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Burundi AntiretroviralAbacavir (ABC) GlaxoSmithKline Ltd.Oral Liquid20 mg/ml PaediatricN/A Yes NoUnited Kingdom of 

Great Britain and 

Northern Ireland

Speke, Liverpool

CanadaMississauga, Ontario

AntiretroviralAbacavir (ABC) GlaxoSmithKline Ltd.Tablets300 mg AdultN/A Yes NoUnited Kingdom of 

Great Britain and 

Northern Ireland

Ware, Hertfordshire

AntiretroviralAbacavir (ABC) Hetero Drugs Ltd.Tablets300 mg AdultN/A No No

AntiretroviralAtazanavir (ATZ) Bristol-Myers SquibbCapsules150 mg Adult84MSP-DPML-A

RV

No YesUnited States of 

America

Bristol-Myers Squibb 

US Pharmaceutical 

Group Evansville, 

Indiana

AntiretroviralAtazanavir (ATZ) Bristol-Myers SquibbCapsules200 mg Adult85MSP-DPML-A

RV

No YesUnited States of 

America

Bristol-Myers Squibb 

US Pharmaceutical 

Group Evansville, 

Indiana

AntiretroviralDidanosine (ddI) Hetero Drugs Ltd.Chewable/

dispersible 

tablets

100 mg AdultN/A No No

AntiretroviralDidanosine (ddI) Cipla Ltd.Tablets100 mg PaediatricN/A No No

AntiretroviralDidanosine (ddI) Hetero Drugs Ltd.Capsules400 mg AdultN/A No No

AntiretroviralDidanosine EC (ddI) Bristol-Myers SquibbCapsules250 mg Adult162-MSP-DPML-

SP

Yes YesFranceBristol-Myers Squibb 

La Goualle, Meymac

AntiretroviralDidanosine EC (ddI) Bristol-Myers SquibbCapsules400 mg Adult163-MSP-DPML-

SP

Yes YesFranceBristol-Myers Squibb 

La Goualle, Meymac

AntiretroviralEfavirenz (EFV) Merck, Sharp & 

Dohme Ltd.

Oral Liquid30 mg/ml Paediatric15/05/03 Yes YesNetherlandsMerck Sharp & Dohme 

BV Haarlem

CanadaPatheon Inc 

Mississauga, Ontario

AntiretroviralEfavirenz (EFV) Merck, Sharp & 

Dohme Ltd.

Capsules50 mg Adult11/11/04 Yes YesPuerto RicoBristol Myers Squibb 

Pharma Ltd, Manati

NetherlandsMerck Sharp & Dohme 

BV Haarlem

AntiretroviralEfavirenz (EFV) Merck, Sharp & 

Dohme Ltd.

Capsules100 mg Adult11/11/04 No Yes
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AntiretroviralEfavirenz (EFV) Hetero Drugs Ltd.Capsules200 mg Adult2186 CAB/2004 No NoIndiaUnit - III, Jeedimetla, AP

AntiretroviralEfavirenz (EFV) Merck, Sharp & 

Dohme Ltd.

Capsules200 mg Adult11/11/04 Yes YesPuerto RicoBristol Myers Squibb 

Pharma Ltd, Manati

NetherlandsMerck Sharp & Dohme 

BV Haarlem

AntiretroviralEfavirenz (EFV) Hetero Drugs Ltd.Tablets600 mg Adult2185 CAB/2004 No NoIndiaUnit - III, Jeedimetla, AP

AntiretroviralEfavirenz (EFV) Merck, Sharp & 

Dohme Ltd.

Tablets600 mg Adult17/03/03 Yes YesPuerto RicoBristol Myers Squibb 

Pharma Ltd, Manati

NetherlandsMerck Sharp & Dohme 

BV Haarlem

AustraliaMerck Sharp & Dohme 

Australia Pty, Ltd South 

Granville

AntiretroviralEfavirenz (EFV) Ranbaxy Ltd.Tablets600 mg Adult1847 No No

AntiretroviralIndinavir (IDV) Cipla Ltd.Capsules400 mg AdultN/A No No

AntiretroviralIndinavir (IDV) Hetero Drugs Ltd.Capsules400 mg Adult2183 CAB/2004 No NoIndiaUnit - III, Jeedimetla, AP

AntiretroviralIndinavir (IDV) Merck, Sharp & 

Dohme Ltd.

Capsules400 mg Adult11/11/04 Yes YesNetherlandsMerck Sharp & Dohme 

BV Haarlem

United States of 

America

Merck & Co. 

Manufacturing division 

Elkton, Virginia

AntiretroviralIndinavir (IDV) Ranbaxy Ltd.Capsules400 mg Adult1843 No No

AntiretroviralLamivudine (3TC) Cipla Ltd.Oral Liquid50 mg/5ml PaediatricN/A Yes YesIndiaGoa

IndiaVikhroli

AntiretroviralLamivudine (3TC) Cipla Ltd.Tablets150 mg AdultN/A Yes NoIndiaKurkumbh

IndiaGoa

AntiretroviralLamivudine (3TC) Hetero Drugs Ltd.Tablets150 mg Adult2179 CAB/2004 No No

AntiretroviralLamivudine (3TC) Ranbaxy Ltd.Tablets150 mg Adult1845 No No

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

AntiretroviralLopinavir (LPV) + Ritonavir 

(RTV) 

Abbott Laboratories 

Ltd.

Capsules133.3 mg + 

33.3 mg

AdultN/A Yes YesUnited States of 

America

RP Scherer, Florida,

AntiretroviralLopinavir (LPV) + Ritonavir 

(RTV) 

Hetero Drugs Ltd.Capsules133.3 mg + 

33.3 mg

AdultN/A No No

AntiretroviralNelfinavir Mesylate (NFV) Hetero Drugs Ltd.Tablets250 mg Adult2191 CAB /2004 No No
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IndiaGoa

IndiaVikhroli

AntiretroviralNevirapine (NVP) Hetero Drugs Ltd.Tablets200 mg Adult2182 CAB/2004 Yes NoIndiaUnit - III, Jeedimetla, AP

AntiretroviralNevirapine (NVP) Ranbaxy Ltd.Tablets200 mg Adult1846 No No

AntiretroviralRitonavir (RTV) Abbott Laboratories 

Ltd.

Oral Liquid80 mg/ml PaediatricN/A Yes YesUnited Kingdom of 

Great Britain and 

Northern Ireland

Queensborough, Kent

AntiretroviralRitonavir (RTV) Abbott Laboratories 

Ltd.

Capsules100 mg AdultN/A Yes YesUnited States of 

America

RP Scherer, Florida,

FranceBeinheim

AntiretroviralRitonavir (RTV) Hetero Drugs Ltd.Capsules100 mg AdultN/A No No

AntiretroviralStavudine (d4T) + 

Lamivudine (3TC) + 

Nevirapine (NVP) 

Hetero Drugs Ltd.Tablets30 mg + 150 

mg + 200 mg

Adult2181 CAB/2004 Yes NoIndiaUnit - III, Jeedimetla, AP

AntiretroviralStavudine (d4T) + 

Lamivudine (3TC) + 

Nevirapine (NVP) 

Cipla Ltd.Tablets40 mg + 150 

mg + 200 mg

AdultN/A Yes YesIndiaPatalganga

AntiretroviralStavudine (d4T) + 

Lamivudine (3TC) 

Hetero Drugs Ltd.Tablets30 mg + 150 

mg

Adult2189 CAB/2004 No No

AntiretroviralStavudine (d4T) + 

Lamivudine (3TC) 

Hetero Drugs Ltd.Tablets40 mg + 150 

mg

Adult2190 CAB/2004 No No

AntiretroviralStavudine (d4T) Bristol-Myers SquibbPowder 

for oral 

solution

1 mg/ml Paediatric53-MSP-DPLM-S

P

Yes YesUnited States of 

America

Bristol-Myers Squibb 

US Pharmaceutical 

Group Evansville, 

Indiana

AntiretroviralStavudine (d4T) Bristol-Myers SquibbCapsules20 mg Paediatric50-MSO-DPLM 

SP

Yes YesFranceBristol-Myers Squibb 

La Goualle, Meymac

FranceBristol-Myers Squibb 

La Goualle, Meymac

AntiretroviralStavudine (d4T) Bristol-Myers SquibbCapsules30 mg Adult51-MSP-DPLM-S

P

Yes YesFranceMeymac

AntiretroviralStavudine (d4T) Cipla Ltd.Capsules30 mg AdultN/A No Yes

AntiretroviralStavudine (d4T) Hetero Drugs Ltd.Capsules30 mg Adult2187 CAB/2004 No No

AntiretroviralStavudine (d4T) Ranbaxy Ltd.Capsules30 mg Adult1844 No No

AntiretroviralStavudine (d4T) Bristol-Myers SquibbCapsules40 mg Adult52-MSP-DOLM-

SP

Yes YesFranceBristol-Myers Squibb 

La Goualle, Meymac

AntiretroviralStavudine (d4T) Cipla Ltd.Capsules40 mg AdultN/A No Yes
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AntiretroviralStavudine (d4T) Ranbaxy Ltd.Capsules40 mg Adult1853 No No

AntiretroviralZidovudine (ZDV) + 

Lamivudine (3TC) + Abacavir 

(ABC) 

Hetero Drugs Ltd.Tablets300 mg + 150 

mg + 300 mg

AdultN/A No No

AntiretroviralZidovudine (ZDV) + 

Lamivudine (3TC) + 

Nevirapine (NVP) 

Hetero Drugs Ltd.Tablets300 mg + 150 

mg + 200 mg

Adult2192 CAB/2004 Yes NoIndiaUnit - III, Jeedimetla, AP

AntiretroviralZidovudine (ZDV) + 

Lamivudine (3TC) + 

Nevirapine (NVP) 

Ranbaxy Ltd.Tablets300 mg + 150 

mg + 200 mg

Adult206 CAB/2006 No No

AntiretroviralZidovudine (ZDV) + 

Lamivudine (3TC) 

Cipla Ltd.Tablets300 mg + 150 

mg

AdultN/A Yes YesIndiaGoa

IndiaVikhroli

AntiretroviralZidovudine (ZDV) + 

Lamivudine (3TC) 

Hetero Drugs Ltd.Tablets300 mg + 150 

mg

Adult2193 CAB/2004 Yes NoIndiaUnit - III, Jeedimetla, AP

AntiretroviralZidovudine (ZDV) + 

Lamivudine (3TC) 

Ranbaxy Ltd.Tablets300 mg + 150 

mg

Adult1848 No No

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

America

Catalytica Pharm. Inc, 

Greenville, Glaxo 

Wellcome Operations, 

Barnard Castle, Co. 

Durham

AntiretroviralZidovudine (ZDV) Cipla Ltd.Oral Liquid50 mg/5ml PaediatricN/A Yes NoIndiaGoa

IndiaVikhroli

AntiretroviralZidovudine (ZDV) GlaxoSmithKline Ltd.Capsules100 mg AdultN/A Yes NoUnited Kingdom of 

Great Britain and 

Northern Ireland

Wellcome Foundation, 

Dartford, Kent

AntiretroviralZidovudine (ZDV) GlaxoSmithKline Ltd.Capsules250 mg AdultN/A Yes NoUnited Kingdom of 

Great Britain and 

Northern Ireland

Wellcome Foundation, 

Dartford, Kent

AntiretroviralZidovudine (ZDV) Cipla Ltd.Tablets300 mg AdultN/A Yes NoIndiaVikhroli

AntiretroviralZidovudine (ZDV) Hetero Drugs Ltd.Tablets300 mg Adult2184 CAB/2004 No No

AntiretroviralZidovudine (ZDV) Ranbaxy Ltd.Tablets300 mg Adult1850 No No

Drug Regulatory Status Report

Tues, 20 Feb 2007 [15:55]drs_list.rpt/usp_drs_rpt_list.sql

HIV Drug Regulation System Page 4 of 4


