
Drug Regulatory Status Report

ManufacturerCountry

of 

Registration

Therapeutic

Category

INN Dosage

Form

Strength Marketing 

Authorization 

Number/Date

Target

Group

WHO

Pre-

Qualified

Registered 

in ICH/PICS 

Countries

WHO Pre-Qualified/Approved Sites

China AntiretroviralDidanosine (ddI) Zhejiang Huahai 

Pharmaceutical Co., 

Ltd.

Chewable/

dispersible 

tablets

50 mg AdultN/A No No

AntiretroviralDidanosine (ddI) Zhejiang Huahai 

Pharmaceutical Co., 

Ltd.

Chewable/

dispersible 

tablets

100 mg AdultN/A No No

AntiretroviralEfavirenz (EFV) Merck, Sharp & 

Dohme Ltd.

Capsules50 mg Adult16/06/00 Yes YesPuerto RicoBristol Myers Squibb 

Pharma Ltd, Manati

NetherlandsMerck Sharp & Dohme 

BV Haarlem

AntiretroviralEfavirenz (EFV) Merck, Sharp & 

Dohme Ltd.

Capsules100 mg Adult16/06/00 No Yes

AntiretroviralEfavirenz (EFV) Merck, Sharp & 

Dohme Ltd.

Capsules200 mg Adult16/06/00 Yes YesPuerto RicoBristol Myers Squibb 

Pharma Ltd, Manati

NetherlandsMerck Sharp & Dohme 

BV Haarlem

AntiretroviralEfavirenz (EFV) Merck, Sharp & 

Dohme Ltd.

Tablets600 mg Adult05/08/03 Yes YesPuerto RicoBristol Myers Squibb 

Pharma Ltd, Manati

NetherlandsMerck Sharp & Dohme 

BV Haarlem

AustraliaMerck Sharp & Dohme 

Australia Pty, Ltd South 

Granville

AntiretroviralIndinavir (IDV) Merck, Sharp & 

Dohme Ltd.

Capsules100 mg Adult18/12/98 No Yes

AntiretroviralIndinavir (IDV) Zhejiang Huahai 

Pharmaceutical Co., 

Ltd.

Capsules100 mg AdultN/A No No

AntiretroviralIndinavir (IDV) Merck, Sharp & 

Dohme Ltd.

Capsules200 mg Adult18/12/98 No Yes

AntiretroviralIndinavir (IDV) Xiamen Mchem 

Pharma Group Ltd.

Capsules200 mg AdultH20046715 No No
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AntiretroviralIndinavir (IDV) Merck, Sharp & 

Dohme Ltd.

Capsules400 mg Adult04/03/02 Yes YesNetherlandsMerck Sharp & Dohme 

BV Haarlem

United States of 

America

Merck & Co. 

Manufacturing division 

Elkton, Virginia

AntiretroviralLopinavir (LPV) + Ritonavir 

(RTV) 

Abbott Laboratories 

Ltd.

Oral Liquid80 mg + 20 

mg/ml

PaediatricN/A Yes YesUnited Kingdom of 

Great Britain and 

Northern Ireland

Queensborough, Kent

AntiretroviralNelfinavir Mesylate (NFV) Hoffman La RochePowder 

for oral 

solution

50 mg/g PaediatricN/A Yes YesSwitzerlandRoche, Basle

SwitzerlandRoche, Basle

AntiretroviralNelfinavir Mesylate (NFV) Hoffman La RocheFilm 

coated 

tablet

250 mg AdultH20030584 Yes YesSwitzerlandRoche, Basle

SpainRoche, Madrid

AntiretroviralNevirapine (NVP) Boehringer IngelheimOral 

Suspensio

n

50 mg/5ml PaediatricN/A Yes YesUnited States of 

America

Boehringer Ingelheim

Roxane Inc. Columbus

AntiretroviralNevirapine (NVP) Zhejiang Huahai 

Pharmaceutical Co., 

Ltd.

Capsules200 mg AdultN/A No No

AntiretroviralNevirapine (NVP) Boehringer IngelheimTablets200 mg AdultN/A Yes YesGermanyBoehringer Ingelheim 

Pharma GmbH & Co., 

KG, Ingelheim

AntiretroviralNevirapine (NVP) Ranbaxy Ltd.Tablets200 mg AdultH20030229 No No

AntiretroviralNevirapine (NVP) Xiamen Mchem 

Pharma Group Ltd.

Tablets200 mg AdultH20058461 No No

AntiretroviralNevirapine (NVP) Zhejiang Huahai 

Pharmaceutical Co., 

Ltd.

Tablets200 mg AdultN/A No No

AntiretroviralRitonavir (RTV) Xiamen Mchem 

Pharma Group Ltd.

Oral Liquid80 mg/ml PaediatricH20051019 No No

AntiretroviralRitonavir (RTV) Abbott Laboratories 

Ltd.

Capsules100 mg AdultN/A Yes YesUnited States of 

America

RP Scherer, Florida,

FranceBeinheim

AntiretroviralSaquinavir (SQV) Hoffman La RocheCapsules200 mg AdultH20040340 Yes YesSwitzerlandRoche, Basle

AntiretroviralStavudine (d4T) Xiamen Mchem 

Pharma Group Ltd.

Tablets20 mg PaediatricH20041726 No No

AntiretroviralZidovudine (ZDV) GlaxoSmithKline Ltd.Infusion10 mg/ml AdultN/A Yes Yes
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United States of 

America

Catalytica Pharm. Inc, 

Greenville, Glaxo 

Wellcome Operations, 

Barnard Castle, Co. 

Durham

AntiretroviralZidovudine (ZDV) GlaxoSmithKline Ltd.Oral Liquid50 mg/5ml PaediatricN/A Yes NoCanadaMississauga, Ontario

United Kingdom of 

Great Britain and 

Northern Ireland

Wellcome Foundation, 

Dartford, Kent

AntiretroviralZidovudine (ZDV) Xiamen Mchem 

Pharma Group Ltd.

Capsules100 mg AdultH20030677 No No

AntiretroviralZidovudine (ZDV) Xiamen Mchem 

Pharma Group Ltd.

Capsules300 mg AdultH20050307 No No

AntiretroviralZidovudine (ZDV) GlaxoSmithKline Ltd.Tablets300 mg AdultN/A Yes YesUnited Kingdom of 

Great Britain and 

Northern Ireland

Ware, Hertfordshire

AntiretroviralZidovudine (ZDV) Ranbaxy Ltd.Tablets300 mg AdultH20030009 No No
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