
# Product Name  Dosage  API Rreference RLD SK Pack Size Product Status BE / CT Remarks

1
Sulfadoxine + Pyrimethamine 262.5mg & 

Amodiaquine 75mg Dispersible Tablets

Dispersible 

Tablets
WHO PQ

SPAQ-CO Tablets (IR 

Tablets)/ Guilin Pharma
CHINA 1 + 3's Co - Blister WHO PQ Approved Done

2
Sulfadoxine + Pyrimethamine 525mg & 

Amodiaquine 150mg Dispersible Tablets

Dispersible 

Tablets
WHO PQ

Arsumoon Tablets 

(Guilin Pharma)
CHINA 1 + 3's Co - Blister WHO PQ Approved Done

3
Sulfadoxine 250mg + Pyrimethamine 12.5mg 

Dispersible Tablets

Dispersible 

Tablets
WHO PQ

SPAQ-CO Tablets (IR 

Tablets)/ Guilin Pharma
CHINA 1 + 3's Co - Blister WHO PQ Approved Done

4
Sulfadoxine 500mg + Pyrimethamine 25mg 

Dispersible Tablets

Dispersible 

Tablets
WHO PQ

SPAQ-CO Tablets (IR 

Tablets)/ Guilin Pharma
CHINA 1 + 3's Co - Blister WHO PQ Approved Done

5 Pyridoxine Tablets 50mg Tablets CEP No RLD No RLD
10's Blister & 100 / 250 

/ 1000's Jar
WHO PQ Approved Bio Waiver

6 Lidocaine Rectal Ointment 5% W/W Topicals CEP
Posterisan Akut (Berlin 

–GERMANY)
Germany 25gm Alu Tube

EU Approved 

(Germany)
Not Applicable

7 Isoniazid  Dispersible Tablets 50 mg/100 mg
Dispersible 

Tablets
CEP

Isoniazid Tablets USP 

100 mg (TEVA)
USA 1 x 10's Alu Alu Strip WHO PQ Approved Done

8
Sulfadoxine 500mg + Pyrimethamine 25mg 

Tablets
Tablets WHO PQ

SPAQ-CO Tablets (IR 

Tablets)/ Guilin Pharma
CHINA Blister Pack WHO PQ Approved Done

9 Miconazole Oromucosal gel BP 2% w/w Oral Gel CEP Daktarin (SA) SA 15gm / 30gm Alu Tube SAPHRA Approved Not Done

11 Pyridoxine Tablets 10mg Tablets WHO PQ No RLD No RLD Alu Alu Strip of 10's Filed for WHO PQ Bio Waiver

12 Aripiprazole Oral Solution 1 mg/mL Liquid Oral CEP Abilify, UK  UK
150ml Glass Bottle/ 

150 ml Pet (28mm)
Ready for filling Not Applicable

13 Desloratadine Oral Solution 0.5 mg/mL  Liquid Oral CEP Neoclarytin, UK UK

150ml Glass (25mm) / 

150ml PET (25mm) / 

60ml PET Bottle 

(25mm)

Ready for filling Not Applicable

25 Fusidic acid cream 2% w/w Topicals CEP Fusidin cream (Canada) Canada
5 / 10 / 15gm Lami and 

15 / 30gm Alu

Development 

completed (Q1/Q2)
Not Done

33 Rivaroxaban Tablets 2.5 / 10 / 15 / 25 mg Tablets CEP
Xarelto film coated 

tablets
EU Blister Pack Under Development Not Done

34 Atovaquone Oral Suspension 750mg/5ml Liquid Oral CEP Wellvone EU
HDPE Bottle with CRC 

cap
Under Development Not Applicable

35 Nystatin Oral Suspension 100,000 i.u. / ml Liquid Oral CEP
Nystan oral suspension 

(Vygoris Ltd.)
UK 30ml / 60ml Glass Under Development Not Applicable

Amber Glass

50ml

Dossier Ready by 

Q2 FY 25-26

Dossier Ready by 

Q2 FY 25-26

Dossier Ready by 

Q2 FY 25-26

Dossier Ready by 

Q2 FY 25-26

Amber Glass 100ml, 

150ml

Alu-PVC/PVDC 

10's

Dossier Ready by 

Q2 FY 25-26

Dossier Ready by 

Q1 FY 25-26

Dossier Ready by 

Q1 FY 25-26

Dossier Ready by 

Q2 FY 25-26

Dossier Ready by 

Q2 FY 25-26

Not Done

Not Applicable

Filed in UK (Approval 

Soon)

Open for filling in other 

countries

Dossier Ready by 

Q4 FY 24-25

Dossier Ready by 

Q4 FY 24-25

Dossier Ready by 

Q1 FY 25-26

Dossier Ready by 

Q1 FY 25-26

Dossier Ready by 

Q1 FY 25-26

Dossier Ready by 

Q1 FY 25-26

Dossier Ready by 

Q1 FY 25-26

Not Applicable

Bio Waiver

Not Done

Not Applicable

Not Done

Not Done

Not Done

Not Applicable

Not Applicable

Bio Waiver

Not Done

Not Done

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Done

Bio Waiver

Under Development

36 Ondensetron Oral Soltution 4mg / 5ml Liquid Oral CEP Generic Cresent UK Under Development

32
Metformin Oral Solution 500mg / 5ml and 

1000mg / 5ml
Liquid Oral CEP Glucophage Tablets UK

Blister Pack

31
Levetiracetam Orall Disintegrating Tablets 250 / 

500 / 750 / 1000mg
ODT CEP Keppra EU Blister Pack

30 Naproxen Tablets 250 mg/500 mg Tablets CEP Naprosyn EU

Blister Pack

29 Trazodone Oral Solution 50 mg/5 ml Liquid Oral CEP Zentiva Generic UK
Glass bottle with CRC 

Cap

28 Sitagliptin Tablets 50mg / 100mg Tablets CEP Januvia F.C Tablets UK

100ML PET Bottle

27 Apixaban Tablets 2.5 / 5 mg Tablets CEP
Eliquis  film coated 

Tablets
EU Blister Pack

26 Diphenhydramine oral Solution 12.5 mg/5 mL  Liquid Oral CEP
Children’s Benadryl® 

Allergy
USA

15gm / 30gm Alu Tube

24 Aripiprazole Tablets 5 / 10 / 15 / 20 / 30mg Tablets CEP
Abilify Tablets (UK) 

(20mg RLD Not Avail.)
UK Blister Pack

23 Miconazole Oromucosal gel BP 2% w/w Oral Gel CEP Daktarin EU

150ml Glass Bottle/ 

150 ml Pet (28mm)

22 Levetiracetam Tablets 500 / 1000mg Tablets CEP Keppra EU

Dossier Ready by 

Q1 FY 25-26
21

Aripiprazole Oral Solution 2 mg/mL (Sugar 

Free)
Liquid Oral CEP Abilify, UK  UK

10's Blister 

20
Aripiprazole Oral Solution 1 mg/mL (Sugar 

Free)
Liquid Oral CEP Abilify, UK  UK

150ml Glass Bottle/ 

150 ml Pet (28mm)

19 Pyridoxine Tablets 100mg Tablets CEP No RLD No RLD

100ML PET Bottle

18 Azithromycin Suspension 200mg/5ml PFSO CEP Zithromax,France UK
HDPE Bottle with CRC 

cap

17 Dextromethorphan HBr syrup 15 mg /5 mL Liquid Oral CEP Robitussin Dry Cough UK

Amber Glass Bottle 

(60/100/150/300 ml)

16 Dextromethorphan HBR syrup 7.5 mg /5 mL Liquid Oral CEP Robitussin Dry Cough UK
150ML /100ML PET 

Bottle

15 Levetiracetam Oral Solution 100mg/ml Liquid Oral CEP Keppra, EU EU

70/150/200ml Glass 

with 28mm CRC & 

30/60/100ml with 25mm 

ROPP

14
Chlorphenamine Oral Solution 2 mg/5 mL 

(Sugar Free/Alcohol Free)
Liquid Oral CEP Piriton Syrup, UK UK

50ml /150ml /200ml 

PET

10 Cetirizine Oral Solution BP 1 mg/mL Liquid Oral CEP
Zirtek

® 
Allergy solution 1 

mg/mL
UK



# Product Name  Dosage  API Rreference RLD SK Pack Size Product Status BE / CT Remarks

37 Sitagliptin 50mg + Metformin 1000mg Tablets Tablets CEP
JANUMET 50/ 1000MG 

TAB 
UK Blister Pack Under Development Not Done

38 Sitagliptin 50mg + Metformin 500mg Tablets Tablets CEP
JANUMET 50/ 500MG 

TAB 
USA Blister Pack Under Development TBF

39
Sitagliptin  oral solution sugar free 100mg/5ml & 

125mg/5ml
Liquid Oral CEP Januvia EU

Glass bottle with CRC 

Cap
Under Development Not Applicable

40
Dapagliflozin 5mg + Metformin 1000mg Tablets 

IR 
Tablets CEP

Xigduo 5 mg/1000 mg 

film coated tablets
GERMANY Blister Pack Under Development Not Done

41 Dapagliflozin Tablets 5 / 10mg Tablets CEP
Forxiga film-coated 

tablets
GERMANY Blister Pack Under Development Not Applicable

42 Ticagrelor Tablets 60 / 90 mg Tablets CEP
Brilique film-coated 

tablets
GERMANY Blister Pack Under Development Not Done

43 Vildagliptin 50mg + Metformin 1000mg IR Tablets CEP
Eucreas film coated 

tablets
GERMANY Blister Pack Under Development Not Done

44 Vildagliptin 50mg + Metformin 850mg IR Tablets CEP
Eucreas film coated 

tablets
GERMANY Blister Pack Under Development Not Done

45 Vildagliptin Tablets 50mg IR Tablets CEP
Eucreas film coated 

tablets
GERMANY Blister Pack Under Development Not Done

46 Empagliflozin IR Tablets 10 / 25 mg Tablets CEP
Jardiance film coated 

tablets
GERMANY Blister Pack Under Development Not Done

47
Empagliflozin 12.5mg + Metformin 1000mg 

Tablets IR 
Tablets CEP Synjardy EU Blister Pack Under Development Not Done

48
Empagliflozin 12.5mg + Metformin 500mg 

Tablets IR 
Tablets CEP Synjardy EU Blister Pack Under Development Not Done

49
Empagliflozin 5mg + Metformin 1000mg Tablets 

IR 
Tablets CEP Synjardy EU Blister Pack Under Development Not Done

50
Empagliflozin 5mg + Metformin 500mg Tablets 

IR 
Tablets CEP Synjardy EU Blister Pack Under Development Not Done

51 Baclofen  Oral Solution 5mg/ml Liquid Oral CEP Lioresal EU
Glass bottle with CRC 

Cap
Under Development Not Done

52 Rivaroxaban Oral Suspension 1 mg/ml PFOS CEP Xarelto EU
Glass bottle with CRC 

Cap
Under Development Not Done

53 Acyclovir Oral Suspension 200mg/5ml Liquid Oral CEP TBF TBF TBF
R&D Commencing 

Soon
Not Done

54 Clobetasol Propionate Cream 0.05% Topicals CEP Dermovate Cream UK

5gm/ 15gm/ 25gm/ 

30gm Lami and 30gm 

Alu

R&D Commencing 

Soon
Not Done

55 Fexofenadine Oral Suspension 30mg/5ml Liquid Oral CEP TBF TBF TBF
R&D Commencing 

Soon
Not Done

56 Gliclazide IR tabets 40/80/120/160mg Solid CEP TBF TBF TBF
R&D Commencing 

Soon
Not Done

57 Doxycycline Capsules 100mg Capsules CEP No RLD No RLD 10's Alu PVC Blister
R&D Commencing 

Soon
Bio Waiver

58 Mupirocin Ointment 2% Topicals CEP Batroban 2% Ointment UK 5gm/10gm/15gm
R&D Commencing 

Soon
Bio Waiver

59 Permethrin cream 5% w/w Topicals CEP Generic Sandoz USA TBF
R&D Commencing 

Soon
Not Done

60 Posaconazole Oral Suspension 40mg / ml 
Powder for 

Suspension
CEP TBF TBF TBF

R&D Commencing 

Soon
Bio Waiver

61 Pyridoxine Tablets 25mg Tablets WHO PQ No RLD No RLD TBF
R&D Commencing 

Soon
Not Done

62 Solifenacin Oral Solution 1mg / 1ml Liquid Oral CEP Generic Brill Pharma UK TBF
R&D Commencing 

Soon
Not Done

63
Topiramate Oral Suspension 20mg/ml & 

10mg/ml
Liquid Oral CEP TBF TBF TBF

R&D Commencing 

Soon
Not Done

64 Urseodeoxycholic Acid Tablets 150mg / 300mg Tablets CEP TBF TBF TBF
R&D Commencing 

Soon
Not Applicable

65 Valproic Acid Oral Solution Liquid Oral CEP TBF TBF TBF
R&D Commencing 

Soon
Not Done

66 Valproic Acid Oral Solution Liquid Oral CEP TBF TBF TBF
R&D Commencing 

Soon
Not Applicable

67 Vildagliptin 50mg + Metformin 1000mg IR Tablets CEP
Eucreas film coated 

tablets
GERMANY TBF

R&D Commencing 

Soon
Not Done

68 Vildagliptin 50mg + Metformin 850mg IR Tablets CEP
Eucreas film coated 

tablets
GERMANY TBF

R&D Commencing 

Soon
Not Done

69 Vildagliptin Tablets 50mg IR Tablets CEP
Eucreas film coated 

tablets
GERMANY TBF

R&D Commencing 

Soon
Not Done

Notes:

https://www.ema.europa.eu/en/documents/product-information/januvia-epar-product-information_en.pdf

