New chemical Entity Registered (2012-2023)

Registratio Active Marketing
Product Name nDate Dosage form | Strength I : Drug Store Authorization
X ngredient
1ad Holder
Jardiance
IBD : 17/4/2014 _
Submission Date :20/9/2015 10 Arab drug store Boehrmge
Commission decision date: 29/3/2017 Tablet my Empagliflozin (shger) r ingelheim
8/2/2017 25mg internation
al
/Germany
Blincyto .
IBD : 3/12/2014 IF_)E)/\CIJV%ZIrI ze¢
Submission Date : 5/10/2015 25/4/2017 . . . Adatco drug store
Commission decision date - S|ngle1:grse vial 35 mcg Binatumomab Amgen Inc/USA
22/3/2017 I
reconstitution
Ibrance Capsule
IBD : 3/2/2015 75 mg
Submission Date :19/5/2016 17/7/2017 Capsule 100 mg . Sabagh drug store .
Commission decision date: 125 mg Palbociclib Pfizer Inc/lUSA
24/5/2017
Darzalex
IBD : 16/11/2015 Concentrate for
Submission Date : 22/9/2016 15/11/2017 solution for 400mg /20 Darat b Ninos drug store Janssen -
Commission decision date: infusion ml100mg aratumuma _Cllag .
5/7/2017 5ml international
NV/Belgium
Kisgali
IBD : 13/3/2017 Film Coated The Jordan Drugstore Novartis
Submission Date : 12/7/2017 11/1/2018 tablet 200mg Ribiciclib Co pharmaceuticals

Commission decision date :
27/12/2017

corporation
JUSA




New chemical Entity Registered (2012-2023)

Tecentrig
IBD : 18/5/2016 Concentrate for Shawi & Rushedat F Hoff L
6 | Submission Date : 24/11/2016 solution for 1200mg/20 Atezolizumab Drug Store -rofiman L.a
Commission decision date : infusion ml rocheBaseI/
14/2/2018 Switzerland
Ofev
IBD : 15/10/2014 Soft gelatin Avrab drug store Boehri
7 | Submission Date : 14/4/2016 capsule 100m Nintedanib (shqer) | Ihc')e finger
Commission decision date : g ngethiem
2/5/2018 150m /Germany
g
Ocrevous
IBD : 28/3/2017 Concentrate for Shawi & Rushedat F Hoffman La
8 | Submission Date : 10/5/2017 solution for 300mg/10m Ocrelizumab Drug Store '
Commission decision date : infusion | rocheBaseI/
6/6/2018 Switzerland
Spoilto Respimat
IBD : 20/5/2015 Inhalation Tiotropium Arab drug store Boehringer
9 | Submission Date : 22/6/2016 solution 25 Olodaterol (shqer) ingelhiem g
Commission decision date : microgram /Ggerman
27/6/2018 y
10 | Vemlidy
IBD : 10/11/2016 Tenofovir Gilead Sciences
Submission Date : 20/11/2017 Film coated tab 25mg alafenamide Beta drug store International
Commission decision date : fumarate LTD/UK

6/2/2019




Steglatro
IBD : 19/12/2017

New chemical Entity Registered (2012-2023)

11 | Submission Date : Tablets 5mg & 15mg Ertugliflozin | Adatco drug store MSD/Netherland
30/12/2018Commission
decision date : 13/4/2019

12 | Tremfya
IBD : 13/7/2017 Solution for
Submission Date : 10/1/2019 injection 100mg/1ml Guselkumab Ninos drug store _Janssen
Commission decision date Cilag/Belgiu
:12/6/2019 m
Rydapt Capsules 25mg Novartis Pharma
IBD : 28/4/2017 Midostaurin Jordan Drug store AG, Basel/

13 | Submission Date : 5/11/2017 Switzerland
Commission decision date:
28/11/2018

14 | Aimovig Novartis Pharma AG,
IBD : 17/5/2018 Basel/ Switzerland
Submission Date : 9/09/2019 9/8/2020 Solution for 20 ma/L ml Erenumab Jordan Drug store
Commission decision date: injection g
20/5/2020 140mg/ml

15 | Erleada
IBD : 14/2/2018
Submission Date : 21/7/2020 F.C. Tablet Apalutamide Adatco Janssen
21/07/2019Commission 60mg
decision date: 3/6/2020

16 | Slinda 16/08/2021 F.C. Tablet 4 mg Drospirenone Nairoukh Laboratories Leon

IBD: 17/05/2019

Submission Date :05/02/2020
Commission decision date:
09/06/2021

Pharma S.A/Spain




New chemical Entity Registered (2012-2023)

17 Beovu 16/03/2021 Solution for 120 mg/ ml Brolucizumab Jordan Drug Store | Novartis Europharm
IBD: 17/05/2019 Injection PFS Limited /Ireland
Submission Date :26/08/2020
Commission decision date:

24/02/2021
18 | Balversa 4mg: 23/8/2021 | Film-coated tablet| 4 mg, 3 mg &5 Erdafitinib Adatco Drug Store Janssen-Cilag
IBD: 12/4/2019 3mg: 11/8/2021 mg Manufacturing LLC -
Submission Date: 24-10-2019 | 5mg: 4/7/2021 USA
Commission decision date:
26/8/2020

19 [Spravato 09/11/2021 Nasal Spray 1 nasal spray, 2 | esketamine HCI | Adatco Drug Store Janssen-Cilag
IBD: 05/03/2019 nasal spray, 3 Manufacturing LLC -
Submission Date: 12/08/2020 nasal spray USA
Commission decision date:

01/09/2021
20 | Adakveo 12/12/2021 Solution for 10 mg /ml Crizanlizumab | Jordan Drug Store Novartis
IBD : 15/11/2019 Infusion Pharmaceuticals
Submission Date : 18/02/2020 Corporation /USA
Commission decision date:
18/11/2020

21 Pigray 150mg + 150mg: F.C Tablets 150mg, 50mg, Alpelisib Jordan Drug Store |Novartis Pharma AG,
IBD : 24 May 2019 9/2/2022 200mg Basel / Switzerland
Submission Date : 18/10/2020 50mg + 200mg:

Commission decision date: 25/4/2022
5/12/2021
22 |Nubeqa 6/4/2022 F.C Tablets 300mg Darolutamide Jordan Drug Store |Bayer AG/ Germany

IBD : 30 JUL 2019
Submission Date : 21/10/2020
Commission decision date:
12/1/2022
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23 [Mayzent 0.25mg: F.C Tablets 0.25mg ,2mg Siponimod Jordan Drug Store | Novartis Europharm
IBD : 26 Mar 2019 27/3/2022 fumaric acid Limited , Ireland
Submission Date : 22/09/2020 2mg:

Commission decision date: 9/2/2022
12/12/2021

24 |Atectura 150mcg/320mcg: |Inhalation powder ,| 150mcg/320mcg Mometasone Jordan Drug Store |Novartis Pharma AG,
IBD : 06 May 2020 6/4/2022 hard capsule 150mcg/80mcg Furoate and Basel / Switzerland
Submission Date : 05/04/2021 150mcg/80mcg: 150mcg/160mcg indacaterol
Commission decision date: 6/4/2022
23/2/2022 150mcg/160mcg:

6/4/2022

25 |Veklury 8/12/2022 Powder for 100mg Remdesivir Beta Drug Store Gilead Sciences
IBD : 07 May 2020 concentrate for Ireland UC / Ireland
Submission Date : 11/8/2021 solution for
Commission decision date: infusion
28/9/2022

26 |Verquvo Film-coated tablet 2.5mg : Tablet 2.5mg Vericiguat Khoury Drug Store Bayer AG
IBD: 19/1/2021 22-08-2022 5mg micronized Germany
Submission Date : 28/9/2021 5mg: 10 mg
Commission decision date: 22-08-2022
22/6/2022 10mg:

22-08-2022

27 [Enerzair Breezhaler , Inhalation 31/1/2022 Hard Capsules + 1160 MCG/1 CAP,| Mometasone Jordan Drug Store |Novartis Pharma AG,
powder , hard capsule inhaler 150 MCG/1 CAP,|  Furoate and Basel / Switzerland
IBD: 29/6/2020 50 MCG/1 CAP | Indacaterol and
Submission Date : 22/4/2021 Glycopyrronium
Commission decision date: Bromide
14/9/2022

28 |LEQVIO solution for injection 5/2/2022 Solution for 284 MG/1.5 ML Inclisiran Jordan Drug Store | Novartis Europharm
in Pre-filled Syringe injection in pre- Limited, Vista
IBD: 9/12/2020 filled syringe Building EIm Park

Submission Date: 28/4/2022
Commission decision date:

26/10/2022 and 9/11/2022

Merrion Road,
Dublin 4, Ireland.
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29 |[Kerendia Film Coated Tablet 10mg: Film Coated Tabletl 10mg & 20mg Finerenone Khoury Drug Store Bayer AG
IBD: 9/7/2021 3/5/2023 Germany
Submission Date: 01/06/2022 20mg:

Commission decision date: 3/5/2023
15/2/2023

30 [Enspryng solution for injection 6/7/2023 Solution for 120mg/ml Satralizumab Shawi & Rushedat F. Hoffmann La
120mg/ml (prefilled syringe) Injection (Prefilled Drug Store Roche Ltd /
IBD: 1/6/2020 Syringe) Switzerland
Submission Date: 30/03/2021
Commission decision date:

24/5/2023

31 [Cibingo Tablets 50mg: Tablets 50mg, 100mg & Abrocitinib Khoury Drug Store | Pfizer Limited / UK
IBD: 18/9/2021 31/8/2023 200mg
Submission Date: 30/3/2022 100mg:

Commission decision date: 31/8/2023
21/6/2023 200mg:
31/8/2023
32 [Evrysdi 0.75 mg/ml Powder for 30/8/2023 Powder for Oral 0.75 mg/ml Risdiplam Shawi & Rushedat F. Hoffmann La

Oral Solution

IBD: 7/8/2020

Submission Date: 28/09/2021
Commission decision date:
24/5/2023

Solution

Drug Store

Roche Ltd /
Switzerland

Last reviewed in 17/10/2023




