SENARAI PRODUK — PRODUK YANG TELAH DILULUSKAN OLEH PIHAK BERKUASA KAWALAN DADAH (PBKD) DALAM MESYUARAT PBKD KALI KE — 314
TARIKH MESYUARAT : 3 0GOS 2017

Bil No. rujukan/
Nama produk Pemegang . Tempoh
Pengilan Catatan
No. pendaftaran Pendaftaran Produk d d Pendaftaran
produk
03/08/2017 —
201605092023A/ | Saxenda 6mg/ml Novo Nordisk Pharma | NOVO NORDISK 03/08/2022 New
1 MAL17085003AZ | Solution for Injection | (Malaysia) SdnBhd A/S (DENMARK) Registration
in Pre-filled Pen Approval
D | 20 /mL . 03/08/2017 —
201605312025A/ Cs;izszater?gr m JOHNSON & JOHNSON | Cilag AG oas0n/000s | NEW
2 MAL17085027ACZ ) _ SDN BHD (SWITZERLAND) Registration
Solution for Infusion A
pproval
201203290001A/ | VENLIFT ER 37.5MG LABORATORIES TORRENT 03/08/2017 — New
3 MAL17085005AZ CAPSULE TORRENT (MALAYSIA) | PHARMACEUTICA | 03/08/2022 Registration
SDN BHD L LTD, INDIA Approval
201307092018A/ | VENLIFT ER 75MG LABORATORIES TORRENT 03/08/2017 — New
4 MAL17085006AZ CAPSULE TORRENT (MALAYSIA) | PHARMACEUTICA | 03/08/2022 Registration
SDN BHD L LTD, INDIA Approval
201307092019A/ | VENLIFT ER 150MG LABORATORIES TORRENT 03/08/2017 —
MAL17085007AZ CAPSULE TORRENT (MALAYSIA) | PHARMACEUTICA | 03/08/2022 New
5 SDN BHD L LTD, INDIA Registration
Approval
201206042014A/ | AZMYCIN TABLET MD HEALTHCARE SDN | LABORATORIOS 03/08/2017 — New
6 MAL17085004AZ 500MG BHD LESVI, S.L. SPAIN | 03/08/2022 Registration
Approval
201211202026AC | LUPILOPRAM 10MG GENERIC HEALTH JUBILANT 03/08/2017 — New
7 / TABLET SDN. BHD. GENERIC 03/08/2022 Registration
MAL17085009ACZ LIMITED, INDIA Approval
8 201211202027AC | LUPILOPRAM 20MG GENERIC HEALTH JUBILANT 03/08/2017 — New
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/ TABLET SDN. BHD. GENERIC 03/08/2022 Registration
MAL17085010ACZ LIMITED, INDIA Approval
201310180001A/ | ALVOTINIB 400MG VICPHARM (M) SDN REMEDICA LTD, 03/08/2017 — | New
9 MAL17085011ACZ | FILM-COATED BHD CYPRUS 03/08/2022 Registration
TABLETS Approval
201310182012A/ | ALVOTINIB 100MG VICPHARM (M) SDN REMEDICA LTD, 03/08/2017 — | New
10 MAL17085013ACZ | FILM-COATED BHD CYPRUS 03/08/2022 Registration
TABLETS Approval
201403172015A/ | MEMENTOR TABLETS | LABORATORIES TORRENT 03/08/2017 — | New
11 MAL17085014AZ 20MG TORRENT (MALAYSIA) | PHARMACEUTICA | 03/08/2022 Registration
SDN. BHD. L LIMITED, INDIA Approval
201406090001A/ | DESLORATADINE NOVARTIS SANDOZ PRIVATE | 03/08/2017 — | New
MAL17085016AZ SANDOZ 5MG FILM CORPORATION LIMITED, INDIA 03/08/2022 Registration
12 COATED TABLET (MALAYSIA) SDN. Approval
BHD.
201406172015A/ | PROPOFOL BIOCARE CLARIS New
MAL17085015AZ EMULSION FOR PHARMACEUTICAL (M) | INJECTABLES Registration
INJECTION OR SDN BHD LIMITED, INDIA 03/08/2017 — | Approval
13 INFUSION (1%W/V) 03/08/2022
WITH MCT-LCT
(19%W/V)-SPIVA
201411102012A/ | ESOMEPRAZOLE WINTHROP JUBILANT 03/08/2017 — | New
14 MAL17085017AZ WINTHROP 20MG PHARMACEUTICALS GENERICS 03/08/2022 Registration

(MALAYSIA) SDN.
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TABLET BHD. LIMITED,INDIA Approval
201411102013A/ | ESOMEPRAZOLE WINTHROP JUBILANT New
MAL17085018AZ WINTHROP 40MG PHARMACEUTICALS GENERICS 03/08/2017 — | Registration
15 TABLET (MALAYSIA) SDN. LIMITED,INDIA 03/08/2022 Approval
BHD.
201412120001A/ | APO- IRBESARTAN PHARMAFORTE APOTEX New
MAL17085022AZ 150MG TABLETS (MALAYSIA) SDN. RESEARCH 03/08/2017 — | Registration
16 BHD. PRIVATE LTD, 03/08/2022 Approval
INDIA
201412122012A/ | APO- IRBESARTAN PHARMAFORTE APOTEX 03/08/2017 — | New
MAL17085023AZ 300MG TABLETS (MALAYSIA) SDN. RESEARCH 03/08/2022 Registration
17 BHD. PRIVATE LTD, Approval
INDIA
201502132017A/ | ONZAPIN ACTAVIS SDN.BHD. ACTAVIS LTD, 03/08/2017 — | New
18 MAL17085012AZ ORODISPERSIBLE MALTA. 03/08/2022 Registration
TABLET 10MG Approval
201502132018A/ | ONZAPIN ACTAVIS SDN.BHD. ACTAVIS LTD, 03/08/2017 New
19 MAL17085019AZ ORODISPERSIBLE MALTA. 03/08/2022 Registration
TABLET 5MG Approval
201508132012A/ | EPSYLAM DT 50 UNIMED SDN. BHD AUROBINDO New
MAL17085020AZ LAMOTRIGINE PHARMA LIMITED | 03/08/2017 — | Registration
20 DISPERSIBLE (UNIT 111), INDIA | 03/08/2022 Approval

TABLETS 50MG
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201512282022A/ | HOVID- HOVID BHD HOVID BHD 03/08/2017 — | New
MAL17085025AZ ROSUVASTATIN 03/08/2022 Registration
21 TABLET 5MG Approval
201512282023A/ | HOVID- HOVID BHD HOVID BHD 03/08/2017 — | New
MAL17085021AZ ROSUVASTATIN 03/08/2022 Registration
22 TABLET 10MG Approval
201512282024A/ | HOVID- HOVID BHD HOVID BHD 03/08/2017 — | New
MAL17085024AZ ROSUVASTATIN 03/08/2022 Registration
23 TABLET 20MG Approval
201605302025A/ | PHARMANIAGA PHARMANIAGA PHARMANIAGA New
MAL17085008AZ | PHENYTOIN SODIUM | LIFESCIENCE SDN. LIFESCIENCE 03/08/2017 — | Registration
24 250MG/5ML BHD. SDN. BHD. 03/08/2022 Approval
INJECTION MALAYSIA
201605302049A/ | REDISTRA IMATINIB | DKSH MALAYSIA SDN | DR REDDY™S 03/08/2017 New
o5 MAL17085026AZ | MESYLATE CAPSULES | BHD LABORATORIES 03/08/2022 Registration
100 MG LTD, INDIA Approval
201605092013X/ | BETADINE PVP-I MUNDIPHARMA MUNDIPHARMA 03/08/2017 — | New
MAL17085001XZ | ANTISEPTIC LIQUID | PHARMACEUTICALS PHARMACEUTICA | 03/08/2022 Registration
26 10%W/V SDN BHD LS LTD, Approval
CYPRUS
201606010001X/ | REFERIS IRON AVERROES GLOBAL 03/08/2017 — | New
27 MAL17085002XZ | SUCROSE INJECTION | PHARMACEUTICALS PHARMATECH 03/08/2022 Registrati
USP 100MG/5ML SDN. BHD. PVT. LTD., egistration
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2016051820151/ Express Source Red EXPRESS SOURCE YI WANG HONEY 05/07/2017 — | New
o8 MAL17075035T Yeast Rice Complex SDN BHD GARDEN (M) 05/07/2022 Registration
Capsule SDN. BHD. A |
(MALAYSIA) pprova
2016051320151/ NYT Jin Shui Xiao Pill | NANYANG EXCEL HERBAL 05/07/2017 — | New
MAL17075036TC TRADITIONAL INDUSTRIES 05/07/2022 - .
29 Registration
CHINESE MEDICINE | SDN. BHD. A d I'
SDN BHD (MALAYSIA) pprova
201012270001A/ | STARVAL HCT RANBAXY (MALAYSIA) | RANBAXY 03/08/2017 — | Re-
30 MAL11115008AZ | TABLETS 80 + 12.5 SDN. BHD. LABORATORIES 03/08/2022 registration
mg LIMITED (INDIA) (Renewal)
201012270002A/ | STARVAL HCT RANBAXY (MALAYSIA) | RANBAXY 03/08/2017 — | Re-
31 MAL11115009AZ | TABLETS 160 + 25 SDN. BHD. LABORATORIES 03/08/2022 registration
mg LIMITED (INDIA) (Renewal)
2011042220151/ NewCo Panax Nuvita Sdn. Bhd. TST BIOCEUTICAL | 03/08/2017 — | Re-
32 MAL11095044TC Ginseng Powder SDN. BHD. 03/08/2022 registration
(MALAYSIA) (Renewal)
2011033020171/ | StemMax Capsule Nuvita Sdn. Bhd. TST BIOCEUTICAL | 03/08/2017 — | Re-
33 MAL11115049TC SDN. BHD. 03/08/2022 registration
(MALAYSIA) (Renewal)
2011050320161/ Nuvita Spirulina Nuvita Sdn. Bhd. TST BIOCEUTICAL | 03/08/2017 — | Re-
34 MAL11085029TC Tablet SDN. BHD. 03/08/2022 registration
(MALAYSIA) (Renewal)
2011050320151/ Nuvita Organic Nuvita Sdn. Bhd. TST BIOCEUTICAL | 03/08/2017 — | Re-
35 MAL11105018TC Spirulina 250mg SDN. BHD. 03/08/2022 registration
Tablet (MALAYSIA) (Renewal)
2011050320181/ Nutravite Organic Nuvita Sdn. Bhd. TST BIOCEUTICAL | 03/08/2017 — Re-
36 MAL11095039TC Spirulina 200mg SDN. BHD. 03/08/2022 istrati
Tablet (MALAYSIA) registration
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