Cy TheGlobal Fund

LIST OF DELISTED PRODUCTS 27th November
Not eligible for procurement with the Global Fund resources 2020

Delisted Supplier/

International Non-proprietary name Strength/ Dose Dosage form Manufacturing site Material Reason for delisting

from Manufacturer(s)

Cipla Limited L-139

to L-146, Verna Goa,

Lamivudine (3TC) 10 mg / ml Oral Solution| Cipla Ltd. Indore, SEZ, India

Pithampur, Dist Dhar
(M.P.)

PET bottle;
HDPE bottle

November

2020 1ooml; 240ml Product discontinued

Oral Solid Dosage .
Workshop IT Polyamide(PA)/Alum change of status - Product

e e 1 . ini Polyvinyl .
Guilin No. 43, Qilidian Road, China Chigi?ég(/P\(;g)v/lﬁ,umi 3 WhO PQ on 25th November

Guilin 541004, nium blister 2020
Guangxi

November
2020

Disp tablet

Dihydroartemisinin/Piperaquine phosphate 30mg +240mg FDC

KRS Gardens
Tablet Block
36/7, Suragajakkanahalli,
Strides Pharma | Indlavadi cross, Anekal India HDPE Container 28, 30, 56, 60, 84 | ERP reviewed. Delisted at the
Science Limited Taluk and 90 end of the valdity period
Bengaluru, Karnataka —
562106

November

2020 |Dolutegravir (as sodium salt) 50mg Tablets

(Unit-II),

Plot No: 19, 20 & 21,
Western Sector, APSEZ,
Atchutapuram Mandal, . ERP reviewed. Delisted at the

Visakhapatnam-District- lhac e BIDIFD g idle 1 00 end of the valdity period
531011,
Andhra Pradesh

November

2020 | Daclatasvir 30 mg Tablet Laurus Lab Ltd

(Unit-II),

Plot No: 19, 20 & 21,
Western Sector, APSEZ,
Daclatasvir 60 mg Tablet Laurus Lab Ltd | Atchutapuram Mandal, India HDPE Bottle 28, 500
Visakhapatnam-District-

531011,
Andhra Pradesh

KRS Gardens

Tablet Block

36/7, Suragajakkanahalli, , ; , : :
Indlavadi cross, India HDPE Container | 45 155 30s0r I mevioned, DElisted gt o

Anekal Taluk 28’s end of the valdity period

ERP reviewed. Delisted at the
end of the valdity period

November
2020

Strides Shasun
Ltd

November

2020 | Ledipasvir+ sofosbuvir 90 mg+ 400 mg Tablet FDC

Bangalore- 562 106

F- 4 & F-12, MIDC,
Mylan Malegaon,

Laboratories | Sinnar, Nashik - 422 113 India HDPE Bottle 28
Limited Maharashtra

November
2020

Tablet, Film-
coated

change of status - Product

Sofosbuvir/Velpatasvir 400mg+100mg WhO PQ on 27th October 2020
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Manufacturing site

Material

Reason for delisting

Delisted
from

November
2020

Clofazimine

50mg

tablet

Macleods
Pharmaceutic
al Ltd

Macleods
Pharmaceuticals
Limited,

At, Oxalis Labs
Village Theda,
P.O Lodhimajra,
Baddi,
Distt. Solan,
Himachal Pradesh,
174101

India

Al/PVC/PVDC
blister or Al/Al
strip; HDPE Bottle

November
2020

Clofazimine

100mg

tablet

Macleods
Pharmaceutic
al Ltd

Macleods
Pharmaceuticals
Limited,

At, Oxalis Labs
Village Theda,
P.O Lodhimajra,
Baddi,
Distt. Solan,
Himachal Pradesh,
174101

India

Al/PVC/PVDC
blister or Al/Al
strip; HDPE Bottle

28x10’s or
10xX10’s; 100

28x10’s or 8x6’s;
100

change of status - Product
WhO PQ on 16th September
2020

change of status - Product
WhO PQ on 16th September
2020

July
2020

Lopinavir (LPV) + Ritonavir (RTV)

(80 mg + 20 mg) / ml

Oral Solution

Cipla Ltd.

Plot No. L-139, S-103
& M-62, Verna
Industrial Estate,
Verna Salcette, Goa

India

Amber coloured
PET Bottle

160ml

Voluntary withdrawal

July
2020

Abacavir + Lamivudine

60 mg + 30 mg

Tablet

Aurobindo
Pharma Ltd

Unit III, Survey No.
313 and 314,
Bachupally
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE Bottle;
Blister

30, 60;
10*10

Not anymore recommended for the
treatment of HIV/AIDS

July
2020

Abacavir (as Sulfate)+ Lamivudine

60 mg + 30 mg

Tablet

Mylan
Laboratories
Ltd

Ltd, F4 & F12
Malegaon MIDC,
Sinnar, Nashik
District,
Maharashtra, 422
113; Plot No 11, 12 &
13, Indore Special
Economic Zone,
Pharma Zone, Phase
I1, Sector III,
Pithampur, District
Dhar, Madya
Pradesh, 454 775

India

HDPE bottle

30, 60

Not anymore recommended for the
treatment of HIV/AIDS

July
2020

Abacavir+Lamivudine

60 mg + 30 mg

Tablet

Hetero labs
limited

Hetero Labs Limited
UnitV
SEZ Unit I in APIIC
SEZ Polepally Village,
Jadcherla Mandal
Mahaboob Nagar

India

HDPE bottle

Alu-Alu blisters

30

10X10

Not anymore recommended for the
treatment of HIV/AIDS
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D::)Srt:d International Non-proprietary name Strength/ Dose Dosage form Ma::ll}; I;illf:e/ =1 Manufacturing site Material Reason for delisting
Tablets for HDPE
July Abacavir Sulfate + Lamivudine 60 mg + 30 mg oral Cipla Ltd. A_33’1 MIDC India container; 60, 120; Not a?ggf;i;?gggg?ﬁfgsfor the
2020 suspension Patalganga Blister 10
Jul Tablets for Mylan Sinnar,Nashik N ded for th
202}; Abacavir Sulfate + Lamivudine 60 mg + 30 mg oral LaboII:ilzclories Maharashtra India HDPE bottle 60 ot a?f:;?;i;icgfg\e,;lgljsort ¢
suspension
P Mylan F-4 & F-12, MIDC, . ‘
July Ledipasvir+ sofosbuvir 90 mg+ 400 mg Tablet FDC Laboratories . Maleg:aon, India HDPE Bottle 28 ERP reviewed. Dethted a tthe
2020 Limited Sinnar, Nashik - 422 113 end of the valdity period
. . . Ml REG 2
Efavirenz+ Lamivudine + Tenofovir 400 mg + 300 mg + 300 Laurus Lab 21,Western Sector, . . change of status - Product
Apr-20 Disoproxil Fumarate mg Tablet Limited APSEZ, India HDPE Container 30,90, 180 WhO PQ on 16th March 2020
Atchutanniram Mandal
600 mg + 200 mg + 300 Sun Shasun
Apr-20 |Efavirenz + Emtricitabine + Tenofovir m & 8 Tablet Pharmaceutic| Pharmaceuticals Ltd, India HDPE Bottle 30 Voluntary withdrawal
8 al Industries Perivakalapet,
Emeure PIot No. y; zizl P-3, RP reviewed. Delisted at th
_ Dolutegravir + Lamivudine + Tenofovir disoproxil . LT.B.T. Park Phase II, . . reviewed. Delisted at the
Apr-20 fumarate 50mg+300mg + 300mg tablet FDC Pharirilrelll(;isélcals MIDC, Hinjawadi, Pune, India HDPE Container 30, 90 end of the valdity period
“ﬁq]’\qrqc]‘\frn — A110Cc
Mylan Malegaon, . .
Apr-20 |Lopinavir + Ritonavir 40 mg+10 mg Oral granules Laboratories Sinnar, Nashik - 422 113 India Al/Al sachets 120 sachets/box ERP ge\}etv}\l]ed' ll)dg%[lSted .a t (i[he
Limited Maharashtra end ol the valdity perio
ADDVIE LID,
. . . . . Barceloneta, PR 00617 product was listed twice in the list,
Apr-20 |Lopinavir (LPV) + Ritonavir (RTV) 200 mg + 50 mg Tablet AbbVie Ltd | c* "\ Vie Tnc., North USA Bottle HDPE 120x1 correction pf redundancy
Mhtnn~n IT £A~nf « TTOA
Apr-20 |Lopinavir (LPV) + Ritonavir (RTV) (80mg + 20 mg) / ml Oral Solution| AbbVie Ltd North Chicago Illinois,USA PET bottle 160ml pmdgs;‘gstsiéﬁ?? rte‘finuczégrf?; list,
Sunshine Lake
Apr-20 |Zidovudine 3oomg Tablets HEC Pharma| Pharma Co. Ltd, China HDPE Bottle 60 ptoduct discontinued
GuangDong+H424
. . Combino . Blister ; HDPE Not anymore listed on WHO PQ
Apr-20 |Zidovudine 3oomg Capsules Pharm S.L. Medea, Barcelona Spain bottle 60, 300 webpage
. . Combino . HDPE bottle; Not anymore listed on WHO PQ
Apr-20 |Zidovudine 250mg Capsules Pharm S.L. Medea, Barcelona Spain Blister 40, 300 webpage
Apr-20 |Zidovudine 100mg Capsules Pi(;nrglsl‘l- (i. Medea, Barcelona Spain Al Strip 100 Not anymorvig:;‘:;gn WHO PQ
Meditabs N licted on WHO P
Apr-20 |Zidovudine 50mg/5ml Oral solution | Specialities Maharastra India PET Bottle 100ml ot anymorvieﬁ;z e Q
Pvt Ltd
Apr-20 | Zid din om / ml Oral solution Combino Med Barcelon Spain b tﬂPE’Il‘O ] 200ml + 1oml Not anymore listed on WHO PQ
p idovudine 50mg/5 al solution| =~ o1 edea, Barcelona pai 0S yfingem sy webpage
.. F.Hoffman- | RP Scherer, Baden; Germany; 180;
- ’ ’ X ’ ’ duct di tinued
Apr-20 |Saquinavir 200mg Capsule La Roche Basel Switzerland HDPE bottle 270 Product discontinue
Tablet 60, 1000
. . A-42, MIDC, . HDPE bottle ’ Not anymore recommended for the
Apr-20 |Nevirapine (NVP) 100mg ) lf;)tl; (gll;aill)n Cipla Ltd. Patalganga India Blister . treatment of HIV/AIDS
. B Sun .
. . Dispersible . Paonta Sahib, . Not anymore recommended for the
Apr-20 |Nevirapine (NVP) 100mg tablet Pharmaceutic Himachal Pradesh India HDPE bottle 60 treatment of HIV/AIDS

al Industries
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International Non-proprietary name
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Dosage form

Supplier/
Manufacturer(s)

Manufacturing site

Material

Reason for delisting

Delisted
from

Plot No: S-155 to S-

Microlabs 159, Phase III, HDPE bottle 30,60,90 N ded for th
Apr-20 |Nevirapine 100mg Tablet Ltd Verna Industrial India o a?fgg;i;icgfr?{nﬁ?ﬁmor ¢
Estate, Verna, Goa- Blister 10
403722
Unit IIT Survey No.
313, Bachupally,
Quthubullapur
. Mandal, Hyderabad
.. Aurobindo ’ ’ . HDPE bottle; 60; Not anymore recommended for the
Apr-20 |Nevirapine (NVP) 200 mg Tablet Pharma Ltd %n(.iln;%fzg%%s)h India Blister 10 treatment of HIV/AIDS
nit- ,
Mahaboob Nagar
(DT), Andhra
Pradesh
Plot
136,146(UNITIII&IV) .
.. . India HDPE Bottle; 60, 1000 ; Not ded for th
Apr-20 |Nevirapine (NVP) 200 mg Tablet Cipla Ltd. |, L147‘,]Lﬁ4c7}-1 UNIT- Uganda Blister o  meatment of HIV/AIDS
-Goa;
Meditab Specialties
Unit-III, Jeedimetla 60, 100,500
.. Hetero labs ! ’ . HDPE bottle ’ PETIN ded for th
Apr-20 |Nevirapine (NVP) 200 mg Tablet limited Hyder}e)lba(;l, A?lndhra India Blister: 1000 ot arggﬁféﬁ?&%;ﬁmor the
rades ’ 10;
Mylan Plot No 11, 12 & 13,
. . . Indore Special . HDPE bottle; 56, 60; Not anymore recommended for the
Apr-20 |Nevirapine (NVP) 200 mg Tablet Laboiaflorles Economic Zone, India Blister 10 treatment of HIV/AIDS
t Pharma Zone, Phase
Sun
. Pharmaceutic Paonta Sahib, . HDPE bottle ; 60, 1000; Not anymore recommended for the
Apr-20 \Nevirapine (NVP) 200 mg Tablet al Industries | Himachal Pradesh India Blister 10 treatment of HIV/AIDS
Ltd
Strides 36/7,
Apr-20 |Nevirapine (NVP) 200 mg Tablet Arcolab Suragajakkanahalli India CoPII1]t)aIi)1];:er 60 Not a?f:;f;iﬁ?&“ﬁ?ﬁfgsfor the
Limited Indlavadi cross
Aspen .
Apr-20 |Nevirapine (NVP) 200 mg Tablet Phairil;care POHKE?SZ,;EIeth’ South Africa Blister 10 Not art’gf;lee;etcgf“l‘{‘?s?gfg;or the
Boehringer
Ingelheim Pharma
. . Boehringer GmbH & C.O  KG, Germany . Not anymore recommended for the
Apr-20 |Nevirapine (NVP) 200 mg Tablet Ingelheim éngeﬁh.elm; Greece Blister 60 treatment of HIV/AIDS
oehringer
Ingelheim Ellas A.E.,
Koropi
Macleods HDPE bottle; 60 N ded for th
Apr-20 |Nevirapine (NVP) 200 mg Tablet  |Pharmaceutic| Kachigam, Daman India PVdAC/PVC/Alu 6*10 2% o o a?f;:f;eeic;fnll{?\??AIeDsor e
als Limited Blister ’
Emcure ) 60;
Apr-20 |Nevirapine (NVP) 200 mg Tablet PhlarIrJr.laciu(tiic Hinjwadi, Pune India HDEES]Eg:tle’ et artlfgfgli;icgfr?{nﬁ;ffgsfor the
als Limite 10
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from

International Non-proprietary name

Strength/ Dose

Dosage form

Supplier/
Manufacturer(s)

Manufacturing site

Reason for delisting

Huahai . C 1
.. . , Linhai, .
Apr-20 |Nevirapine (NVP) 200 mg Tablet Pharmallceutlc Xun(Zl;lae(J?ianlg al China HDPE Bottle 60 Not a?ggf;ee;icgg{?\??ﬁgsfor the
a
L. i . HDPE 60 for th
Apr-20 |Nevirapine (NVP) 200 mg Tablet Mlciféabs Verna, Goa India Blister 0 Not a‘;f;ﬁ;ﬁ;‘;;i?;’;;}‘é?jfgs‘)“ ¢
ScieGen Not nded for th
Apr-20 |Nevirapine (NVP) 200 mg Tablet Pharmlaceutic Hauppauge, NY USA HDPE Bottle 30, 500 0 a?f:;f;i;icggg\e, / Astor ¢
als
L138-147 L150 S103- ) 30;
Apr-20 | Nevirapine (NVP) 400 mg Tablet Cipla Ltd. |105 S107-112 M61-63 India HDI];? Bottle; Notanymore recommended for the
ister reatment o /
Verna, Salcette, GOA 10
Plot No: S-155 to S-
. . Microlabs 159, Phase HL . HDPE bottle 30,60,90 Not anymore listed on WHO PQ
Apr-20 |Nevirapine 20mg Tablet Lid Verna Industrial India webpage
Estate, Verna, Goa- Blister 10
403722
Patheon Inc.,
Mississauga,Ontario,
Canada;
Altana Pharma,
Oranienburg GmbH,
o . Gilead Oranienburg, Germacllny bottl Not anymore listed on WHO PQ
Apr-20 |Tenofovir Disoproxil Fumarate 300 mg Tablet Sciences, Inc. Germany: Cana a HDPE bottle 30 webpage
South Africa
Aspen Pharmacare,
OSD Facility,
Korsten, Port
Elizabeth, South
Africa
. Powder for |Bristol-Myers . . Not anymore recommended for the
Apr-20 |[Stavudine (d4T) 1mg / ml Oral Solution Squibb Evansville, Indiana USA HDPE bottle 200ml treatment of HIV/AIDS
. Powder for |Bristol-Myers HDPE Not anymore recommended for the
Apr-20 |[Stavudine (d4T) 1mg / ml Oral Solution Squibb Meymac France Container 200ml treatment of HIV/AIDS
. Powder for . M-61, M-62, M-63, . Not anymore recommended for the
Apr-20 |[Stavudine (d4T) 1mg / ml Oral Solution Cipla Ltd. Verna Goa India HDPE bottle 200ml treatment of HIV/AIDS
Emcure
Pharmaceuticals USA,
. New
. - . A HDPE bottl 60 for th
Apr-20 |Stavudine (d4T) 15 mg Capsule Bristol 1}\)’[}37 €ISy ersey (manpfacturmg Us Bl ore ot a?g;:f;ee;i?g{?\?ilegsor e
Squi and primary ister 14
packaging), USA.
Bristol-Myers Squibb,
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International Non-proprietary name

Strength/ Dose

Dosage form

Supplier/
Manufacturer(s)

Manufacturing site

Material

Reason for delisting

Delisted
from

Unit-III, 22-110,

Industrial
Apr-20 |Stavudine (d4T) 15 mg Capsule H(E[Ie;ici):ggbs Dev(t;lolc)lr‘nentt1 Area, India HDPE Bottle | 60, 100, 1000 Not a?g;gf;iﬁ?&?g?ﬁfgsfor the
eedimetla,
Hyderabad
Aspen .
Apr-20 |Stavudine (d4T) 20 mg Capsule Phairil;care PortK](*:)ilsztzlr)leth, South Africa Glass bottle 60 Not altlf:aﬁleeicgfnfg\e,;ﬁgsfor the
LLIIICUre
. Pharmaceuticals USA
. Bristol-Myers ’ USA HDPE bottle 60 Not anymore recommended for the
Apr-20 |Stavudine (d4T) 20 mg Capsule Squibb New ‘ Blister 14 treatment of HIV/AIDS
Jersey (manufacturing
and rnminn o
Hetero labs Unit-1II, 22-110, Not ded for th
Apr-20 |Stavudine (d4T) 20 mg Capsule limited S Ilndustri{:cl}Air India HDPE Bottle | 60,100, 1000 | = “ 00 NV /ADS
evelonment Area.
Aspen .
Apr-20 |Stavudine (d4T) 30 mg Capsule Phairil;care PortKl(j)lilsztaetI)leth, South Africa | Glass bottle 60 Not a?fgféee;icggl{ﬁl$7§fg;°r the
Macleods ded for th
Apr-20 |Stavudine (d4T) 30 mg Capsule Phlarlr?aciugc Kachigam, Daman India HDPE Bottle 60 Not arggﬁféﬁ?&%;ﬁmor the
als Limite
LIncure
Pharmaceuticals USA,
. Bristol-Myers New USA HDPE bottle 60 Not anymore recommended for the
Apr-20 |Stavudine (d4T) 30 mg Capsule Squibb  |Jersey (manufacturing Blister 14 treatment of HIV/AIDS
and primary
nanlracina) TTIQA
. Mylan . Sinnar,Nashik . HDPE Bottle; 60; Not anymore recommended for the
Apr-20 |[Stavudine (d4T) 30mg Capsule Labolliitlorles Maharashtra India Blister 10 treatment of HIV/AIDS
36/7,
Strides Suragajakkanahalli Not ded for th
. . . ot anymore recommended 101 the
Apr-20 |[Stavudine (d4T) 30 mg Capsule éfgﬂig 12(1111:1:];(1’} ;lrl(l)lis India HDPE bottle 60 treatment of HIV/AIDS
Bangalore
Unit-III, 22-110,
Hetero labs Indusrial Not ded for th
Apr-20 |Stavudine (d4T) 30 mg Capsule limited Dev;lo;;nen;cl Area, India HDPE Bottle | 60, 100, 500 ° a?f:;f;i;icgfllﬁnf?/ﬁmor ¢
eedimetla,
Hyderabad
[300mg + 300mg] Tablets Mylan Sinnar,Nashik, Alu/Alu Blister; (1+2) per N ded for th
Apr-20 |[Lamivudine+Tenofovir]+Nevirapine +3200mg 3 5 ( co- Laboratories Maharashtra India Blister in blister; ot arggfgli;icgfr?{nﬁ;ﬁmm e
5 packaged) Ltd Village Theda. Post Carton 2 blisters in a
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Delisted
from

International Non-proprietary name

Strength/ Dose

Dosage form

Supplier/

Manufacturer(s)

Manufacturing site

Material

Reason for delisting

[Lamivudine+Tenofovir disoproxil fumarate] Co-Blistered | Hetero labs Hetero La.s Limited di i ! B ister Not anymore recommended for the
Apr-20 + Nevirapine (300+300mg) + 200mg tablets limited Unit IIT India Co Blister cont:funs(l-.ir2) treatment of HIV/AIDS
22-110. I D A, 10 blistersin a
[Lamivudine+Tenofovir disoproxil fumarate] Co-Blistered Macleods . . . . one garton Not anymore recommended for the
Apr-20 + Nevirapine (300+300mg) + 200mg tablets Pharmaceutic| Kachigam, Damam India Alu/Alu blister | contains one treatment of HIV/AIDS
als Limited TS0 bl(ilster of one
. . . . . . Co packaged | Hetero labs ._ ’ . PVC/Alu 10 doses on one Not anymore recommended for the
Apr-20 |[Lamivudine + Zidovudine] + Nevirapine [150mg+300mg]+200mg ’gabletg limited Industrial India Blister;/ Blister blister sheet tf;gtmem of HIV/AIDS
development Area. and A chaste
Each card
contains 6
Co packaged | Pharmacare Fairclough Road, lamivudine / Not anymore recommended for the
Apr-20 |[Lamivudine + Zidovudine] + Nevirapine [150mg+300mg]+200mg Tablet Ltd Korsten, Port South Africa | Blister cards. zidovudine tf:;tment of HIV/AIDS
’ Elizabeth, 6020, tablets and 6
nevirapine
tablets.
36/7,
Co packaged Strides Suragaj akkanahalli Not anymore recommended for the
Apr-20 |[Lamivudine + Zidovudine] + Nevirapine [150mg+300mg]+200mg Tablet Arcolab Indlavadi cross India HDPE Bottle (60)+60 tf;gtment of HIV/AIDS
Limited Anekal Taluk
Bangalore
Sinnar Nashik,
Maharastra;
Waluj, Aurangabad,
Maharashtra,
N Mylan India; Mission HDPE bottle ; 60
Apr-20 |Lamivudine + Nevirapine + Zidovudine 150 mg + 200 mg + 300 Tablet Laboratories | Vivacare Limited, India PVC/PVdC/Alu 6 XO’ . ot ai’fﬁ:&iﬁ?&?ﬁ}lﬁggr the
ms Ltd Pithampur, Dhar, blister; 10;
M.P., India; Shasun
Pharmaceutical Ltd,
Periyakalapet,
Puducherry
Cipla Ltd, Goa,UNIT-
ITI & UNIT-IV India;
Cipla Ltd, Indore,
SEZ; Mylan
Pithambur, Dhar
150 mg + 200 mg + 300 Dist., Madhya India Not anymore recommended for the
Apr-20 |Lamivudine + Nevirapine + Zidovudine Tablet Cipla Ltd. Pradesh; Ueand HDPE bottle 30, 60, 500 tf:;tment of HIV/AIDS
ms Quality Chemical sanaa
Industries Ltd,
Kampala, Uganda;
Cipla Ltd Baddi,
Himachal Pradesh,
India
Unit-II1I, Jeedimetla,
Hyderabad, Andhra
e e .. . . 150 mg + 200 mg + 300 Hetero labs Pradesh, India; . Blister; 10; nymore recommended for th
Apr-20 |Lamivudine + Nevirapine + Zidovudine n?g & &§+3 Tablet limited Unit-V, Mahaboob India HDPE bottle 60, 100, 500 Not atz’gfmeeni?f HI\? /ilegso the
Nagar, Andhra
Pradesh
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D::)Srt:d International Non-proprietary name Strength/ Dose Dosage form Ma::ll}; I;illf:e/ =1 Manufacturing site Material Reason for delisting
Sun Paonta Sahib,
150 mg + 200 mg + 300 Pharmaceutic Himachal Pradesh; HDPE Bottle 60 Not ded for th
. . . . . . . P ot anymore recommended 1or the
Apr-20 |Lamivudine + Nevirapine + Zidovudine me Tablet Al Industries Shasu'n India / PVc!c/ PVC 10 treatment of HIV/AIDS
Lid Pharmaceutical Ltd, blister
Puducherry,
150 mg + 200 mg + 300 Macleods Kachigam, Daman ded for th
Apr-20 |Lamivudine + Nevirapine + Zidovudine n?g & g+3 Tablet Pharrr.lac-eutic Bagd di ,H.P. India HDPE Bottle 60 Not a?f;gf;eeflicgfr?{r?\?}lﬁljsor the
als Limited ’
. Unit III, Survey No.
i .1 . . . 150 mg + 200 mg + 300 Aurobindo ’ . HDPE Bottle; 60; Not anymore recommended for the
Apr-20 |Lamivudine + Nevirapine + Zidovudine me Tablet Pharma Ltd | 313 &314 Bachupally, India Blister 10 treatment of HIV/AIDS
Quthubullabur
Strides Universal Corporation
. Ltd, PO Box 1748, Club
Apr-20 |Lamivudine + Nevirapine + Zidovudine 150 mg + 200 mg + 300 Film coated Ph.arma Road, Plot No 13777, India HDPE bottle 60 Not anymore recofmmended for the
mg Tablet Science Kikuyu, 902, Kenya treatment of HIV/AIDS
Limited Strides Pharma Science
Abr-20 | Lamivudine + Nevirapine + Zidovudine 150 mg + 200 mg + 300 | Film coated | Micro Labs 1P10§zl\11101' Sr;ﬁgget?ns_& India Alu/PVC/PVdC | Alu/PVC/PVAC| Not anymore recommended for the
P P mg Tablet Ltd 9 ’ ; Bottle HDPE | ; Bottle HDPE treatment of HIV/AIDS
Phase IV. Verna
Tablet for HDPE bottle;
. . . . L-139 to L-146, UNITH . . ’ 30, 60, 1000; | Not anymore recommended for the
Apr-20 |Lamivudine + Stavudine 30 mg + 6mg Oral. Cipla Ltd. 111 & VI, Verna Goa India Blister 14 treatment of HIV/AIDS
Suspension
Tablet for HDPE bottle;
. . . . L-139 to L-146, UNITH . . ’ 30, 60, 1000; | Not anymore recommended for the
Apr-20 |Lamivudine + Stavudine 60 mg + 12mg Oral. Cipla Ltd. 111 & VI, Verna Goa India Blister 11 treatment of HIV/AIDS
Suspension
Patalganga, N ded for th
Apr-20 |Lamivudine + Stavudine 150 mg + 30 mg Tablet Cipla Ltd. |L-139 to L-146, UNITH India HDPE bottle | 60,30,1000 | o oV AIDS
III & VI, Verna Goa
36/7,
Strides Suragajakkanahalli N ded for th
Apr-20 |Lamivudine + Stavudine 150 mg + 30 mg Tablet Arcolab Indlavadi cross India HDPE Bottle 60 ot a?ryégf;ee;etcgf?gs?Astort ¢
Limited Anekal Taluk
Bangalore
Macleods Not ded for th
Apr-20 |Lamivudine + Stavudine 150 mg + 30 mg Tablet Ph]ar?}ac-?u:cqic Kachigam, Daman India HDPE Bottle 60 0 a?f:;f;lee;etcgfﬁlg%lAIeDsor ¢
Unit III 22-110,
. . . Hetero labs I.D.A., Jeedimetla . 30, 60, 100, Not anymore recommended for the
Apr-20 |Lamivudine + Stavudine 150 mg + 30 mg Tablet limited Jeedimeta, India HDPE Bottle 500 treatment of HIV/AIDS
Hyderabad
Apr-20 |Lamivudine + Stavudine 150 mg + 30 mg Tablet Phafﬁi € | Strides Ltd, Banglore India HDPE Bottle 60 Not a?f:;f;i;icgfr?ﬁl;ﬁfgsfor the
. . .. . Dispersible . Plot No. L-139, L146- . Not anymore recommended for the
Apr-20 |Lamivudine + Nevirapine + Stavudine 30 mg + 50 mg + 6 mg Tablet Cipla Ltd. Verna, Goa India HDPE bottle 60, 1000 treatment of HIV/AIDS
. . . . . Dispersible . Plot No. L-139, L146- . Not anymore recommended for the
Apr-20 |Lamivudine + Nevirapine + Stavudine 60 mg + 100 mg + 12 mg Tablet Cipla Ltd. Verna, Goa India HDPE Bottle 60, 1000 treatment of HIV/AIDS
. . . . . . R uu,u;a i . Not anymore recommended for the
Apr-20 |Lamivudine + Nevirapine + Stavudine 150 mg +200 mg+ 30 mg Tablet Cipla Ltd. Patalgail‘ga, India; India HDPE bottle | 30; 60; 1000 ° tf:;tment of HIV/AIDS
LIIICULC =
Apr-20 |Lamivudine + Nevirapine + Stavudine 150 mg +200 mg+ 30 mg Tablet Plzarfr}ac.eu‘gic Hinjwadi, Pune India HDPE bottle 60 Not a?fgf;ee;i?g{?\iﬁfgsfor the
= "LVLyTaﬁ" P .
Apr-20 |Lamivudine + Nevirapine + Stavudine 150 mg +200 mg+ 30 mg Tablet Laboratories Sﬁ;ﬁ;ﬁ:ﬁgf’ India HDPE Bottle 60 Not a?f:;f;i;i?&?&?jfgsfor the

h I |
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International Non-proprietary name

Strength/ Dose

Dosage form

Supplier/
Manufacturer(s)

Manufacturing site

Material

Reason for delisting

Not anymore recommended for the

vwalanaon

Tnnn

Apr-20 |Lamivudine + Nevirapine + Stavudine 150 mg +200 mg+ 30 mg Tablet P111arfr.1ac.eu”c]ic Kachigam, Daman India HDPE Bottle 60 treatment of HIV/AIDS
= SUiies” 39775
Apr-20 |Lamivudine + Nevirapine + Stavudine 150 mg +200 mg+ 30 mg Tablet Arcolab Suragajakkanahalli India HDPE Bottle 60 Not arggﬁ;ifﬁ?ggg?ﬁfgsfor the
h SIS NP | Y. 11 3 . .
Apr-20 |Lamivudine + Nevirapine + Stavudine 150 mg +200 mg+ 30 mg Tablet Phalali € | Strides Ltd, Banglore India HDPE Bottle 60 Not a?f;gfg;ﬁ?&?&?ﬁfgsfor the
Apr-20 |(Emtricitabine + Nevirapine) +Tenofovir (200+200)+ 300 Tablets co- Labl\(gll?g?;lries Sinnar,Nashik, India Alu/Alu blister iﬂﬁlgi Not anymore listed on US FDA
P P 3 packed Ltd Maharashtra blisters in a webpage
carton
Edict
. Pharmaceutic . . HDPE Not anymore listed on US FDA
Apr-20 |Efavirenz (EFV) 600 mg Tablet als Private Chennai India container 30 webpage
Limited
Mount Vernon,
Powder for |Bristol-Myers Indiana, USA; Anagni Not listed on WHO PQ
_ . . - ot anymore listed on
Apr-20 |Didanosine (ddI) 2g Oral Solution Squibb (Se;condary USA Glass Bottle 2g webpage
packaging and batch
release), Italy
. . Powder for |Bristol-Myers Meymac France Not anymore listed on WHO PQ
Apr-20 | Didanosine (ddI) 10 mg / ml Oral Solution Squibb Evansville, Indiana, USA HDPE bottle 28 webpage
. . Bristol-Myers . Not listed on WHO P
Apr-20 |Didanosine (ddI) 25 mg Tablet Squibg Emcure, New jersy USA HDPE bottle 60 © anymorviefngg " Q
. . Bristol-Myers . Not anymore listed on WHO PQ
Apr-20 |Didanosine (ddI) 50 mg Tablet Squibb Emcure, New jersy USA HDPE bottle 60 webpage
. . Bristol-Myers . Not listed on WHO P
Apr-20 |Didanosine (ddI) 100 mg Tablet Squibg Emcure, New jersy USA HDPE bottle 60 © anymorieﬁngg . Q
Capsule Mylan Sinnar,Nashik N. listed on WHO P
Apr-20 |Didanosine (ddI) 125 mg Delayed | Laboratories Maharashtra India HDPPE Bottle 30, 500 ot anymorvieﬁlt)zgg " Q
release Ltd
Apr-20 |Didanosine (ddI) 150 mg Tablet Brlsgglll-ilgflg 1" Emcure, New jersy USA HDPE bottle 60 Not anymor&iﬁ;zig n WHO PQ
Capsule Mylan Sinnar,Nashik N listed on WHO P
Apr-20 |Didanosine (ddI) 200 mg Delayed | Laboratories Maharashtra India HDPE bottle 30, 500 O ehpage <
release Ltd
Capsule Barr N listed on WHO P
Apr-20 |Didanosine (ddI) 200 mg Delayed |Laboratories, Pomona, NY USA Bottle 30 ot anymorveveltf;zg: " Q
release Inc.
Capsule Mylan Sinnar,Nashik N. listed on WHO P
Apr-20 |Didanosine (ddI) 250 mg Delayed Laboratories Maha’rashtra ’ India HDPE Bottle 30, 500 ot anymorvielslt)zgg o Q
release Ltd
BI‘iStOl—MyeI‘S POV VELL O Not anymore listed on WHO PQ
Apr-20 |Didanosine (ddI) 250 mg Capsule Squibb Indiana, USA; USA Blister 30 Y webpage
Capsuie Darr Anmocni [Meimaw o = isted
Apr-20 |Didanosine (ddI) 250 mg Delayed |Laboratories, Pomona, NY USA Bottle 30 Not anymore listed on WHO PQ

webpage
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Delisted International Non-proprietary name Strength/ Dose Dosage form Sty Manufacturing site Material Reason for delisting

from Manufacturer(s)
Capsule Mylan Sinnar,Nashik Not listed on WHO PQ
- 1 1 : ’ ) : ot anymore listed on
Apr-20 |Didanosine (ddI) 400 mg Delayed | Laboratories Maharashtra India HDPE Bottle 30, 500 webpage
release Ltd
Mount Vernon,
Indiana, USA;
. . Bristol-Myers| Anagni (Primary and . Not anymore listed on WHO PQ
Apr-20 |Didanosine (ddI) 400 mg Capsule Squibb secondary packaging USA Blister 30 webpage
and batch release),
Italy
Capsule Barr N listed on WHO P
Apr-20 |Didanosine (ddI) 400 mg Delayed |Laboratories, Pomona, NY USA Bottle 30 ot anymorviellf;zgg o Q
release Inc.
Mylan Laboratories
Ltd, Plot No H-12 &
Mylan H13 MIDC Walyj PVC/Alu blister isted o
Apr-20 |Aciclovir 200 mg Tablet Laboratories |Industrial Area, India PVC/PVdC/Alu 10x1 Not anymorvief;g: n WHO PQ
Ltd Aurangabad, blister
Mabharashtra, 431
136, India
Unit 5, Survey No
439, 440, 441 & 458
TSIIC Formulation
. . Hetero labs |SEZ, Polepally . Not anymore listed on WHO PQ
Apr-20 |Aciclovir 400 mg Tablet limited  |Village, Jadcherla India El(lilifiner 500x1, 100X1 webpage
(M), Mahaboob
Nagar District,
Telangana, 509 301
Mylan Mylan Laboratories PVC/ATIu blister isted o
Apr-20 |Aciclovir 400 mg Tablet Laboratories |Ltd, Plot No H-12 & India PVC/PVdC/Alu 10x1 Not anymorvielslt;gg n WHO PQ
I1td H1i2 MIDC Walui hlicter
Meditabs .
Apr-20 |Abacavir (ABC) as sulfate 20 mg / ml Oral Solution| Specialities | Satara, Maharastra India PET Bottle 100ml ot anymoriiﬁ;‘;g n WHOPQ
Pvt Ltd
Unit III 22-110
Industrial
) . Hetero labs development Area . Not anymore listed on WHO PQ
Feb-20 |Abacavir (ABC) as sulfate 20 mg / ml Oral Solution limited Jeedimetla, India HDPE Bottle 240ml webpage
Hyderabad Andhra
Pradesh, India
. 10
. . . PVC/Alu blister Not ded for th
Feb-20 |Ofloxacin 200mg Tablet Remedica Limassol Cyprus HD/PE bottle 100,500, 0 i?ﬁ&ieniegfﬁ?:;josg ¢
1000
. . . HDPE Bottle; |100, 500, 1000;| Not anymore recommended for the
Feb-20 |Ofloxacin 400mg Tablet Cipla Ltd Patalganga India Alu/PVC Blister 10 troatment of Tuberculosis
. Micro Labs . . HDPE Bottle; 100 Not anymore recommended for the
Feb-20 |Ofloxacin 4oomg Tablet Ltd Hosur, Tamilnadu India PV/Alu Blister 10 treatment of Tubereulosis
. 10
. . . PVC/Alu blister Not ded for th
Feb-20 |Ofloxacin 400mg Tablet Remedica Limassol Cyprus HD/PE bottle 100,500, 0 i?ﬁ&ieniegfﬁ?:;uiosizr ¢
1000
. powder for Panpharma . Not anymore recommended for the
Feb-20 |Kanamycin 18 injection Laboratory Fougeres France Glass vial 20 treatment of Tuberculosis

List of delisted products, 27th November 2020 10/24



Delisted

from

International Non-proprietary name

Strength/ Dose

Dosage form

Supplier/
Manufacturer(s)

Manufacturing site

Material

Reason for delisting

List of delisted products, 27th November 2020

11/24

Unit 2, Plot No 25-27,
owder for Macleods Survey No 366, Not ded for th
Feb-20 |Kanamycin (sulfate) 1g powdel Pharmaceutica| Premier Industrial India Glass vial 10ml 1 ot anymore recorimenced ‘or the
injection . treatment of Tuberculosis
J 1Ltd Estate, Kachigam,
Daman, 396 210
Hisun Xialian Village, Xukou
) . . powder for |Pharmaceutica| Town, Hangzhou City, . . Not anymore recommended for the
Feb-20 |Kanamycin (acid sulfate) 1g injection 1 (Hangzhou) Zhejiang Province China Vial Glass Type I 1X1 treatment of Tuberculosis
Co Ltd 311404
Unit 2, Plot No 25-27,
powder for Macleods Survey No 366, Not anymore recommended for the
Feb-20 |Kanamycin (sulfate) 500mg iniection Pharmaceutica| Premier Indqstrlal India Glass vial 10 ml 1 treatment of Tuberculosis
J 1Ltd Estate, Kachigam,
Daman, 396 210
Hisun Xialian Village, Xukou
) . . powder for |Pharmaceutica| Town, Hangzhou City, . . Not anymore recommended for the
Feb-20 |Kanamycin (acid sulfate) 500mg injection 1 (Hangzhou) Zhejiang Province China Vial Glass Type I 1X1 troatment of Tubereulosis
Co Ltd 311404
Pharmaceutical Factory
No. 38 Chuangye Road
North, Jinwan district,
Zhubhai,
GuangdongBlock:
. solution for . . Production Line: Po8 . 3ml Glass Not anymore recommended for the
Feb-20 |Kanamycin 500mg/2ml injection Livzon, China small volume injection China ampoule 10 treatment of Tuberculosis
workshop for
production
Building number: Po8
Zip:519045
. Pharmaceutical Factory
. solution for . . . 3ml Glass Not anymore recommended for the
Feb-20 |Kanamycin 1g/3ml injection Livzon, China E(())rf,hS ?i};llij;lﬂ?si?gtd China ampoule 10 treatment of Tuberculosis
solution for
injection- Meiji Seika Not ded for th
. ot anymore recommended 10r the
Feb-20 |Kanamycin 1g/4ml dR(‘)u-tet oft. Pharma Tokyo Japan Glass ampoule 10 troatment of Tubereulosis
administratio
n:IM
Lupin India Rid e Ao potLe MUEES 1000 Not anymore recommended for the
Feb-20 |Isoniazid+Rifampicin 150mg+150mg Tablet Ltd Fgcﬂlties,Q]S‘/los[ii?1 1 India N /Ellrf:[%xmn e treatment of Tuberclosis
Caara R — -
.. . . PVC / PVdCV/ Not anymore recommended for the
Feb-20 |Ethambutol + Isoniazid 400 mg + 150 mg Tablet Pharlmerl(iiutlc Dholka, Ahmedabad India Alu blister 10, 28 troatment of Tuberculosis
. powder for o . . % Not anymore recommended for the
Feb-20 |Capreomycin 1g injection Akorn Akorn, Illinois USA Glass vial 1, 1*10 treatment of Tuberculosis
owder for KING VIANEX S.A. - PIANTC, Not dod for th
Feb-20 |Capreomycin 1g poweer Pharmaceutic| 16th km Marathonos Greece Glass vial 1 or enyriore recfo ITn Igen ‘i orHe
aneCtlon alo T 3vmitnd Axrn Dallini: A+l treatment o ubercuiosis
powder for Vianex S.A. - Plant C', Not ded for th
. o e . . . ot anymore recommended 1or the
Feb-20 |Capreomycin 1g injection for Vianex 16th km Mal.‘atho.n(')s Greece Glass vial 1 troatment of Tubereulosis
IM use Ave., Pallini, Attiki,
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F1ISUT Fuyang, riangznouv
. powder for . o 2 e . . Not anymore recommended for the
Feb-20 |Capreomycin 1g injection Pharm?ceutlc Clt]})/', Zhejlang China Glass vial 1 treatment of Tuberculosis
powder for Aspen KOI‘YS‘:(\(;YI‘IYl ,1;:)1"[ Not anymore recommended for the
. , . .
Feb-20 |Capreomycin 1g injection Phal;r?gcare Elizabeth South Africa Glass vial 1 treatment of Tuberculosis
Powder for acleoas macleods Not anymore recommended for the
Feb-20 |Capreomycin 1g iect; Pharmaceutic| Pharmaceutical Ltd, India Glass vial 1 treatment of Tubereulosis
aneC on al T+A4 Wanhicam Naman
Powder for L YOTHL LU Not anymore recommended for the
Feb-20 |Capreomycin 1g N International | Pharmaceutical Co China Glass vial 1g vialx10 o :
injection p. s A N D o treatment of Tuberculosis
Powder for “Mylan | Mylafl Lapotatories. Not ted for th
. . . . . . ot anymore recommended 1or the
Feb-20 |Capreomycin (sulfate) 1g injection LaboIra:orles I;\lelted E{SF], P}?t India Type 1 glass vial 1gx1 treatment of Tuberculosis
Powder for Macléods °Nracie6as - Not ded for th
. . . . . ot anymore recommended 1or the
Feb-20 |Capreomycin (sulfate) 0.5g Iniection Pharmaceutica| Pharmaceuticals Ltd, India Glass vial 10 ml troatment of Tuberculosis
J la T+d ITnit o Dlat NIa nr_
. . Film coated . . 7 (2*7 tablets in| Not anymore recommended for the
Feb-20 |Clarithromycin 250mg Tablet Remedica Limassol Cyprus Alu/PVC carton box) treatment of Tuberculosis
. . . . . Not anymore recommended for the
Feb-20 |Clarithromycin 250mg Tablet Medochemie Limassol Cyprus Blister 14 treatment of Tubereulosis
. PVC/PVAC AU [ 0,7,3,10,12,14,1
. . Micro Labs . . . ’ Not anymore recommended for the
Feb-20 |Clarithromycin 250mg Tablet Lid Hosur, Tamilnadu India Blister 6,20 treatment of Tuberculosis
t LINDE hattla 1NN o
HoL T Sunshine Lake Not ded for th
. . . . ot anymore recommended 10r the
Feb-20 |Clarithromycin 250mg Tablet r‘C’}‘ir:t\)n}‘I“," Pharma Co., Ltd. China Blister 10 treatment of Tuberculosis
SUISTINE DongGuan PVC/PVDC/Alu| 6, 10, 12,14, 15, | Not ded for th
Feb-20 |Clarithromycin 250mg Tablet Lake Pharma . China . S o Tuberoulosie
o Tad GuangDong Province strip 16, 20, 24
. . Film coated . . 7 (2*7 tablets in| Not anymore recommended for the
Feb-20 |Clarithromycin 500mg Tablet Remedica Limassol Cyprus Alu/PVC carton box) treatment of Tuberculosis
. . . . . Not anymore recommended for the
Feb-20 |Clarithromycin 500mg Tablet Medochemie Limassol Cyprus Blister 14 treatment of Tubereulosis
. . Strandhaven . Not anymore recommended for the
Feb-20 Clarlthromyeln 500mg Tablet UK Essex UK Blister 14 treatment of Tuberculosis
. 0,7/,8,10,1Z,14,1
. . Micro Labs . . 2 Not anymore recommended for the
Feb-20 |Clarithromycin 500mg Tablet Ltd Hosur, Tamilnadu India Alu/PVC 6,20 treatment of Tuberculosis
b L el Sunshine Lake e Not anymore recommended for the
Feb-20 |Clarithromycin 500mg Tablet n(il}ll?ﬂ," Pharma Co., Ltd. China Blister 10 treatment of Tuberculosis
O UIISIIIIIE
. . DongGuan . PVC/PVDC/Alu| 10, 14, 16, 20
Feb-20 |Clarithromycin 500mg Tablet  |Lake Pharma 5 . China /PVDC/ > 14, 16, 20, | Not anymore rech?“{;endﬁd for the
A Tad GuangDong Province strip 42, 100 treatment of Tuberculosis
e Waluyj, Aurangabad Not ded for th
. . . 9 9 . Ot anymore recommended 1or the
Feb-20 |Clarithromycin 500mg Tablet Laboratories Maharash India HDPE bottle 60 treatment of Tuberculosis
T aharashtra
European European Egyptian
Jan-20 |Sofosbuvir 400 mg Tablet Egyptian Pharmaceuticals Egypt HDPE Bottle 28 GMP non compliance
Pharmaceunticals | Industries Co. PO Box 111.
S KANT PLOT NO. 1802-18035,
Jan-20 Amodiaquine (as Hydrochloride) + Sulfadoxine/ mg+ 250mg/ 12.5m Co-blistered HEALTHCARE G.I.D.C. PHASE III, VAPI INDIA Alu-PVC/PVdC co- s’ 20! GMP non compliance of FPP
Pyrimethamine 7omg+ 250mg/ 12.5mg Disp tablet LIMITED 396 195. GUJARAT, blister 5,5 manufacturing site
INDIA
S KANT PLOT NO. 1802-18035,
Amodiaquine (as Hydrochloride) + Sulfadoxine/ Co-blistered G.1.D.C. PHASE III, VAPI Alu-PVC/PVdC co- . GMP non compliance of FPP
Jan-20 . . 150mg +500mg/ 25mg . HEALTHCARE INDIA . 25', 50 . .
Pyrimethamine Disp tablet LIMITED 396 195. GUJARAT, blister manufacturing site
INDIA
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Delisted

International Non-proprietary name

from

Jan-20 |Dihydroartemisinin/Piperaquine phosphate

Strength/ Dose

20mg +160mg

Dosage form

Disp tablet
FDC

Supplier/
Manufacturer(s)

Guilin

Manufacturing site

Oral Solid Dosage
Workshop IT
No. 43, Qilidian Road,
Guilin 541004,
Guangxi

China

PA/Alu/PVC/Alu

3x1

Reason for delisting

Product WhO PQ on 19th
November 2019

Jan-20 |Dihydroartemisinin/Piperaquine phosphate

40mg +320mg

Disp tablet
FDC

Guilin

Oral Solid Dosage
Workshop IT
No. 43, Qilidian Road,
Guilin 541004,
Guangxi

China

PA/Alu/PVC/Alu

3x1

Product WhO PQ on 19th
November 2019

Jan-20 |Dihydroartemisinin/Piperaquine phosphate

8omg + 640mg

Tablet FDC

Guilin

Oral Solid Dosage
Workshop IT
No. 43, Qilidian Road,
Guilin 541004,
Guangxi

China

PA/Alu/PVC/Alu

6x1

Product WhO PQ on 19th
November 2019

Jan-20 |Dihydroartemisinin/Piperaquine phosphate

40mg +320mg

Tablet FDC

Guilin

Oral Solid Dosage
Workshop II
No. 43, Qilidian Road,
Guilin 541004,
Guangxi

China

PA/Alu/PVC/Alu

ox1

Product WhO PQ on 19th
November 2019

Nov-19 |Zidovudine

300mg

Tablets

Aurobindo
Pharma Ltd

Unit III Survey No.
313, Bachupally,
Quthubullapur,

Hyderabad, Andhra

Pradesh
Unit-VII (SEZ),
Mahaboob Nagar
(DT), Andhra
Pradesh

India

HDPE bottle;
Blister

60;
10

Voluntary withdrawal

Nov-19 |Zidovudine

100mg

Capsules

Aurobindo
Pharma Ltd

Unit IIT Survey No
313 and 314,
Bachupally
Quthubullapur
Mandal Hyderabad,
Anda Pradesh
Unit-VII (SEZ),
Mahaboob Nagar
(DT), Andhra
Pradesh

India

HDPE bottle;

Blister

100

10

Voluntary withdrawal

Nov-19 |Stavudine (d4T)

30 mg

Capsule

Aurobindo
Pharma Ltd

Unit I1I, Survey No.
313 &314 Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE bottle

60

Voluntary withdrawal

Nov-19 |Stavudine (d4T)

20 mg

Capsule

Aurobindo
Pharma Ltd

Unit II1, Survey No.
313 &314 Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE bottle

60

Voluntary withdrawal
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International Non-proprietary name

Strength/ Dose

Dosage form

Supplier/
Manufacturer(s)

Manufacturing site

Material

Reason for delisting

Delisted
from

Nov-19

Stavudine (d4T)

15 mg

Capsule

Aurobindo
Pharma Ltd

Unit III, Survey No.
313 &314 Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE bottle

60

Voluntary withdrawal

Nov-19

Lamivudine + Zidovudine

150 mg + 300 mg

Tablet

Aurobindo
Pharma Ltd

Unit III Survey,
Hyderabad, Andhra
Pradesh
Unit-VII (SEZ),
Andhra Pradesh

India

HDPE bottle;
Blister

60;
10

Voluntary withdrawal

Nov-19

Lamivudine + Zidovudine

30 mg + 60 mg

Tablet

Aurobindo
Pharma Ltd

UNIT III, Survey No.
313 and 314,
Bachupally
Quthubullapur
Mandal, Hyderabad,
Andhra Pradesh

India

HDPE Bottle;
Blister

60, 1000;
10

Voluntary withdrawal

Nov-19

[Lamivudine+Tenofovir disoproxil fumarate]

+ Nevirapine

(300+300mg) + 200mg

Co-Blistered
tablets

Aurobindo
Pharma Ltd

Aurobindo Pharma
Limited, Unit VII
(SEZ)
Andhra Pradesh

India

Blister

1 Blister
contains(4+2)
15 blisters in a

box.

Voluntary withdrawal

Nov-19

Lamivudine (3TC)

300 mg

Tablet

Aurobindo
Pharma Ltd

Unit IIT Survey No.
313, Bachupally,
Quthubullapur
Mandal, Hyderabad,
Andhra Pradesh,

India

HDPE Bottle;
Blister

30;
10

Voluntary withdrawal

Nov-19

Lamivudine (3TC)

150 mg

Tablet

Aurobindo
Pharma Ltd

Unit IIT Survey No.
313, Bachupally,
Quthubullapur
Mandal, Hyderabad,
Andhra Pradesh,
Unit-VII (SEZ),
Mahaboob Nagar
(DT), Andhra
Pradesh

India

HDPE Bottle;
Blister

60;
10

Voluntary withdrawal

Nov-19

Emtricitabine

200 mg

Capsule

Aurobindo
Pharma Ltd

Unit - IIT Survey No.
313 & 314,
Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE Bottle,
Blister

30, 500
10

Voluntary withdrawal

Nov-19

Efavirenz + [Lamivudine + Zidovudine]

600 mg + [150 mg + 300
mg]

Tablet

Aurobindo
Pharma Ltd

Unit - IIT Survey No.
313 & 314,
Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

PVC/PE/Aclar-
Al foil ; Carton

6 blisters per
box
Each blister has
5x(2+1)

Voluntary withdrawal
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from

International Non-proprietary name

Strength/ Dose

Dosage form

Supplier/
Manufacturer(s)

Manufacturing site

Material

Reason for delisting

Nov-19

Efavirenz (EFV)

100mg

Tablet

Aurobindo
Pharma Ltd

Unit III, Survey No.
313 &314 Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE Bottle;
Blister

Voluntary withdrawal

Nov-19

Efavirenz (EFV)

50 mg

Capsule

Aurobindo
Pharma Ltd

Unit III, Survey No.
313 &314 Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh
Unit-VII (SEZ),
Mahaboob Nagar
(DT), Andhra
Pradesh

India

HDPE bottle;
Blister

30
10

Voluntary withdrawal

Nov-19

Didanosine (ddI)

400 mg

Capsule
Delayed
release

Aurobindo
Pharma Ltd

Unit - III Survey No.
313 & 314,
Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE bottle;
Blister

30, 500;

Voluntary withdrawal

Nov-19

Didanosine (ddI)

250 mg

Capsule
Delayed
release

Aurobindo
Pharma Ltd

Unit - IIT Survey No.
313 & 314,
Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE bottle;
Blister

30, 500
10

Voluntary withdrawal

Nov-19

Didanosine (ddI)

200 mg

Capsule
Delayed
release

Aurobindo
Pharma Ltd

Unit - IIT Survey No.
313 & 314,
Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE Bottle
Blister

30, 500;
10

Voluntary withdrawal

Nov-19

Didanosine (ddI)

125 mg

Capsule
Delayed
release

Aurobindo
Pharma Ltd

Unit - IIT Survey No.
313 & 314,
Bachupally,
Quthubullapur
Mandal Hyderabad,
Andhra Pradesh

India

HDPE bottle
Blister

30, 500;
14

Voluntary withdrawal

Nov-19

Abacavir + [Lamivudine + Zidovudine]

300 mg + 150 mg + 300
mg

Tablet

Aurobindo
Pharma Ltd

Unit III, Survey 313 &
314, Bachupally,
Quthubullapur
Mandal, Hyderbad,
Andhra Pradesh,

India

PVC / PVdAC /
Aluminum Foil

Blister Card
Contains:
10 + 10
Each Carton
Contains: 60 +
60

Voluntary withdrawal

Nov-19

Levofloxacin

750mg

tablet

Micro Labs
Ltd

(Unit-03)

92, Sipcot Industrial
Complex,
Hosur — 635126,
Tamilnadu

India

HDPE Container
Blister pack

100 ; 10X10

ERP reviewed. Delisted at the
end of the valdity period
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Dglj)srt:d International Non-proprietary name Strength/ Dose Dosage form Ma:::}; I;illf:e/ =1 Manufacturing site Reason for delisting
(Unit-03) (Unit-03)
. . 92, Sipcot
92, Sipcot Industrial Industrial
. . Micro Labs Complex, . Product WhO PQ on the 22nd
Nov-19 |Levofloxacin 100mg disp tablet India Complex, 10X10 ; 10x2
Ltd Hosur — 635126, October 2019
. Hosur — 635126,
Tamilnadu :
Tamilnadu
Dispersible Macleods HDPE container; 1000
Sep 2019 |Isoniazid + Pyrazinamide+Rifampicin 30 mg+ 150 mg+60mg TI;blet Pharmaceutica| Kachigam, Daman India Alu/PVC/PVdc 10 2é Voluntary withdrawal
1 Ltd Blister ’
Chikalthana,
. . . . .. Dispersible Lupin India Aurangabad, India; . . . .
Sep 2019 |Isoniazid + Pyrazinamide+Rifampicin 30 mg+ 150 mg+60mg Tablet Lid Bari Brahmana, India Al/Al strip 15X6; 14x6 Voluntary withdrawal
Jammu (J&K), India
Dispersible Macleods HDPE container; 1000
Sep 2019 |Isoniazid + Rifampicin jomg+ 60mg P Pharmaceutica| Kachigam, Daman India Alu/PVC/PVdc ) Voluntary withdrawal
Tablet . 10, 28
1 Ltd Blister
Chikalthana,
. . - DispersibleTa | Lupin India Aurangabad; . . . .
Sep 2019 |Isoniazid + Rifampicin 3omg+ 60mg blet Ltd Bari Brahmana, India Al/Al strip 15%6; 14X6 Voluntary withdrawal
Jammu (J&K)
Dispersible Macleods HDPE container; 1000
Sep 2019 |Isoniazid + Rifampicin 60omg + 6omg P Pharmaceutica| Kachigam, Daman India Alu/PVC/PVdc ) Voluntary withdrawal
Tablet . 10, 28
1 Ltd Blister
Macleods Alu/PVC/PVdC 10. 28:
Sep 2019 |Ethambutol + Isoniazid 400 mg + 150 mg Tablet Pharmaceutica| Kachigam, Daman India Blister; T Voluntary withdrawal
1000
1Ltd HDPE bottle
Plot No. A-42 (Unit II),
Tablet Co- MIDC, Patalganga, Al/PVC/PE/PVDC ERP reviewed. Delisted at the
Sep 2019 |Daclatasvir+Sofosbuvir 60 mg+ 400 mg blister Cipla Ltd District - Raigad, India blister 7' d of th ) 1dit ‘od
! Mabharashtra, end ot the valdity perio
Pin code: 410 220
Plot No. A-42 (Unit II),
MIDC, Patalganga,
. . District - Raigad, . HDPE bottle ; Alu- . ERP reviewed. Delisted at the
Sep 2019 |Daclatasvir 60 mg Tablet Cipla Ltd Maharashtra, India PVC/PVdC blister 28; 14x2 end of the valdity period
Pin code: 410 220
Hetero Labs Limited Unit-
Vv,
TSIIC Formulation SEZ,
Sy No. 439, 440, 441 & ERP reviewed. Delisted at th
. 458, . reviewed. Delisted at the
Sep 2019 |Daclatasvir 60 mg Tablet Hetero Lab Ltd Polepally Village, India HDPE Bottle 28 end of the valdity period
Jadcherla Mandal,
Mahaboobnagar District,
Telangana
Plot No. A-42 (Unit ID),
MIDC, Patalganga,
) ) District - Raigad, . HDPE bottle ; Alu- ) ERP reviewed. Delisted at the
Sep 2019 |Daclatasvir 30 mg Tablet Cipla Ltd Maharashtra, India PVC/PVdC blister 28; 14x2 end of the valdity period
Pin code: 410 220
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Unit-V,
TSIIC Formulation SEZ,
Sy No. 439, 440, 441 &
. 458, . ERP reviewed. Delisted at the
Sep 2019 |Daclatasvir 30 mg Tablet Hetero Lab Ltd Polepally Village, India HDPE Bottle 28 end of the valdity period
Jadcherla Mandal,
Mahaboobnagar District,
Telangana
Oxalis Labs Village
Theda, P.O
. Lodhimajra, Baddi . Alu/PVC/PE/P Product WhO PQ on the
Sep 201 + + . ’ ’ .
ep 2019 | Artemether + Lumefantrine 40mg +240mg Tablet FDC | Macleods Distt. Solan, India VDC Blister 10X10 2ond August 2019
Himachal Pradesh,
174101
Village Ganguwala,
Sun Paonta Sahib,
. . Pharmaceutic| District Sirmour — . ERP reviewed. Delisted at the
Sep 2019 | Dolutegravir (as Sodium) tablets 50 mg tablets al Industries 173025 India HDPE Bottle 30, 90 end of the valdity period
Limited Himachal Pradesh
Block N-2, Village Block N-2,
Theda; Village Theda;
Post Office Post Office
Lamivudine+Tenofovir disoproxil fumarate + Lodhimajra Tehshil . Lodhimajra Product WhO PQ on thei5th May
S . . . .
ep2019 o Lo 3oomg +300mg+ 400mg | tablet FDC Macleods Baddi, India Tehshil Baddi, 30, 90, 180 2019
Distt.Solan, Distt.Solan,
Himachal Pradesh- Himachal
174101 Pradesh-174101
. Sanofi Famar, Saint Genis .
July 2019 |Chloroquine (as Sulfate) smg/ml ( as base) Syrup . France Bottle 150ml Voluntary withdrawal
Aventis Laval
. Sanofi Famar, Saint Genis Blister .
July 2019|Chloroquine (as Sulfate) 100mg ( as base) Tablet . France 20,100 Voluntary withdrawal
Aventis Laval
July 2019 |Chloroquine (as Sulfate) 3oomg ( as base) Tablet Sanofl Famar, Saint Genis France Blister 4 Voluntary withdrawal
Aventis Laval
July 2019 | Moxifloxacin ( as hydrochloride) 400 mg Tablet Cipla Ltd Patalganga India HDEES],?::ﬂe; 30, 1005’ 1000; Voluntary withdrawal
July 2019| Amikacin ( as sulfate) 500 mg/2ml Injection Cipla Ltd Goa India Glass vial 2ml Voluntary withdrawal
F- 4 & F-12, MIDC,
Mylan Malegaon, . AT
July 2019 | Daclatasvir (dihydrochloride) 60 mg Tablet Laboratories | Sinnar, Nashik - 422 113 India HDPE bottle ,.Alu 28; 10x1 Product WhO PQ on the15th May
. PVC/PVdC blister 2019
Limited Maharashtra
F- 4 & F-12, MIDC,
Mylan Malegaon, . AT
July 2019 | Daclatasvir (dihydrochloride) 30 mg Tablet Laboratories | Sinnar, Nashik - 422 113 India HDPE bottle ,.Alu 28; 10x1 Product WhO PQ on the15th May
. PVC/PVdC blister 2019
Limited Maharashtra
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Delisted
from

July 2019

International Non-proprietary name

Darunavir ethanolate

Strength/ Dose

8oomg

Dosage form

Tablet

Supplier/
Manufacturer(s)

Mylan
Laboratories Ltd

Manufacturing site

FDF-Unit-2, Aurangabad
site,

(Plot No. H-12 and H-13),
MIDC, Waluj Industrial
Area
Aurangabad-431136
Maharashtra

India

HDPE Container

30

Reason for delisting

Product WhO PQ on the1ith June
2019

July 2019

Dolutegravir + Lamivudine + Tenofovir disoproxil
fumarate

50mg+300mg + 300mg

tablet FDC

Macleods

Bock N2, Village Theda,
P.O. Lodhimajra
Tehsil Baddi, Dist.: Solan,
Himachal Pradesh, 174101

India

HDPE Container

30, 90, 100, 180

ERP reviewed. Delisted at the end of the
valdity period

July 2019

Dolutegravir + Lamivudine + Tenofovir disoproxil
fumarate

50mg+300mg + 300mg

tablet FDC

Sun
Pharmaceutical
Industries Ltd

Sun Pharmaceutical
Industries Limited
Village Ganguwala,
Paonta Sahib,
District Sirmour —
173025,
Himachal Pradesh

India

HDPE Container

30,90

ERP reviewed. Delisted at the end of the
valdity period

July 2019

Dihydroartemisinin/Piperaquine phosphate

8omg + 640mg

Tablet FDC

Guilin
Pharmaceuticals

Guilin Pharmaceutical
Co.,Ltd
Oral Solid Dosage
Workshop IT
No. 43, Qilidian Road,
Guilin 541004,
Guangxi,

China

PA/Alu/PVC/Alu
blisters

1X6's

ERP reviewed Product-Validity
not extended until further notice

July 2019

Dihydroartemisinin/Piperaquine phosphate

40mg + 320mg

Tablet FDC

Guilin
Pharmaceuticals

Guilin Pharmaceutical
Co.,Ltd
Oral Solid Dosage
Workshop IT
No. 43, Qilidian Road,
Guilin 541004,
Guangxi,

China

PA/Alu/PVC/Alu
blisters

1xX9's

ERP reviewed Product-Validity
not extended until further notice

July 2019

Isoniazid

100mg

disp tablet

Micro Labs
Ltd

MLo08, Plot No 15/A,
ond Phase,
Kumbalgodu
Industrial Area,
Bangalore, 560 074

India

Alu-Alu strips

10x10; 24x28

Shut down of Plant

July 2019

Moxifloxacin( as hydrochloride)

100mg

disp tablet

Micro Labs
Ltd

MLo08, Plot No 15/A,
ond Phase,
Kumbalgodu
Industrial Area,
Bangalore, 560 074

India

Alu-Alu strips;
Alu-
PVC/PE/PVDC
blisters

10X10; 10X1, 14X1

Shut down of Plant

July 2019

Ethambutol Hydrochloride+ Isoniazid +
Pyrazinamide + Rifampicin

275 mg + 75 Mg + 400 mg

+ 150 mg

Tablet

Micro Labs
Lid

Kumbalgodu,
Bangalore,
Karnataka, India

India

Alu/Alu strip
HDPE Bottle

10x10, 24x28
500

Shut down of Plant

July 2019

Pyrazinamide

150mg

Dispersible
tablets

Micro Labs
Lid

MLo08, Plot No 15/A,
2nd Phase,
Kumbalgodu
Industrial Area,
Bangalore, 560 074

India

HDPE Bottle;
Alu/Alu Strip

100x1,500x1,10
00x1 10X10

Shut down of Plant
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Delisted

from

International Non-proprietary name

Strength/ Dose

Dosage form

Supplier/
Manufacturer(s)

Manufacturing site

MLo08, Plot No 15/A,

Material

Reason for delisting

road

Micro Labs 2nd Phase,
July 2019 | Linezolid 600mg Tablet Ltd Kumbalgodu India Strip,Alu/Alu 4X1 Shut down of Plant
Industrial Area,
Bangalore, 560 074
Strides Shasun 1td- 36/7,
APHl | remether + Lumefantrine Somg+480mg Tablerppe | StfidesShasun | Suragajaldanaballi | g, | PVC/PE/PVDC 6a Product WhO PQ on the ogth of
Taluk Bangalore
Mylan Laboratories
Ltd
April . Mylan . F-4, F-12, Malegaon .
2019 Darunavir 600mg Tablets Laboratories M.I.D.C, India HDPE Bottle | 60;180; 360 Voluntary withdrawal
Ltd Sinnar, Nashik —
422113,
Maharashtra state
Aurobindo Pharma
April |Efavirenz+ Lamivudine + Tenofovir Disoproxil Aurobindo |Limited Unit-VII (SEZ) . Product WhO PQ on the o5th of
2519 P p 600 mg + 300 mg + 300 mg Tablet Pharma Ltd | Mahaboob Nagar (Dt) India HDPE Bottle 30, 90& 500 April 2019
AP
Pharmaceutical Factory
No. 38 Chuangye Road
North, Jinwan district,
| . Zhuhai, GuangdongBlock: Lal
April . solution for . . Production Line: P08 ml Glass Product WhO PQ on the 06th of
2519 Kanamycin 500mg/2ml injection Livzon, China small volume injection TB327 Sampoule 10 Februa(l?y 2019
workshop for production
Building number: Po8
Zip:519045
Pharmaceutical Factory
No. 38 Chuangye Road
North, Jinwan district,
Zhuhai, GuangdongBlock:
April . solution for . . Production Li'ng: PPS 3ml Glass Product WhO PQ on the 06th of
201 Kanamycin 1g/3ml et Livzon, China | small volume injection TB328 1 10 Februam 201
9 jection workshop for production ampouie Iy 2019
Building number: Po8
Zip:519045
April . . Guilin . - S . Alu/PA/Alu/PVC Temporary supsension of
2019 Amodiaquin(as Hydrochloride)+Artesunate (FDC) |67.5 mg + 25 mg Tablet Pheirénaﬁl(lltlca Guilin, Guangxi, China China blister 3 procurementt
0.
April N . Guilin . s . . . Alu/PA/Alu/PVC Temporary supsension of
2019 Amodiaquin(as Hydrochloride)+Artesunate (FDC) |135 mg + 50 mg Tablet Pharmaceutica| Guilin, Guangxi, China China blister 3 procurementt
1 Co. Ltd
April . . Guilin . - S . Alu/PA/Alu/PVC Temporary supsension of
2019 Amodiaquin(as Hydrochloride)+Artesunate (FDC) |270 mg +100 mg Tablet Pheirénafl(lltlca Guilin, Guangxi, China China blister 3,6 procurementt
0. Lt
L . . - Guilin Pharmaceuticals
Jan-19 ‘i‘zg3%;5131;?;8?;;&13}?‘51123‘5) 75mg+ (250mg/12.5mg) co gﬁfed i | Co. Ltd, No. 43 Quilidian China Alu/PVC Blister 50x (3+1) R e My o e €rhe
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Delisted

from International Non-proprietary name Strength/ Dose Dosage form Ma::ll}; I;illf:e/ =1 Manufacturing site Material Reason for delisting
Abbott
Jan-19 |Lopinavir (LPV) + Ritonavir (RTV) 133.3 mg + 33.3 mg Capsule Laboratories | RP Scherer, Florida USA HDPE bottle 90 Voluntary withdrawal
Ltd.
. L Abbott Bottle (HDPE) .
Jan-19 |Lopinavir (LPV) + Ritonavir (RTV) 133.3 mg + 33.3 mg Capsule Soft | Laboratories | Queenborough, Kent UK Bottle (PVC) 90, 180 Voluntary withdrawal
Ltd.
Macleods
Pharmaceuticals Ltd
. . . Phase I, Unit II, Plot No. . . . Product WhO PQ on the 18h of
Dec-18 |Moxifloxacin 100mg disp tablet Macleods 25-27 India Blister pack India December 2018
Sr. No. 366,
Kachigam, Daman
Amoxyecillin (as trihydrate)+ Clavulanic acid Product volontary withdrown
Oct-18 (as potassium) 500mg+125mg Tablet Apotex Inc Toronto Canada HDPE Bottle 100 his product from the WHO PQ
European Cairo Desert Road . ‘1
Oct-18 |Sofosbuvir 400 mg Tablet Egyptian Pharm.| KM.25, El Manshia Alex, Egypt HDPE Bottle 28 ERP reviewed Product-Validity
. . not extended
Ind. Amriya, Alexandria, Egypt
Strides Shasun 1td- 36/7,
. Suragajakkanahalli . -
Oct-18 |Sofosbuvir 400 mg Tablet Strides Shasun Indlavadi Cross, Anekal India HDPE Bottle 28 ERP reviewed Product-Validity
Ltd not extended
Taluk Bangalore-562 106
India
PVC/PE/PVdC/
Strides Arcolab, Alu blister 30,
60, 120, 240,
Bangalore; 675 1000:
Oct-18 Ethambutol + Isoniazid + Pyrazinamide + 275 mg + 75 mg + 400 mg Tablet Sandoz Pty | Sandoz, Kalwe, Navi India Blister; Pol7 ’r o le,n o Product volontary withdrown
Rifampicin + 150 mg Ltd Mumbai; HDPE Bottle YPIopy his product from the WHO PQ
containers
Sandoz, Kolshet, i
Thane: 500,1000;
’ HDPE bottle
500
Strides Arcolab,
Bangalore; Blister ; 30, 60, 120,
. ) .. Sandoz Pty | Sandoz, Kalwe, Navi . 240, 28,672 Product volontary withdrown
Oct-18 ‘ o SOt
ct-18 |Isoniazid + Rifampicin 75 mg + 150 mg Tablet Lid Mumbai: India HDPE bottle 1000; his product from the WHO PQ
Sandoz, Kolshet, 500, 1000;
Thane
Oct-18 |Levofloxacin 250mg Tablet Apotex Inc | Apotex Inc Toronto Canada HDPE Bottle 100 Product volontary withdrown
his product from the WHO PQ
Oct-18 |Levofloxacin oom, Tablet Apotex Inc | Apotex Inc Toronto Canada HDPE Bottle 100 Product volontary withdrown
S 8 p p his product from the WHO PQ
Oct-18 |Levofloxacin om Tablet Apotex Inc | Apotex Inc Toronto Canada HDPE Bottle 100 Product volontary withdrown
750mg P P his product from the WHO PQ
(Unit-03) )
92, Sipcot Industrial Alu-Alu strips or
. . . Micro Labs Complex Alu- 10X10; Product WhO PQ on the 31th of
Oct-18 |Moxifloxacin 100mg disp tablet Ltd Hosur — 635126 05-07-19 PVC/PE/PVDC 10X1, 14x1 October 2018
Tamilnadu, India blisters
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Delisted
from

International Non-proprietary name

Strength/ Dose

Dosage form

Supplier/
Manufacturer(s)

Manufacturing site

Material

Reason for delisting

. . . Tablet Co- Guilin - . . . ERP reviewed Product-Validity
Oct-18 |Artesunate + (Sulfadoxine+Pyrimethamine) 50mg+ (500mg+25mg) blister Pharmaceuticals Guilin, Guangxi China PVC/Alu Blister (3+1), (6+2) not extended
. . . Tablet Co- Guilin - . . . ERP reviewed Product-Validity
Oct-18 |Artesunate + (Sulfadoxine+Pyrimethamine) 100mg+ (500mg+25mg) blister Pharmaceuticals Guilin, Guangxi China PVC/Alu Blister (3+1), (6+3) not extended
- Guilin Pharmaceuticals
. . . Guilin e e . HDPE bottle; 100's,1000's Product WhO PQ on the 31th of
Oct-18 |Sulfadoxine+Pyrimethamine 500mg+25mg Tablet FDC Pharmaceuticals Co. Ltd, Nl?(; ;g; Quilidian China Blister 3', 3X50, 3X100 October 2018
Plot No.P-2, I.T- B.T.
Emcure Park, Phase II, . -
August Dolutegravir (as sodium salt) 50mg tablet Pharmaceuticals| MIDC,Hinjwadi, Pune - India HDPE Container 30 ERP reviewed Product-Validity
2018 . not extended
Limited 411
057, Maharashtra
. . . . - Guilin Pharmaceuticals
August |Amodiaquine (as Hydrochloride) + Sulfadoxine/ Co-blistered Guilin . . . Product WhO PQ on the 21th of
2018 |Pyrimethamine 76.5mg+ 250mg/ 12.5mg Disp tablet |Pharmaceuticals Co. Lti,()l:g. gﬁi?iglhdlan China Alu/PVC Blister 50x (3+1) August 2018
. . . . - Guilin th;rmaceuticals
August |Amodiaquine (as Hydrochloride) + Sulfadoxine/ Co-blistered Guilin . . . Product WhO PQ on the 21th of
2018 |Pyrimethamine 153mg +500mg/ 25mg Disp tablet |Pharmaceuticals Co. Lti,()l:é). éﬁi?iglhdlan China Alu/PVC Blister 50X (3+1) August 2018
SW Pharma ]
August . Powder for Panpharma, Product is not anymore
Streptomycin 1g N GmbH France Bottle 1, 10
2018 injection (Former FATOL- Fougeres manufactured
(RIEMSER) Arzneimittel)
Macleods
Pharmaceuticals Ltd
August . Powder for Phase I, Unit II, Plot No. . . Product WhO PQ on the 16th of
2018 Capreomycin USP 0.58 Injection Macleods 25-27 India Glass vial 10 ml August 2018
Sr. No. 366,
Kachigam. Daman
Hetero Labs Limited
. .1 .1 . Unit — III (Formulations), . .
Augusst ?olutegtrawr + Lamivudine + Tenofovir disoproxil 50mg+300mg + 300mg tablet FDC Heﬁerg}gbs #99 — 110, IDA India HDPE Container 30, 50,750 and Product recell\gde iDA tgegtatlve
201 umarate imite Jeedimetla, Hyderabad, 1500 approva 210880
Telangana
Phase II, Unit II, Plot No.
) . 25-27 . . 10x10 Product WhO PQ on the 18th of
Jul-18 |Cycloserine USP 125mg capsule Macleods Sr. No. 366, India Bister 10X10 July 2018
Premier Ind. Estate,
Kachigam, Daman
Unit — III (Formulations),
# 22 — 110, IDA
Jul-18 |Dolutegravir (as sodium salt) 50mg tablet Hetferc? Labs Jeedimetla, Hyderabad, India HDPE Bottle 30' Product WhO PQ on the 18th of
Limited . July 2018
Telangana, India.
Pin Code — 500 055
Strides Shasun Itd-
. 6/7
Strides 3977, . Alu/Alu (Alu
. Suragajakkanahalli . ) ,
Jul-18 |Artesunate 100 mg Suppository |Shasun Ltd - Sajakk India foil/OPA/Alu/P 2 Product WhO PQ on the 19th of
India Indlavadi Cross, VC) blister June 2018
Anekal Taluk
Bangalore
. 1x6’s
Dispersible IPCA g‘iil;zb:o;;;?iiiiﬁ;ié bf?sl’lle-fllrlld 301 : 11i’s6’s Product WhO PQ on the 19th of
Jul-18 |Artemether + Lumefantrine 20mg+120mg Tablet Laboratories Ltd Athal,.Dadra ar'ld Nagar India PVC/ACLAR/PVC- 30 x 1 x 12 June 2018
Haveli (U.T), Silvassa — . ,
. Alu blister 30 x 6’s
396 230, India ,
20 x 12°S
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Delisted
from

Mar-18

International Non-proprietary name

Ethambutol

Strength/ Dose

100mg

Dosage form Sinypelion

disp tablet Macleods

Manufacturer(s)

Manufacturing site

Unit II, Plot No. 25-27
Sr. No. 366,
Kachigam, Daman

India

Material

Unit II, Plot No. 25-

27
Sr. No. 366,
Kachigam, Daman

10X10
6x10

Reason for delisting

Product WhO PQ on the 14th of
March 2018

Mar-18

Ritonavir (RTV)

100 mg

Hetero labs

Tablet limited

Unit III, Survey No
51, Plot No 22-110
IDA, Jeedimetla,
Hyderabad,
Telangana, 500 055

India

HDPE Bottle

30x1; 120X1

Voluntary withdrawal from WHO
Prequalification

Mar-18

Zidovudine

300mg

Tablets Macleods

Kachigam, Daman,
India

India

PVDC/PVC/Alu
blister;
HDPE bottle

10;
60

Voluntary withdrawal

Mar-18

Levofloxacin

100mg

disp tablet Macleods

Block N2
Village Theda,
P.O. Lodhimajra,
Tehsil Baddi,
District:-Solan
Himachal Pradesh

India

Blister pack
Alu/Alu strip
pack

10x10
10x10

Product WHO PQ on the 22nd of
February 2018

Mar-18

Artesunate

100mg

Suppository Cipla Limited

Cipla Limited,
D7, MIDC Industrial area
Kurkumbh
Dist Pune 413802
INDIA

India

Alu/Alu Blister

Product WHO PQ on the 22nd of
February 2018

February
2018

Sofosbuvir

400 mg

Hetero labs

tablet Limited

Hetero labs Limited,
Unit-V, Jadcherla,
Mahaboobnagar-509
301, Telangana State

India

HDPE Bottle

28

Product WHO PQ on the o7th of
February 2018

Jan-2018

Abacavir (ABC) as sulfate

20 mg / ml

Oral Solution Cipla Ltd

Cipla Limited, L-139
to L-146 Verna Goa;
Indore

India

HDPE Bottle

240ml, 100ml

Voluntary withdrawal

Dec-2017

Rifampicin +Isoniazid + Pyrazinamide

75mg+50mg+ 150mg

disp tablet Macleods

Phase II, Unit II, Plot
No. 25-27,
Premier Ind. Estate,
Kachigam, Daman
(U.T). Oxalis Labs, Vill.
Theda, P.O.
Lodhimajra, Baddi,
Dist. Solan (H.P.)

India

container pack
Alu/Alu strip
pack

100
10 (3x10),
(10x10),28

Product WHO PQ on the 12th of
december 2017

Oct-17

Kanamycin sulfate

List of delisted products, 27th November 2020
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Powder for Hisun

Injection Is, China

Pharmaceutica

Hisun Pharmaceuticals
(Hangzhou) Co.,
Xialian Village, Xukou
Town, Fuyang City,
Hangzhou City,
Zhejiang Provine
311404

China

Glass vial

1oml

ERP reviewed Product-Validity not
extended
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Dgl.:)srt:d International Non-proprietary name Strength/ Dose Dosage form Ma:::}; I;illf:e/ =1 Manufacturing site Material Reason for delisting
Hisun Pharmaceuticals
(Hangzhou) Co.,
. Powder for Hisun . Xialian Village, X1:1k0u . . ERP reviewed Product-Validity not
Oct-17 |Kanamycin sulfate 1g Injection Pharmaceutica| Town, Fuyang City, China Glass vial 1oml extended
Is, China Hangzhou City,
Zhejiang Provine
311404
Macleods
Macleods Pharmaceu’gicals Ltd .
Oct-17 Linezolid 600 mg tablet Pharmaceutica PlO;lz)N]:%d Yllll ’Ijheda, India Bhst.er paclf; 10%1 0; 1 0*1 0, 5* 4 ERP rev1ewe(i.a]1)dei1[15teélria(;t (i[he end of the
Is Ltd, India -0. Lodhimajra, Strip pac yp
Baddi, Dist. Solan
(H.P)
Unit-III, 22-110,
. . Hetero labs Industrial .
Oct-17 |Zidovudine 3oomg Tablets limited Development Area, India HDPE bottle 60, 500, 600 Voluntary withdrawal
Jeedimetla,
Hyderabad
Unit-III, Jeedimetla,
Hyderabad, Andhra
Oct-17 |Lamivudine + Nevirapine + Stavudine 150 mg +200 mg+ 30 mg Tablet Hetero labs Pradesh, India; India HDPE Bottle | 60, 100, 500 Voluntary withdrawal
limited Unit-V, Mahaboob ’ ’
Nagar, Andhra
Pradesh, India
Euilsg’ergL | Blister; HDPE
Oct-17 |Levofloxacin 500mg Tablet Spain ' | Hetero Labs Ltd Unit India bottle; 5,10; 50; 10X10 Voluntary withdrawal
V Andra Pradesh Al/PVC/Aclar | 77772
Hetero Labs blister
Ltd, India
EII;Z;:‘;L | Blister; HDPE
Oct-17 |Levofloxacin 250mg Tablet Spain Hetero Labs Ltd Unit India bottle; 10; 50; 10X10 Voluntary withdrawal
V Andra Pradesh Al/PVC/Aclar PO
Hetero Labs blister
Ltd, India
. Lupin India . HDPE Bottle 1000
Oct-17 |Ethambutol + Isoniazid 400mg+150mg Tablet Ltd Aurangabad India Alu/PVC/PVDC e Deliested from WHO PQ list
blister
. . HDPE Bottle;
Oct-17 |Isoniazid + Rifampicin 75 mg + 150 mg Tablet Arscglfbe it d Strgl;sgﬁgiab, India Alu/gl\ifscté 11?Vdc o O2Oé’110000 Deliested from WHO PQ list
.. . . . Strides Arcolab, HDPE Bottle;
Oct-17 E’Fhamb.u.tol + Isoniazid + Pyrazinamide + 275 mg + 75 mg + 400 mg Tablet Strides Bangalore; India Alu/PVC/PVde 1000 Deliested from WEO PO list
Rifampicin + 150 mg Arcolab Itd Blister 28,10
. Solution for Interpharm Shanghai Harvest ERP reviewed. Delisted at the end of the
Aug-17 Kanamycin sulfate 1g S Access Ltd Pharmaceutical Co., glass amp glass amp 4ml A1dity period
injection Hong Kong Ltd. VP
. Solution for Interpharm Shanghai Harvest ERP reviewed. Delisted at the end of the
Aug-17 Kanamycin sulfate 0.58 e Access Ltd Pharmaceutical Co., glass amp glass amp 4ml ity veriod
injection Hong Kong Ltd. reae
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Dgl.:)srt:d International Non-proprietary name Strength/ Dose Dosage form Malfllllfgl I;illf:e/ =1 Manufacturing site Material Reason for delisting
Phase II, Unit II,
Sr No. 366,
Mai . . . Premier Ind. Estate : Alu/Alu stri . .
Ethionamide 125mg disp tablet Macleods . ’ India / P 5X6 WHO PQ in the meantime
2017 Kachigam, Daman pack
(U. D),
June |Efavirenz+ Lamivudine + Tenofovir 600 mg + 300 mg + 300 Hetero labs | UnitIIl Jeedimetla, Hyderabad . .
2016 DiSOpI‘OXﬂ Fumarate mg &+3 &+3 Tablet limited & 1 India HDPE Bottle 30 No longer tentatively approved by USFDA
UNIT V, Telengana
March Varichem
2016 Lamivudine + Nevirapine + Stavudine 150 mg +200 mg+ 30 mg Tablet Pharmaceutic Harare Zimbabwe HDPE Bottle 60 Deliested from WHO PQ list
als
March Varichem
2016 Lamivudine + Zidovudine 150 mg + 300 mg Tablet Pharmaceutic Harare Zimbabwe HDPE Bottle 60 Deliested from WHO PQ list
als
Jan Solan ERP validity period until 31 dec 2015. The
2016 Linezolid 600mg Tablet Macleods Himachal Pradesh India alu/PVC blister 10 product is classified under
CAT-3 and hence will be delisted.
;(?:16 Cycloserine 250 mg Capsule Aspen PI}Jltzgmacare Aspen Phgg:gz:ﬁ Ltd Port South Africa HDPE Bottle 100 De listed from WHO PQ list
bindo Ph I{lnit IIIl,1 Surveir1 I\{)o ﬁlg |
. Aurobindo Pharma Bachyupally, Quthubullapur . HDPE Bottle; 60, 1000; .
Oct 2015 Abacavir (ABC) as sulfate 60 mg Tablet Lid Mandal Hyderabad, Andhra India Blister 10 Voluntary withdrawal
Pradesh
Unit III, Survey No. 313 &314
. Aurobindo Pharma Bachupally, Quthubullapur . HDPE bottle; 30; .
Oct 2015 Efavirenz (EFV) 100 mg Capsule Lid Mandal Hyderabad, Andhra India Blister 10 Voluntary withdrawal
Pradesh
UNIT- III,Survey No. 313 and
314, Bachupally Quthubullapur 60, 1000;
. HDPE Bottle;
Oct 2015 Zidovudine 60mg Tablet AuroblnftczlPharma Mandal, Hgf:é:]:}? d, Andhra India . Voluntary withdrawal
Unit-VII (SEZ), Mahaboob Blister 10
Nagar (DT), Andhra Pradesh
Ranba Alu/Alu blister; Transfer of Marketing Authorisation to
Oct 2015 Efavirenz + [Lamivudine + Stavudine] 600 mg + [150 mg + 30 mg] Tablet Xy Paonta Sahib, Himachal Pradesh India ’ 2+1; 30+15 Sunpharm by Ranbaxy not completed.
Laboratories Ltd Cardboard box . .
Delisted from WHO PQ list
Ranba Transfer of Marketing Authorisation to
Oct 201 5 Indinavir (IDV) as Sulfate 400 mg Capsule Laboratori?s, Lid Paonta Sahib, Himachal Pradesh India HDPE Container 90, 180 Sunpharm by Ranbaxy not completed.
Delisted from WHO PQ list
Ranba Transfer of Marketing Authorisation to
Oct 2015 Lamivudine + Nevirapine + Stavudine 150 mg +200 mg+ 30 mg Tablet Laboratori)é}s/ Lid Paonta Sahib, Himachal Pradesh India HDPE bottle, Blister 60 Sunpharm by Ranbaxy not completed.
Delisted from WHO PQ list
Transfer of Marketing Authorisation to
Oct 2015 Lamivudine + Stavudine 150 mg + 30 mg Tablet Ranba.xy Paonta Sahib, Himachal Pradesh India HDP.E bo.ttle 6(? Sunpharm by Ranbaxy not completed.
Laboratories Ltd Blister; 10; . .
Delisted from WHO PQ list
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