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1 
201504202013A/ 
MAL17085068AZ 

Foster® NEXThaler® 
100 micrograms/6 
micrograms per dose 
inhalation powder 

Orient 
Europharma (M) 
Sdn. Bhd. 

 

Chiesi Farmaceutici 
Spa, ITALY 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

2 

 

201506292012A/ 
MAL17085069AZ 

 

IZBA 30 micrograms / 
mL eye drops, solution 

Alcon 
Laboratories 
(Malaysia) Sdn. 
Bhd. 

Alcon Couvreur N.V., 
BELGIUM 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

3 

 

201603022016A/ 
MAL17085067ACZ 

 

Mezavant XL 1200mg, 
gastro-resistant, 
prolonged release tablets  

 

LF Asia (Malaysia) 
Sdn Bhd 

Cosmo SpA, ITALY 
29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

4 201201312015A/ 
MAL17085040A 

CLEDOMOX 625MG 
TABLET 

ZULAT PHARMACY 
SDN. BHD. 

MEDOPHARMA 
PRIVATE LIMITED, 
INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

5 
201209122014A/ 
MAL17085041AZ 

EXETAS 25MG TABLET 
 

JETPHARMA SDN. 
BHD.  

INTAS 
PHARMACEUTICALS 
LTD, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 
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6 
201211292023A/ 
MAL17085044AZ 

TORLEVA 250MG 
TABLETS 

LABORATORIES 
TORRENT 
(MALAYSIA) SDN. 
BHD. 

TORRENT 
PHARMACEUTICAL 
LTD, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

7 
201301142016A/ 
MAL17085047AC
Z 

ASTATIN 20MG TABLETS 
APEX PHARMACY 
MERKETING SDN. 
BHD. 

IND-SWIFT 
LIMITED, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

8 
201301142017A/ 
MAL17085045AC
Z 

ASTATIN 10MG TABLETS 
APEX PHARMACY 
MERKETING SDN. 
BHD. 

IND-SWIFT 
LIMITED, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

9 
201301142018A/ 
MAL17085046AC
Z 

ASTATIN 80MG TABLETS 
APEX PHARMACY 
MERKETING SDN. 
BHD. 

IND-SWIFT 
LIMITED, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

10 
201301142019A/ 
MAL17085048AC
Z 

ASTATIN 40MG TABLETS  
APEX PHARMACY 
MERKETING SDN. 
BHD. 

IND-SWIFT 
LIMITED, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

11 
201301222018A/ 
MAL17085043AZ 

CLOPIDO TABLET 75MG 
MD HEALTHCARE 
SDN. BHD.  

LABORATORIES 
LESVI, S.L. SPAIN 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

12 
201302282016A/ 
MAL17085039AZ 
 

OLANZ TABLETS 10MG 

MALAYSIAN 
PHARMACEUTICA
L INDUSTRIES 
SDN. BHD. 

MALAYSIAN 
PHARMACEUTICAL 
INDUSTRIES SDN. 
BHD. MALAYSIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

13 201302282017A/ 
MAL17085049AZ OLANZ TABLETS 5MG MALAYSIAN 

PHARMACEUTICA
MALAYSIAN 
PHARMACEUTICAL 

29/08/2017 – 
New 
Registration 
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L INDUSTRIES 
SDN. BHD. 

INDUSTRIES SDN. 
BHD. MALAYSIA 

29/08/2022 Approval 

14 
201312262018A/ 
MAL17085051AZ 

DBL GEMCITABINE 
38MG/ML INJECTION 
(SOLUTION FOR 
INJECTION) 

HOSPIRA 
MALAYSIA SDN 
BHD 

ZYDUS HOSPIRA 
ONCOLOGY PRIVATE 
LIMITED (ZHOPL), 
INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

15 
201403110001A/ 
MAL17085042AC
Z 

AVOZINE 5MG TABLET 
ABIO MARKETING 
SDN. BHD. 

NANG KUANG 
PHARM CO., 
TAIWAN 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

16 201406022012A/ 
MAL17085050AZ 

APO-MONTELUKAST 
TABLET 10MG 

PHARMAFORTE 
(MALAYSIA) SDN. 
BHD. 

APOTEX RESEARCH 
PRIVATE LTD, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

17 
201502052014A/ 
MAL17085054AZ 

BLOKTIENE TABLET 
10MG 

ACTAVIS SDN. 
BHD. 

ACTAVIS LTD, 
MALTA.  
 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

18 
201503090001A/ 
MAL17085052AC
Z 

BESARTIN FILM COATED 
TABLETS 150MG 

STRATA WIDE (M) 
SDN BHD 

GENEPHARM S.A, 
GREECE 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

19 
201503092012A/ 
MAL17085053AC
Z 

BESARTIN FILM COATED 
TABLETS 300MG 

STRATA WIDE (M) 
SDN BHD 

GENEPHARM S.A, 
GREECE 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

20 
201504240001A/ 
MAL17085059AC
Z 

TRUVEX 2% W/V EYE 
DROPS 

ABIO MARKETING 
SDN BHD 

COOPER S.A., 
GREECE 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

SENARAI PRODUK – PRODUK YANG TELAH DILULUSKAN OLEH PIHAK BERKUASA KAWALAN DADAH (PBKD) DALAM MESYUARAT PBKD KALI KE – 315 
TARIKH MESYUARAT : 29 OGOS 2017 



Page 4 of 5 

 

Bil No. rujukan/ 
 
No. 
pendaftaran 
produk 

Nama produk 
 

Pemegang 
Pendaftaran 
Produk 

Pengilang 
Tempoh 
Pendaftaran 

Catatan 

21 
201512010001A/ 
MAL17085057AC
Z 

ABSTRAL 400 
MICROGRAM 
SUBLINGUAL TABLETS 

A. MENARINI 
SINGAPORE PTE. 
LTD.  

AESICA 
QUEENBOROUGH 
LIMITED, UNITED 
KINGDOM. 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

22 
201512012012A/ 
MAL17085055AC
Z 

ABSTRAL 100 
MICROGRAM 
SUBLINGUAL TABLETS 

A. MENARINI 
SINGAPORE PTE. 
LTD.  

AESICA 
QUEENBOROUGH 
LIMITED, UNITED 
KINGDOM.  

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

23 
201512012013A/ 
MAL17085056AC
Z 

ABSTRAL 200 
MICROGRAM 
SUBLINGUAL TABLETS 

A. MENARINI 
SINGAPORE PTE. 
LTD.  

AESICA 
QUEENBOROUGH 
LIMITED, UNITED 
KINGDOM. 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

24 
201601192017A/ 
MAL17085062AZ 

TAFLOTAN-S 
OPHTHALMIC SOLUTION 
0.0015% (SINGLE-DOSE 
CONTAINER) 

SANTEN PHARMA 
MALAYSIA SDN. 
BHD. 

SANTEN 
PHARMACEUTICAL 
CO., LTD, JAPAN 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

25 201602032017A/ 
MAL17085060AZ 

LIPO-DOX LIPOSOME 
INJECTION 2MG/ML 
CONCENTRATE FOR 
INFUSION 

PHARM-D SDN. 
BHD 

TTY BIOPHARM 
COMPANY LIMITED, 
TAIWAN 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

26 
201602180001A/ 
MAL17085061AZ 

TIMOLAIN (TIMOLOL 
MALEATE OPHTHALMIC 
SOLUTION USP 
(TIMOLOL 0.5%)) 

AIN MEDICARE 
SDN. BHD 

AIN MEDICARE SDN. 
BHD, MALAYSIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

27 201603022012A/ 
MAL17085066AZ ORALIS PAIN RELIEF GEL 

WINWA MEDICAL 
SDN. BHD. 

WINWA MEDICAL 
SDN. BHD. 
MALAYSIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 
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28 
201605030001A/ 

MAL17085063AZ 

FLUDARABINE SANDOZ 

50MG/2MLCONCENTRAT

E FOR SOLUTION FOR 

INJECTION OR INFUSION 

NOVARTIS 

CORPORATION 

(MALAYSIA) SDN. 

BHD. 

EBEWE PHARMA 

GMBH NFG. KG, 

AUSTRIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

29 

201605302056A/ 

MAL17085064AC

Z 

PEMENON 100MG 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 

NOVARTIS 

CORPORATION 

(MALAYSIA) SDN. 

BHD. 

GLAND PHARMA 

LIMITED, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

30 

201605302057A/ 

MAL17085065AC

Z 

PEMENON 500MG 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 

NOVARTIS 

CORPORATION 

(MALAYSIA) SDN. 

BHD. 

GLAND PHARMA 

LIMITED, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

31 

201509090001A/ 

MAL17085034AZ 

 

MULTIBIC® POTASSIUM-

FREE SOLUTION FOR 

HAEMOFILTRATION  

 

FRESENIUS 

MEDICAL CARE 

MALAYSIA SDN 

BHD  

 

FRESENIUS 

MEDICAL CARE 

DEUTSCHLAND 

GMBH,  

GERMANY 

 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

32 201509092012A/ MULTIBIC® 2MMOL/L FRESENIUS FRESENIUS 29/08/2017 – 
New 
Registration 
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MAL17085035AZ POTASSIUM SOLUTION 

FOR HAEMOFILTRATION 

 

MEDICAL CARE 

MALAYSIA SDN 

BHD  

 

MEDICAL CARE 

DEUTSCHLAND 

GMBH,  

GERMANY 

 

29/08/2022 Approval 

33 

201509092013A/ 

MAL17085036AZ 

 

MULTIBIC® 3MMOL/L 

POTASSIUM SOLUTION 

FOR HAEMOFILTRATION 

 

FRESENIUS 

MEDICAL CARE 

MALAYSIA SDN 

BHD  

 

FRESENIUS 

MEDICAL CARE 

DEUTSCHLAND 

GMBH,  

GERMANY 

 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

34 
201509092014A/ 

MAL17085037AZ  

MULTIBIC® 4MMOL/L 

POTASSIUM SOLUTION 

FOR HAEMOFILTRATION 

 

FRESENIUS 

MEDICAL CARE 

MALAYSIA SDN 

BHD  

 

FRESENIUS 

MEDICAL CARE 

DEUTSCHLAND 

GMBH,  

GERMANY 

 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

35 
201502130001A/ 

MAL17085058AZ 

RITOVIR (RITONAVIR 

TABLETS 100 MG) 

PHARMAMODE 

(M) SDN BHD 

HETERO LABS 

LIMITED, INDIA 

29/08/2017 – 
29/08/2022 

New 
Registration 
Approval 

41 201604122012X/ 
BIOGESIC 
PARACETAMOL 500MG 

UNAM 
PHARMACEUTICA

PT MEDIFARMA 
LABORATORIES, 

29/08/2017 – 
New 
Registration 
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MAL17085038XZ TABLET L (M) SDN BHD INC, INDONESIA 29/08/2022 Approval 

57 
201605192014T/ 
MAL17085033TC 

JEN JING TAN 
(SHANGHAI BRAND) 

 
KHENG HENG 
MEDICAL (M) SDN 
BHD 

Sin Hup Heng 
Medicine 
Manufacturing Sdn 
Bhd (MALAYSIA) 

16/08/2017 – 
16/08/2022 

New 
Registration 
Approval 

59 

201605232029T/ 
MAL17085032TC
R 

BLACKMORES GRAPE 
SEED FORTE 12000 
TABLET 

BLACKMORES 
(MALAYSIA) SDN. 
BHD. 

Lipa Pharmaceuticals 
Limited 
(AUSTRALIA) 

16/08/2017 – 
16/08/2022 

New 
Registration 
Approval 

60 
201605312012T/ 
MAL17085030TC 

DYNAMIC NUTRITION 
BIONATTO PLUS 
MANGOSTEEN SKIN 
EXTRACT CAPSULE 

DYNAMIC 
NUTRITION SDN 
BHD 

Reishilab Sdn Bhd 
(MALAYSIA) 

16/08/2017 – 
16/08/2022 

New 
Registration 
Approval 

61 
201605232012T/ 
MAL17085029TC 

B-HERBA GALI KAPSUL 
RESDUNG 

SEEZAM 
ENTERPRISE 

 
MILLIONS STARS 
TRADING 
(MALAYSIA) 

16/08/2017 – 
16/08/2022 

New 
Registration 
Approval 

62 
201605232028T/ 
MAL17085031TC 

 
FCC CAPSULE 

WESTBERRY SDN 
BHD 

Reishilab Sdn Bhd 
(MALAYSIA) 

16/08/2017 – 
16/08/2022 

New 
Registration 
Approval 
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