STATUS KELULUSAN PERMOHONAN CTIL & CTX BULAN APRIL 2020

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
1. | 21288 Kajian BE 1) U1 1614642 — Dry-granulation Info Kinetics Sdn Bhd Lulus
2) Ul 1600169 — Wet-granulation 5th floor, Gleneagles Penang,
No.1 Jalan Pangkor,
10050 Pulau Pinang
2. | 21289 Kajian BE 1) Ul 1614642 — Dry-granulation Info Kinetics Sdn Bhd Lulus
2) Ul 1600169 — Wet-granulation 5th floor, Gleneagles Penang,
No.1 Jalan Pangkor,
10050 Pulau Pinang
3. | 911419 Kajian BE 1) Zylovaa-H Tablet 100/25mg Vergo Pharma Research Pvt. Ltd, Lulus
2) Fortzaar Tablet 100/25mg (Division - Vergo Clinicals)
Plot 24/1 D-1 Mologa de Orora, Corlim,
Tiswadi, Goa-403110, India
4. | lIT-UM2018001 Fasa ll MK-3475 (Pembrolizumab 25mg/mL, Concentrate | University Malaya Medical Centre Lulus
for Solution for Infusion, 4mL Vial)
5. | SOLIDARITY TRIAL | Fasalll 1) Remdesivir (GS-5734) for Injection, 100mg 1) Hospital Pulau Pinang Lulus

2)

3)

Rebif 44 micrograms solution for injection in
pre-filled syringe
Rebif 22 micrograms solution for injection in
pre-filled syringe

N

Hospital Sungai Buloh

Hospital Besar Melaka

Hospital Sultanah Bahiyah
Hospital Kuala Lumpur
Hospital Tengku Ampuan Afzan
Hospital Queen Elizabeth
Hospital Umum Sarawak
Hospital Tuanku Fauziah
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STATUS KELULUSAN PERMOHONAN CTIL & CTX PADA BULAN MEI 2020

Kristen Krida Wacana

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
1. | 0628-19 Kajian BE 1) Atorvastatin Tablet 40mg Lambda Therapeutics Research Ltd. Lulus
2) Lipitor Tablet 40mg Lambda House, Plot No. 38, Survey no. 388,
Near Silver Oak Club, S. G. Highway, Gota,
Ahmedabad- 382481 Guijarat, India
2. | DLS19001 Fasa ll 1) DavosLife E3 Complete Softgel Pusat Perubatan Universiti Kebangsaan Malaysia Lulus
2) Matching Placebo to DavosLife E3
Complete Softgel
3. | CRSU-P-1-1019 | Fasall 1) SKF7™ 187.5mg Capsule 1) Hospital Melaka Lulus
2) Matching Placebo of SKF7™ 2) Hospital Tunku Ja'afar
187.5mg Capsule 3) Klinik Kesihatan Seremban 2
4) Klinik Kesihatan Masjid Tanah
5) Klinik Kesihatan Kuang
6) Klinik Kesihatan Greentown
4. | 19-11-1319 Fasa ll 1)  SKF7™ 187.5mg Capsule 1) Indonesian Medical Education and Research Institute | Lulus
2) Matching Placebo of SKF7™ (IMERI), Clinical Research Supporting Unit, FKUI
187.5mg Capsule 2) Rumah Sakit Universitas Indonesia (RSUI), Universitas
Indonesia
3) Klinik Satelit Makara, Universitas Indonesia
4) Fakultas Kedokteran dan lime Kesehatan Universitas




Bil.

No. Protokol

Fasa Kajian
Klinikal

Nama Produk

Pusat Kajian Klinikal

Status
Permohonan

AC-055-315

Fasa lll

Macitentan 10 mg Film-Coated (FC)
Tablets

Macitentan 75 mg Film-Coated (FC)
Tablets

Macitentan 37.5 mg Film-Coated (FC)
Tablets

Macitentan 10 mg Film-Coated (FC)
Tablets Matching Placebo

Macitentan 75 mg Film-Coated (FC)
Tablets Matching Placebo

Macitentan 37.5 mg Film-Coated (FC)
Tablets Matching Placebo

1) Hospital Serdang
2) Hospital Pulau Pinang

Lulus

CBYL719G12301

Fasa lll

BYL719 (Alpelisib) 50 mg Film-coated
tablet

BYL719 (Alpelisib) 200 mg Film-
coated tablet

Placebo to BYL719 (Alpelisib) 50 mg
Film-coated tablet

Placebo to BYL719 (Alpelisib) 200
mg Film-coated tablet

Pantai Hospital Kuala Lumpur

Lulus




STATUS KELULUSAN PERMOHONAN CTIL & CTX PADA BULAN JUN 2020

No. 1, Jalan Pangkor
10050 George Town
Pulau Pinang

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
1. | 11518 Kajian BE 1) Levozal Film Coated Tablet 5mg RA Chem Pharma Limited Lulus
2) Xyzal (Levocetirizine Dihydrochloride) 5mg Film Clinical Research & Biosciences
Coated Tablet Division
Plot-No. 26 & 27,
Technocrat Industrial Estate (TIE),
Balanagar, Hyderabad-500037,
India.
2. | Amlodipine10Fasted- Kajian BE 1) Istin 10mg Tablet Clinical Research Ward (CRW) Lulus
Hovid 2) Hovasc 10mg Tablet Clinical Trial Unit
Level 7, Hospital Ampang,
Jalan Mewah Utara, Pandan Mewah,
68000 Ampang, Selangor
3. | AV104-101 Kajian BA 1) AV104 Transmucosal Film — 18mg/film Borneo Kinetics Sdn. Bhd., Heart | Lulus
2) Selincro 18mg Film-coated Tablets Centre, Kota Samarahan
4. | IK1591-(01) Metformin | Kajian BE 1) Glupac SR prolonged-release Tablet 1000mg Info Kinetics Sdn Bhd Lulus
XR 2) Glucophage® SR prolonged-release Tablet 1000mg | 5% Floor Gleneagles Penang




Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
5. | GXE4KGBIio-001 Fasa lll 1) Efepoetin alfa 1mg/1 mL, solution (pre-filled syringe) | 1) Hospital Kuala Lumpur Lulus

2) Efepoetin alfa 0.6mg/0.6 mL, solution (pre-filled
syringe)

3) Methoxy polyethylene glycol-epoetin beta,
50mcg/0.3ml, solution (pre-filled syringe)

4) Methoxy polyethylene glycol-epoetin beta,
100mcg/0.3ml, solution (pre-filled syringe)

)
2) Hospital Raja Permaisuri Bainun
3) Hospital Serdang
4) Hospital Seri Manjung
5)  Hospital Sibu
6) University Malaya Medical Centre




STATUS KELULUSAN PERMOHONAN CTIL & CTX PADA BULAN JULAI 2020

injection in a prefilled syringe)
2) Ligelizumab 120 mg/mL (1 mL liquid in vial)

2) Hospital Raja Permaisuri
Bainun

3) Hospital Pulau Pinang

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
1. | T3-PD-01 Kajian Pilot 1) Tocovid™ Suprabio™ 200mg Capsule 1) Singapore General Hospital | Lulus
2) Placebo to match Tocovid™ Suprabio™ 200mg Capsule (SGH)
2) National Neuroscience
Institute (NNI)
2. | B&011007 Fasa Ib/ll 1) PF-06801591 150 mg/mL solution for injection (2mL) 1) Hospital Tengku Ampuan Lulus
prefilled syringe Afzan
2) Hospital Umum Sarawak
3) University Malaya Medical
Centre
3. | A4250-011 Fasa lll 1) Odevixibat (A4250) 200mcg Capsules 1) Hospital Raja Perempuan Lulus
2) Odevixibat (A4250) 600mcg Capsules Zainab I
3) Placebo to match Odevixibat (A4250) Capsules 2) University of Malaya Medical
Centre
4. | CQGE031C2302E1 | Fasa llI 1) Ligelizumab (QGE031) 120 mg per 1 mL (solution for 1) Hospital Kuala Lumpur Lulus




STATUS KELULUSAN PERMOHONAN CTIL & CTX PADA BULAN OGOS 2020

Center
Hospital Pulau Pinang

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
1. | IK2210-(02) Kajian BE 1) Lybalin Capsule 75 mg 1) Info Kinetics Sdn Bhd Lulus
Pregabalin 2) Lyrica Capsule 75 mg
2. | VIR-2218-1001 Fasa I/l 1) Vial containing 0.5mL VIR-2218 at 200 mg/mL 1) Hospital Selayang Lulus
2) Prefilled syringe containing 180 mcg/0.5mL peginterferon | 2) Hospital Tengku Ampuan Afzan
alfa-2a for subcutaneous injection 3) Hospital Serdang
4)  University Malaya Medical
Centre
3. | 20103 Fasa lll 1) Finerenone 40mg coated tablet 1) Universiti Malaya Medical Center | Lulus
2) Placebo to Finerenone 40mg coated tablet 2) Institute Jantung Negara Sdn
3) Finerenone 10mg coated tablet Bhd
4) Finerenone 20mg coated tablet 3) Sarawak Heart Centre
5) Placebo to Finerenone 40mg coated tablet 4) Hospital Serdang
5) Hospital Raja Permaisuri Bainun
6) Gleneagles Penang Medical




STATUS KELULUSAN PERMOHONAN CTIL & CTX PADA BULAN SEPTEMBER 2020

Muhriz UKM

2) Hospital Tuanku Ja’afar
Seremban

3) Hospital Tengku Ampuan
Rahimah

4) Hospital Tengku Ampuan
Afzan

5) University Malaya Medical

Centre

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
1. | GlimicronMR60Fasted- | Kajian BE 1)  Glimicron MR 60 mg Tablet 1) Clinical Research Ward, Hospital Lulus
Hovid Ampang

2. | 21406 Kajian BE 1) 1613932 1) Info Kinetics Sdn Bhd Lulus

2) 1611958
3. | CMBG453B12301 Fasa lll 1) MBG453 400mg/4mL (Concentrate for 1) Hospital Ampang Lulus

Solution for Infusion) 2) Hospital Pulau Pinang
2) Placebo to MBG453 400mg/4mL 3) Hospital Umum Sarawak
4) Pusat Perubatan Universiti
Malaya

4. | VIS649-201 Fasa ll 1) VIS649 Solution for Infusion (25mg/mL) 1) Hospital Canselor Tuanku Lulus




UKM
7)  Hospital Queen Elizabeth

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
5. | REVC003 Fasa lla 1) RV521 10mg Capsule 1) Hospital Raja Perempuan Lulus
2) RV52120mg capsule Zainab I
3) RV521 50mg capsule 2) Hosp!tal Seberang Jaya .
4) RV521 Placebo Capsule (Size 3) 2) :ospna: gultagah Nur Zahirah
it . L
5) RV521 Placebo Capsule (Size 0) ) Bgis;ﬁjlna aja rermaisun
6) Dextrose Gel 40% 80g 5) Hospital Taiping
6) Hospital Umum Sarawak
7) Hospital Seri Manjung
8) Hospital Sibu
6. | IMR-BTL-201 Fasa ll 1) Tablets of 100mg IMR-687 1) Hospital Umum Sarawak Lulus
2) Tablets of 150mg IMR-687 2) Hospital Pulau Pinang
3) Tablets of 200mg IMR-687 3) Hospital Raja Permaisuri Bainun
4) Placebo Tablet to match Tablet of 4) Hosp!tal Sultanah Amlnah
100ma/150ma/200ma IMR-687 5) Hospital Queen Elizabeth
mg/150mg/200mg IMR- 6) Hospital Sultanah Bahiyah
7. | TRACK Fasa lll 1) Rivaroxaban 2.5mg film-coated tablet 1) Hospital Tuanku Ja'afar Seremban | Lulus
2) Placebo for Rivaroxaban 2.5mg film-coated
tablet 2) Hospital Kajang
3) Hospital Raja Permaisuri Bainun
4) Universiti Malaya Medical Centre
5) Hospital Seberang Jaya
6) Hospital Canselor Tunku Muhkriz




2) Mirabegron 50mg Prolonged-release Tablet

3) Mirabegron 830mg Granules for Oral
Suspension

4) Matching Placebo for Mirabegron 25mg
Prolonged-release Tablet

5) Matching Placebo for Mirabegron 50mg
Prolonged-release Tablet

N
—

Hospital Kuala Lumpur
3) Hospital Pulau Pinang

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
8. | PO-CL-MM-PI-005779 | Fasallll 1) Pomalidomide 2 mg capsules 1) University Malaya Medical Centre | Lulus
(AMNO03) 2) Pomalidomide 3 mg capsules 2) Ramsay Sime Darby Healthcare
3) Pomalidomide 4 mg capsules (RSDH) Subang Jaya
3) Hospital Ampang
9. | 54135419TRD3013 Fasa lll 1) Quetiapine Prolonged-Release Film-Coated 1) University Malaya Medical Centre | Lulus
50mg Tablet
2) Quetiapine Prolonged-Release Film-Coated
150mg Tablet
3) Quetiapine Prolonged-Release Film-Coated
300mg Tablet
4) Esketamine 14% Intranasal Spray Solution,
0.2mL
5) Esketamine Training Device
10. | OWC120YKL Fasa lla 1) WF10: 0.1 g OX0-K993 per 1 mL Solution — 1) Hospital University Kebangsaan Lulus
20 mL per vial for infusion Malaysia
11. | 178-CL-204 Fasa lll 1) Mirabegron 25mg Prolonged-release Tablet 1) University Malaya Medical Centre | Lulus




Bil.

No. Protokol

Fasa Kajian
Klinikal

Nama Produk

Pusat Kajian Klinikal

Status
Permohonan

6) Matching Placebo for Mirabegron 830mg
Granules for Oral Suspension




STATUS KELULUSAN PERMOHONAN CTIL & CTX PADA BULAN OKTOBER 2020

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
1. | BX-BE20-AMP-003 Kajian BE 1. Ridosyl Tablet 8mg Hospital Ampang Lulus
2. Torixib Film Coated Tablet 120mg
2. | BX-BE20-AMP-002 Kajian BE Arcoxia F.C. Tablet Hospital Ampang Lulus
3. | 209668 Fasa ll GSK3228836 Solution for Injection 150 mg/mL, 1mL pervial | a) Hospital Kuala Lumpur Lulus
b) Hospital Sultanah Aminah
c) Hospital Tengku Ampuan
Rahimah
d) University Malaya Medical
Centre
4. | D5160C00048 Fasa lll 1. Tablet Osimertinib 40 mg (a) Beacon Hospital Lulus
2. Tablet Osimertinib 80 mg (b) Mount Miriam Cancer Hospital
3. Matching Placebo for Tablet Osimertinib 40 mg Eg; :osp!ta: g”ﬁ"a I.Iump_tllr
) o ospital Sultan Ismai
4. Matching Placebo for Tablet Osimertinib 80 mg University Malaya Medical
Centre
5. | 2215-CL-0201 Fasa lll 1. ASP2215 (Gilteritinib) 40 mg Tablet (a) Hospital Pulau Pinang Lulus
2. Azacitidine (Vidaza®) 25 mg/mL Powder for (b) Hospital Sultanah Aminah
Suspension for Injection (c) Gleneagles Penang
(d) Subang Jaya Medical Centre
6. | IK0630-(07) Ibuprofen Kajian BE 1. Gofen 400 mg Clearcap Soft Gelatin Capsules Info Kinetics Sdn Bhd Lulus
2. Nurofen Zavance Capsule 400 mg
7. | T3-C19-2020-1 Fasa ll 1. Tocovid Suprabio 200mg Indiana University Health Methodist | Lulus
2. Placebo to match Tocovid Suprabio 200mg Hospital




STATUS KELULUSAN PERMOHONAN CTIL & CTX PADA BULAN NOVEMBER 2020

infusion

INCMGAO00012 Placebo solution for
infusion

Carboplatin 10mg/mL concentrate for
solution for infusion

Cisplatin 1mg/mL concentrate for solution
for infusion

Pemetrexed 500mg powder for
concentrate for solution for infusion
Pemetrexed 100mg powder for
concentrate for solution for infusion
Emend 125mg and 80mg Capsules
Paclitaxel 6mg/mL concentrate for
solution for infusion

Abraxane 5mg/mL powder for suspension
for infusion

Hospital Pulau Pinang

Hospital Umum Sarawak

Beacon Hospital Sdn Bhd

Advanced Medical and Dental Institute
Hospital Tengku Ampuan Afzan
Institut Kanser Negara
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Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
1. | ARL/20/170 Kajian BE 1) Febuxostat Tablets 80mg 1) Accutest Research Laboratories (1) Pvt. | Lulus
Ltd.
2. | BX-PL20-AMP-001 Kajian BE 1) Dulotine Enteric Microencapsulated 1) Clinical Research Ward, Clinical Trial Lulus
Capsule 60mg Unit, Hospital Ampang,
3. | INCMGA 0012-304 Fasa lll 1)  INCMGA00012 25mg/mL solution for Pusat Perubatan Universiti Malaya Lulus




Pre-filled Syringe)

2) PTG-300 Injection, 20 mg in 0.5 mL (1
Pre-filled Syringe)

3) PTG-300 Injection, 40 mgin 1.0 mL (1
Pre-filled Syringe)

2) Hospital Ampang

Bil. | No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status
Klinikal Permohonan
4. | PTG-300-08 Fasa ll 1) PTG-300 Injection, 10 mg in 0.5 mL (1 1) Hospital Umum Sarawak Lulus




STATUS KELULUSAN PERMOHONAN CTIL & CTX PADA BULAN DISEMBER 2020

Bil.

No. Protokol

Fasa Kajian
Klinikal

Nama Produk

Pusat Kajian Klinikal

Status Permohonan

IK0380-(09) Cefuroxime

Kajian BE

Altacef (Cefuroxime Axetil Tablets USP) 500
mg

Info Kinetics Sdn Bhd

5th Floor, Gleneagles Penang,
No. 1 Jalan Pangkor,

10050 Penang,

Malaysia

LULUS

175-20

Kajian BE

Deferasirox Tablet 360mg

AXIS Clinicals Limited
1-121/1, Miyapur,
Hyderabad- 500 049, India.

LULUS

176-20

Kajian BE

Deferasirox Tablet 360mg

AXIS Clinicals Limited
1-121/1, Miyapur,
Hyderabad- 500 049, India.

LULUS

052-20

Kajian BE

Tadalafil Tablets 20mg

RA Chem Pharma Ltd, Clinical Research &
Biosciences Division (CRBio)

Plot No: 26 & 27,

Technocrat Industrial Estate (TIE),
Balanagar, Hyderabad-500037,

India

LULUS

0563-20

Kajian BE

Tadalafil Tablets 20mg

RA Chem Pharma Ltd, Clinical Research &
Biosciences Division (CRBio)

Plot No: 26 & 27,

Technocrat Industrial Estate (TIE),
Balanagar, Hyderabad-500037,

India

LULUS




Bil. No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status Permohonan
Klinikal
D7551C00001 Fasa llb a) AZD5718 10 mg Tablet a) University Malaya Medical Centre LULUS
b) AZD5718 25 mg Tablet b) Klinik Kesihatan Masjid Tanah
c) AZD5718 125 mg Tablet ¢) Hospital Sibu S
d) Dapagliflozin 10 mg Film-Coated Tablet d ggmfés't' Kebangsaan Malaysia Medical
e) Matching Placebo for AZD5718 10 mg e) Hospital Kuala Lumpur
Tablet f)  Kiinik Kesihatan Seremban 2
f)  Matching Placebo for AZD5718 25 mg
Tablet
g) Matching Placebo for AZD5718 125 mg
Tablet
53718678RSV2005 Fasa ll a) JNJ-53718678-ZCL, 23 mg/mL, powder | a) Hospital Ampang LULUS
containing 1988 mg JNJ-53718678-ZCL | b) Penang General Hospital
for suspension/ bottle c) Sunway Medical Centre
b) JNJ-53718678-ZCL Solvent for d) University Malaya Medical Centre
suspension, 92mi/ bottle
c) Placebo to JNJ-53718678-ZCL, 23
mg/mL, placebo powder for suspension/
bottle
MS200527_0082 Fasa lll a) Evobrutinib 45 mg Film-Coated Tablet a) Hospital Kuala Lumpur LULUS
b) Matching Placebo for Evobrutinib 45 mg | b) Hospital Umum Sarawak
Film-Coated Tablet c) Hospital Seberang nga -
¢) Teriflunomide 14 mg Film-Coated d) ITAZT:;sFi)grUbatan Universiti Kebangsaan
Tablet e) Hospital Sungai Buloh

f)

University Malaya Medical Centre




Bil. No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status Permohonan
Klinikal
d) Matching Placebo for Teriflunomide 14
mg Film-Coated Tablet
9. | WN42349 Fasa lll a) Satralizumab 120mg/ 1ml, pre-filled a) Hospital Kuala Lumpur LULUS
syringe
10.| BO42162 Fasa lll a) Crovalimab 170mg/1mL solution for IV | @) Hospital Pulau Pinang LULUS
infusion or SC injection b) Hospital Tengku Ampuan Afzan
b) - Solrs (eculizumab) 300mg/30mL 3)) :gzp:::: éggaggrmaisuri Bainun
(10mg/mL) Solution for Infusion in Vial ¢) Hosgital UnJiversiti Sains Malaysia
f)  Pusat Perubatan Universiti Kebangsaan
Malaysia
11.| 67652000PCR3002 Fasa lll a) Niraparib 100mg Capsules a) Hospital Umum Sarawak LULUS
b) Abiraterone Acetate 250mg Tablets b) Hospital Sultan Ismail
c) CJNJ67652000 50/500mg FDC Tablets | €) University Malaya Medical Centre
d) CJNJ67652000 100/500mg FDC d) Hospital Pulau Pinang
Tablets e) Hos_pltal Kuala Lumpur
f)  Institut Kanser Negara
e) Placebo Niraparib 100mg Capsules
f)  Placebo Abiraterone Acetate 250mg
Tablets
g) Placebo CINJ67652000 50/500MG

FDC Tablets




Bil. No. Protokol Fasa Kajian Nama Produk Pusat Kajian Klinikal Status Permohonan
Klinikal

h) Placebo CJNJ67652000 100/500MG

FDC Tablets
12.| 20200404 Fasa lll a) SARS-CoV-2 Vaccine, Inactivated (Vero | a) Hospital Ampang LULUS

cell) 150U/0.5ml Suspension For b) Hospital Umum Sarawak
Injection c) Hospital Pulau Pinang

b) Placebo To Match SARS-CoV-2 d) Hospital Seberang Jaya

. . e) Hospital Raja Permaisuri Bainun
Vaccine, Inactivated (Vero cell) f) Hospital Taipi
\ o pital Taiping
150U/0.5ml Suspension For Injection g) Hospital Sultanah Bahiyah
h) Hospital Sungai Buloh

=

Hospital Sultan Abdul Halim
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