharma 
Limited (INDIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

10 

201402172013A/ 
MAL17065013AZ 

OLEDRON 
(ZOLEDRONIC ACID 
CONCENTRATE FOR 
SOLUTION FOR 
INFUSION 
4MG/5ML) 

UNIMED SDN BHD 
Gland Pharma 
Limited (INDIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

11 
201411280001A/ 
MAL17065018AZ 

Pharmaniaga 
Amikacin 
250mg/2ml Injection 

PHARMANIAGA 
LIFESCIENCE SDN. 
BHD. 

PHARMANIAGA 
LIFESCIENCE SDN. 
BHD. (MALAYSIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

12 
201411282012A/ 
MAL17065019AZ 

Pharmaniaga 
Amikacin 
500mg/2ml Injection 

PHARMANIAGA 
LIFESCIENCE SDN. 
BHD. 

PHARMANIAGA 
LIFESCIENCE SDN. 
BHD. (MALAYSIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

13 201606012015X/ Pharmaniaga PHARMANIAGA PHARMANIAGA 05/06/2017 – New 
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MAL17065002XZ Leucovorin Calcium 
50mg/5ml Injection 

LIFESCIENCE SDN. 
BHD. 

LIFESCIENCE SDN 
BHD (MALAYSIA) 

05/06/2022 Registration 
approval 

14 
201603090001A/ 
MAL17065006AZ 

Praluent 150 mg 
solution for injection 
in pre-filled pen 

SANOFI-AVENTIS 
(MALAYSIA) SDN. 
BHD. 

Sanofi-Aventis 
Deutschland GmbH 
(GERMANY) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

15 
201603092013A/ 
MAL17065008AZ 

Praluent 150 mg 
solution for injection 
in pre-filled syringe 

SANOFI-AVENTIS 
(MALAYSIA) SDN. 
BHD. 

Sanofi Winthrop 
Industrie  (FRANCE) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

16 
201603092014A/ 
MAL17065009AZ 

Praluent 75 mg 
solution for injection 
in pre-filled pen 

SANOFI-AVENTIS 
(MALAYSIA) SDN. 
BHD. 

Sanofi-Aventis 
Deutschland GmbH 
(GERMANY) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

17 
201603092012A/ 
MAL17065007AZ 

Praluent 75 mg 
solution for injection 
in pre-filled syringe 

SANOFI-AVENTIS 
(MALAYSIA) SDN. 
BHD. 

Sanofi Winthrop 
Industrie  (FRANCE) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

18 

201604162014A/ 
MAL17065005AZ 

Repatha Solution for 
Injection in Pre-filled 
Autoinjector 
140mg/mL 
(evolocumab) 

ARC Pharma 
Consulting Sdn Bhd 

Amgen 
manufactuirng ,Ltd 
(UNITED STATES) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

19 
201604162013A/ 
MAL17065004AZ 

Repatha Solution for 
Injection in Pre-filled 
Syringe 140mg/mL 
(evolocumab) 

ARC Pharma 
Consulting Sdn Bhd 

Amgen 
manufactuirng ,Ltd 
(UNITED STATES) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 
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20 
201411030001A/ 
MAL17065010AZ 

SALGIC (Salbutamol 
Injection BP, 0.5 
mg/ml, 1 ml 
Ampoule) 

UNIMED SDN BHD 
Gland Pharma 
Limited (INDIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

21 
201303180001A/ 
MAL17065011AZ 

TORATE 100MG 
TABLETS 

UNIMED SDN BHD 
Aurobindo Pharma 
Limited (Unit III), 
(INDIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

22 
201502022019A/ 
MAL17065020AZ 

UNIQUIN 
(Hydroxychloroquine 
Sulfate 200mg Film 
Coated Tablet) 

UNIMED SDN BHD 

INCEPTA 
PHARMACEUTICALS 
LTD   
(BANGLADESH) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

23 
201409042012A/ 
MAL17065016ACZ 

Ventol HFA Inhaler 
(Salbutamol 
100mcg/dose) 

ANTAH PHARMA 
SDN. BHD. 

LABORATORIO 
ALDO-UNION S.A. 
(SPAIN) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

24 
201605302050X/ 
MAL17065003XC 

Zam-Buk Ointment 
BAYER CO. 
(MALAYSIA) SDN. 
BHD. 

INTERTHAI 
PHARMACEUTICAL 
MANUFACTURING 
LTD (THAILAND) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

25 
 
201508112014A/ 
MAL17065024AZ 

 
Vaxcel Granisetron 
1mg/ml Injection 

KOTRA PHARMA (M) 
SDN. BHD. 

KOTRA PHARMA (M) 
SDN. BHD. 
(MALAYSIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 

26 
201508112013A/ 
MAL17065023AZ 

Vaxcel Granisetron 
1mg/ml Injection 
Prefilled Syringe 

KOTRA PHARMA (M) 
SDN. BHD. 

KOTRA PHARMA (M) 
SDN. BHD. 
(MALAYSIA) 

05/06/2017 – 
05/06/2022 

New 
Registration 
approval 
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27  
201105032017T/ 
MAL11085014TC 

Spirulina Chlorella 
200mg 

 
Nuvita Sdn. Bhd. 
 

TST BIOCEUTICAL 
SDN. BHD. 

05/06/2017 – 
05/06/2022 

Re-registration 
(Renewal) 

28 
201301030001X/ 
MAL14055166XCRZ 

Panadol Tablet 
500mg Optizorb 
Formulation 

GLAXOSMITHKLINE 
CONSUMER 
HEALTHCARE SDN. 
BHD. 

GlaxoSmithKline 
Dungarvan Limited 
(IRELAND) 

26/05/2014 -
26/05/2019 

Change of Site 
(COS) 

29 
201209282013A/ 
MAL17065022AZ 

Tacro 1mg capsule 
MEDISPEC (M) 
SDN.BHD 

ZHEJIANG HISUN 
PHARMACEUTICAL 
CO. LTD. (CHINA) 

05/06/2017 – 
05/06/2019 

New 
Registration 
approval 
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