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The list is an overview of pharmaceutical products subject to the Global Fund Quality Assurance Policy that are listed in National and/or WHO standard treatment guidelines and classified according to the various options (A,
B, C and ERP reviewed) defined in the Global Fund Quality Assurance Policy (November 2023). The list is developed as a tool to assist Principal Recipients (PR) of Global Fund grants to identify the status of finished
pharmaceutical products according to the Global Fund Quality Assurance Policy.

The pharmaceutical products are classified based on the following information

A classified product - Listed on WHO prequalification list;
B classified product - Stringent NDRA Registration letter/Marketing Authorization;
C classified product - Authorised for use by WLA If the scope of listing includes the marketing authorisation function as published and regularly updated in the WHO website
ERP reviewed product- Permitted for time-limited procurement based on advice by the Expert Review Panel (ERP);

Please note that the list is not an exhaustive list. A PR can procure product(s) not listed in the current list as long as PR demonstrates that the product is compliant with the Global Fund Quality
Assurance Policy.

The Global Fund list includes the following information:

- "Important Notes" for helpful information;
- A, B, C and ERP reviewed products;
- Period validity of the ERP reviewed products;
- "+" means combination product, both fixed-dose combination (co-formulated) and co-packaged product ( i.e. co-blister)
- [A+B]+C means A and B are in fixed-dose formulation and C is co-packaged
signifies a new entry; signifies modification of an existing entry.
For more information, please look at:
http://www.theglobalfund.org/en/about/procurement/list/

Important Notes
This List may be used by Principal Recipients of Global Fund grants when considering options with respect to procurement of pharmaceutical products pharmaceutical products subject to the Global Fund Quality Assurance
Policy. The list aims at providing countries with information that will assist them in their procurement options. Please note that the list is not designed to be a basis for countries to select medicines to be included in their
National Treatment Guidelines or to replace any applicable and legally required procurement processes. The Global Fund requires its grant recipients to comply with applicable procurement laws and provides the list only for
the identification of products/manufacturers that comply with the Global Fund’s quality assurance policy. It is important to note that there is no strict requirement to procure according to the list, as long as
the Principal Recipients can ensure that the product selected is compliant with the Quality Assurance policy criteria. Furthermore, the Principal Recipient should not rely solely on the information provided in the list but
should obtain evidence of products compliance with the Quality Assurance policy. For the above reasons, we strongly encourage users to ensure they are using the most recent version on our website when
conducting procurement.

The Lists will be updated regularly based on evidence received by the Global Fund. Interested parties are invited to supply information and evidence of products meeting the policy criteria on an ongoing
basis. For the above reasons, we strongly encourage users to ensure they are using the most recent version on our website when conducting procurement.
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According to the Global Fund QA policy, if there are two or more A or B or C classified manufacturers available for any given product AND the product is available from these manufacturers
(available-means that the manufacturer can supply the selected product within 9o days after receiving the Purchase Order), then such product must be procured from A or B or C classified
product manufacturers. The PR must notify by writing to the Global Fund Secretariat (Fund Portfolio Manager) and recieve the "No Objection" letter from GF secretariat before procuring any
products complying with option " ERP Reviewed".

For ease of reference, each "product" with similar formulation and dosage has been identified in this list with a unique "Product reference number" (Column A). Please see examples below.
However, different dosage forms may be grouped under the same Product Reference Number and therefore will be considered the same type of products when identifying the number of available manufacturers for the
application of this policy. These products share the same dosing protocol, target the same population, and there are no significant differences among them regarding interchangeability. For example, within solid forms, some
capsules will have same reference number as tablets while within liquids, oral solution and suspension are grouped together. Following the same principles, the entero coated tablet or dispersible tablet will not share the same
reference number as a normal tablets.

International Non-proprietary Strength Dosage form | Supplier/Manufacturer* | Global Fund QA WHO Pre- Manufacturing Country Material Pack

. name Standard qualified/ site*

ef.No

SRA/WLA

T16 XYZ 50mg Tablet "Pharma Company A" A-B Yes "Pharmaville" |Country A |HDPE bottle 60

1

100mg Tablet "Pharma Company B" A-B Yes "Pharmaville" |Country B |HDPE bottle 60

T17

The example above shows 2 different variants of the same medicine. Because the strength is different, it is considered 2 different products (there are two different reference numbers T16 and T17). If the strength had been the
same but the dosage form had been different (i.e. tablet and liquid) it would also have been considered two different "products".

International Non- Strength Dosage form | Supplier/Manufacturer* | Global Fund QA WHO Pre- Manufacturing Country Packaging
e proprietary name Standard qualified/ site* Material Pack
SRA/WLA

ABC 150mg Tablet "Pharma Company A" A-B Yes "Pharmaville" | Country A | Blister, HDPE 10, 60

bottle

T25

Capsules "Pharma Company B" A-B Yes "Pharmaville" | Country B| HDPE Bottle, 60, 10

Blister

In this second example both products have same reference number (T25) because both manufacturers are supplying the same strength and the dosage forms are considered similar as per explanation above.
* See below

Disclaimer:
The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose, including in regard of its safety and/or efficacy in the treatment of HIV/AIDS, tuberculosis or malaria. In addition,
the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given
product on the list is accurate before relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global
Fund does not warrant or represent that the products listed have obtained regulatory approval for use of treatment of any disease in any particular country of the world, or that their use is otherwise in accordance with the
national laws and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind
whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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* Please note that we consider under

Supplier / Manufacturer :

Marketing authorization/ product authorization or license holder

The Site responsible for the release of the FPP

Manufacturing Site:

List of A or B or C products:

If there are two or more ‘A’ or ‘ B’ or ¢ C’ products available, then the product must be procured from one of the A or B or C products.
Note: if the product intended for selection is not listed in this list , please refer to the List of ERP ( Expert Review Panel) Reviewed Products which are permitted for time limited procurement.

- Injection for Fisio Pharma .
T1 |Amikacin ( as sulfate) 500 mg/2ml IM/IV use Pharmatex, Italy B Yes Palomonte Ttaly Glass Vial 10 x 2ml
- Injection, for . . Glass vial,
Amikacin 500 mg/2ml IM/IV use Medochemie B Yes Limassol Cyprus ampoules Pack of 10, 100
o Injection, for . Vianex S.A. - Plant .
Amikacin 500 mg/2ml IM/IV use Vianex B Yes A", Attiki, Greece Greece Glass Vial 1x2ml
Pharmathen S.A,
Pallini Attiki, Glass ampoule | 1, 5 or 10 ampoules
Amikacin ( as sulfate) 500 mg/2ml Injection Pharmathen Hellas S.A. B Yes Greece; DEMO S.A.| Greece 2m1p '3 er ca rt(?n
Krioneri Attiki, p
Greece
Qilu
Pharmaceutical
- Solution for | . . Co., Ltd., No. 317 . Glass ampoule
lu Ph 1Co.,L 0., Ltd., No. 317,
Amikacin ( as sulfate) 500 mg/2ml Injection Qilu Pharmaceutical Co.,Ltd, A TB319 Xinluo Road, High- China oml 10 X1
tech Zone, Jinan,
Shandong, 250101
T2 |Amoxycillin + Clavulanic acid 250mg : 62.5mg/ Powder for Glaxo SmithKline Ltd. B Yes Middlesex UK Bottle 100ml
5ml oral susp
250mg + 62.5mg/ | Powder for Micro Labs,
Amoxycillin + Clavulanic acid 50mg -5mg Brown & Burk UK B Yes Veersandhra, India HDPE bottle 100ml
5ml oral susp
Anekal, Bangalore
250mg + 62.5mg/ | Powder for Medreich Ltd 100ml with measure
Amoxycillin + Clavulanic acid ’ Medreich UK B Yes Virgonagar India Glass bottle
5ml oral susp cup
Bangalore
T3 |Amoxycillin + Clavulanic acid ;?nslm g +31.25mg/ P(());/;{l Sessfgr Glaxo SmithKline Ltd. B Yes Middlesex UK Bottle 100ml
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125mg + 31.25mg/ | Powder for Micro Labs,
Amoxycillin + Clavulanic acid Smg + 31.25mg Brown & Burk UK Yes Veersandhra, India HDPE bottle 100ml
5ml oral susp
Anekal, Bangalore
Amoxycillin + Clavulanic acid 125mg + 31.25mg/ | Powder for Medochemie, Limassol No Me@ochemle, Cyprus HDPE bottle 100ml
s5ml oral susp (Cyprus) Limassol
Micro Labs,
T4 |Amoxycillin + Clavulanic acid 250mg+125mg Tablet Brown & Burk UK Yes Veersandhra, India Blister 8,10, 14, 16, 21
Anekal, Bangalore
Amoxycillin + Clavulanic acid 250mg+125mg Tablet Remedica Yes Limassol Cyprus |Alu/ Alu Blister 10 (Czé(rltgfgggs m
- L Film coated . . . 10 (2x10 tablets in
T5 |Amoxycillin + Clavulanic acid 500mg + 125mg Tablet Remedica Yes Limassol Cyprus |Alu/ Alu Blister carton box)
Micro Labs,
o . . . . 8, 10, 14, 16, 21, 50
Amoxycillin + Clavulanic acid 500mg+125mg Tablet Brown & Burk UK Yes Veersandhra, India Blister ]
& 100’s
Anekal, Bangalore
Amoxyecillin + Clavulanic acid 500mg+125mg, Tablet Medochemie Yes Limassol Cyprus | Al/PVC Blister 16, 20, 100
] * *,
Amoxycillin + Clavulanic acid 500mg+125mg Tablet Reig Jofre Yes Toledo Spain Blister 6,12(276), 24(4%6)
Bottle 500
- L . . Middlesex, .
Amoxycillin + Clavulanic acid 500mg+125mg Tablet Glaxo SmithKline Ltd. Yes Worthing UK Blister 14
T6 |Amoxycillin + Clavulanic acid 875mg + 125mg Tablet Medochemie Yes Limassol Cyprus | Al/PVC Blister 14
] * *,
Amoxycillin + Clavulanic acid 875mg + 125mg Tablet Reig Jofre Yes Toledo Spain %ltl)ﬁﬁer 6,12(2 56())’024(4 6)
Amoxyecillin + Clavulanic acid 875mg + 125mg Tablet Glaxo SmithKline Ltd. Yes Middlesex UK Blister 14
Micro Labs,
Amoxycillin + Clavulanic acid 875mg+125mg Tablet Brown & Burk UK Yes Veersandhra, India Blister 2X7, 3X7, 5X5, 10X10
Anekal, Bangalore
Medreich Ltd
Amoxycillin + Clavulanic acid 875mg+125mg Tablet Medreich UK Yes Virgonagar, India |[PVC/Alu blister 2x8(16)
Bangalore
Recipharm
T61 |Bedaquiline Fumarate 20mg Tablet Janssen Cilag, Belgium NDA 204384 Pharmaservices India HDPE Bottle 60
private Ltd
Recipharm
T7 |Bedaquiline Fumarate ioomg Tablet Janssen Cilag, Belgium NDA 204384 Pharmaservices India HDP}.Z Bottle 188
. Blister 24
private Ltd
HDPE bottle 188; 24
Lupin Limited _ . . e '
A-28)1. M.LD.C. Area, Alu-Alu blisters | 11x12's; 8x12's: 4x14's
Bedaquiline Fumarate 100mg Tablet Lupin Ltd TB396 Chikalthana, India . ,
Aurangabad — 431 210, . 10X10's; 4X14'S
Maharashtra Alu-Alu Strips
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Strength/ Dose

Dosage form Supplier/ Manufacturer(s)

Global Fund QA
Standard

WHO
Prequalification/SR
A/WLA

Manufacturing site

Country

Material

Bedagquiline (as fumarate)

100mg

tablet

Macleods Pharmaceutical Ltd

TB390

Macleods
Pharmaceuticals
Limited
Block N2, Village
Theda,

Post office Lodhimajra
Tehsil Baddi
Distt. Solan
Himachal Pradesh
174101

India

HDPE
bottle

Alu-Alu blister

188

12x6's ; 10X10's;
7x28's

T11

Clofazimine

50mg

Capsule

Novartis, Switzerland

Yes

Sandoz, Kalwe

India

HDPE Bottle

100

T62

Clofazimine

100mg

Capsule, soft

Dong-A ST Co Ltd,
Republic of Korea

TB364

Suheung Co. Ltd, Osong
Plant (Head Office), 61,
Osongsaengmyeong-ro,
Osong-eup, Heungdeok-
gu, Ceongjusi,,
Chungcheongbuk-do,,
Republic of Korea
Dong-A ST Co Ltd, 2F
SectionB, 3F, 4F
SectionB, 200-23.
Baekseokgongdan 1-ro,,
Seobuk-gu, Cheonan-si,
Chungcheongnam-do,
31093, Republic of Korea

Republic
of Korea

HDPE Bottle

100

Clofazimine

100mg

Capsule

Novartis, Switzerland

Yes

Sandoz, Kalwe

India

HDPE Bottle

100

Clofazimine

50mg

tablet

Macleods Pharmaceutical
Lid

TB361

Macleods
Pharmaceuticals
Limited,

At, Oxalis Labs
Village Theda,
P.O Lodhimajra,
Baddi,

Distt. Solan,
Himachal Pradesh,
174101

India

Bottle, HDPE ;
Strip, Alu/Alu ;
Blister, Alu-
PVC/PVAC

100x1; Strip,
10x10; 28x10;
10X10

Clofazimine

100mg

tablet

Macleods Pharmaceutical
Ltd

TB362

Macleods
Pharmaceuticals
Limited,

At, Oxalis Labs
Village Theda,
P.O Lodhimajra,
Baddi,

Distt. Solan,
Himachal Pradesh,
174101

India

Bottle, HDPE ;
Blister, Alu-
PVC/PVdC;
Strip, Alu/Alu

100x1; 28x10;
10x10; 6x8; 10x10
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Strength/ Dose

Dosage form Supplier/ Manufacturer(s)

Global Fund QA
Standard

WHO
Prequalification/SR

Manufacturing site

Country

Material

T63

Cycloserine

125 mg

Capsule

Macleods Pharmaceutical
Ltd

A/WLA

TB330

Unit 2, Plot No 25-
27, Survey No 366,
Premier Industrial
Estate, Kachigam,
Daman, 396 210

India

Alu/Alu blister;
Alu/Alu strip

10x10

Ti2

Cycloserine

250 mg

Capsule

Macleods Pharmaceutical
Ltd

Yes

Kachigam, Daman
Solan Himachal
Pradesh

India

Al Strip

10

Cycloserine

250 mg

Capsule

Dong-A Pharmaceutical Co
Ltd

Yes

Dong-A
Pharmaceutical Co
Ltd Cheonan,
Chungcheongnam-
do

Republic
of Korea

Alu/Alu strip

10x10

Cycloserine

250 mg

Capsule

Chao Centre

Yes

Chao Centre
Indiana

USA

HDPE Bottle

40

Cycloserine

250 mg

Capsule

Mylan Laboratories Ltd

TB304

Plot No H-12 &
H13 MIDC Waluj
Industrial Area,
Aurangabad,
Mabharashtra, 431
136

India

Bottle HDPE;
Blister Alu/Alu

100x1; 10X1

Cycloserine

250 mg

Capsule

Lupin Ltd

TB385

Lupin Ltd
A-28/1 MIDC
Industrial Area,
Chikalthana
Aurangabad, 431
210

India

Blister, Alu/Alu

10X10's; 1X10's

T13

Cycloserine

250 mg

Capsule

Strides

TB416

Strides Pharma
Science Limited
Unit II, RS No 32-
34, PIMS Road,
Periyakalapet
Puducherry 605
014 India

India

Delamanid

50mg

Tablet

Otsuka Novel Products
GmbH, Germany

Yes

Otsuka Novel
Products GmbH
Erika-Mann-Strafie
21
80636 Miinchen
Germany

Germany

Bottle

Blister, Alu/Alu

HDPE Bottle

Alu/Alu strip

40

10x10's

50, 300

5x8tab(40)
6x8 tab(48)
(14 of the 48 tabs
packs are further
packaged into an
outer carton)
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Strength/ Dose

Dosage form

Supplier/ Manufacturer(s)

Global Fund QA
Standard

WHO

Prequalification/SR Manufacturing site

Country

Material

T13

Delamanid

50mg

Film coated
tablet

Mylan Laboratories Limited

A/WLA

TB388

Mylan Laboratories
Limited, F- 4 & F-12,
MIDC, Malegaon,
Sinnar, Nashik - 422
113 Maharashtra

Fuji Chemical
Industries Co., Ltd, 1
Gohkakizawa, Kamiichi;
machi, Nakaniikawa-
gun, Toyama, 930-
0397, Japan

India

Japan

Alu-Alu blister

6x8’s

T63

Delamanid

25mg

Disp. Tablet

Otsuka Novel Products
GmbH, Germany

Yes

Otsuka Novel
Products GmbH
Erika-Mann-Strafe
21
80636 Miinchen
Germany

Germany

Alu/Alu blister

48

T64

Ethambutol

50mg

Disp Tablet

Microlabs Ltd

TB367

Micro Labs Limited
(Unit-03)

92, Sipcot Industrial
Complex,
Hosur — 635126
Tamilnadu

India

Alu/Alu Strip

10x10

T14

Ethambutol

100 mg

Tablet

Labatec Pharma

Yes

Meyrin, Geneva

Switzerlan

d

PVC/Alu Blister
HDPE Bottle

10*10
100

Ethambutol

100 mg

Tablet

SW Pharma GmbH

(Former FATOL-(RIEMSER) Arzneimittel)

Yes

Schiffweiler,
Germany

Germany

PVC/Aclar/PVC
/Alu blister

50, 100, 500

Ethambutol

100 mg

Tablet

Macleods Pharmaceutical
Ltd

Yes

Kachigam Damam

India

Al/PVC/PVDC
blister

10 X 10, 24 x 28;
HDPE bottle 1000

T6s5

Ethambutol

10omg

disp tablet

Macleods Pharmaceutical
Ltd

TB334

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

India

Blister pack
Alu/Alu strip
pack

10x10
6X10

Ethambutol

100mg

Disp Tablet

Microlabs Ltd

TB368

Micro Labs Limited
(Unit-03)
92, Sipcot Industrial
Complex,
Hosur — 635126

Tamilnadu

India

Alu/Alu Strip

10x10
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Cadila

Baddi

Blister

Pharmaceuticals Strip, Alu/Alu 10X10
Ltd
Ethambutol 100mg Disp Tablet Cadila Pharmaceuticals TB406 1389 Trasad Road, India
Ltd Dholka
Ahmedabad, Blister, Alu/Alu 10X10
Gujarat 382 225
Lupin Ltd.
A-28/1 MIDC
Industrial Area,
Ethambutol 100mg Disp Tablet Lupin Ltd. TB411 Chikalthana India Strip; Alu/Alu 10x10
Chhatrapati
Sambhajinagar,
431 210
T15 |Ethambutol 250 mg Film coated SW Pharma GmbH Yes Schiffweiler, Germany | PVC/Alu blister 100, 500
tablet (Former FATOL-(RIEMSER) Arzneimittel) Germany
Alu/PVC/PVdC
Cadila Pharmaceuticals Dholka, . Blister ; 10, 28;
T16 |Ethambutol 400 mg Tablet Ltd Yes Ahmedabad, India HDPE bottle 1000
Macleods Pharmaceutical . . Blister; 10, 28;
Ethambutol 400 mg Tablet Lid Yes Kachigam, Daman India HDPE Bottle 1000
Ethambutol 400 mg Tablet OlainFarm JSC Yes Olaine Latvia HDPE Bottle 1000
Chikalthana, PVC/PVDC/Alu
Aurangabad blister - 28,10;
Ethambutol 400 mg Tablet Lupin India Ltd Yes Bari India ’
Brahmana, Jammu 100, 500, 1000
(J &K) HDPE bottles
Ethambutol 400 mg Tablet Labatec Pharma Yes Meyrin, Geneva Sw1tfler1an PVC/Alu Blister 10*10
Svizera Labs Pvt
Ltd, Plot No D16/6
. TTC Industrial . HDPE Bottle .
Ethambutol 400 mg Tablet Svizera Europe BV Yes Area, MIDC, India Blister 1000; 28x24, 100
Turbhe, Navi
Mumbai, 400 703
Film coated SW Ph GmbH Schiffweiler, .
Ethambutol 400 mg tablet P FATUL?}E;I& N A{geimmm Yes Germany Germany | PVC/Alu blister 100, 500
Ethambutol 400 mg Tablet S.C. Antibiotice S.A Yes Lasi Romania | AluPVC Blister 1;8{)1:1)0
Film coated SW Ph GmbH Schiffweiler, .
T17 |Ethambutol 500 mg tablet P FATUL?}E;I& R)Arﬁeimmen Yes Germany Germany | PVC/Alu blister 100, 500
T19 |Ethambutol + Isoniazid + Rifampicin 275 mg+75 Tablets Macleods Pharmaceutical Yes Kg)c(gli{gsalr;lt’) DS;i)Ilr;?ln; India col;llggir; 10005
P mg+150 mg Ltd ’ d Alu/PVC/PVdc 10,28
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WHO

Global Fund QA

198 Strength/ Dose Dosage form Supplier/ Manufacturer(s) Standard Prequalification/SR Manufacturing site = Country Material
A/WLA
o7Eme 47Em: HDPE Bottle 1000
Ethambutol + Isoniazid +Rifampicin +Zsor§1 758 Tablet Lupin India Ltd A Yes Aurangabad India |Alu/PVC/PVDC 28
50mg blister
Svizera Labs Pvt
275mg +75mg Ltg"l‘fg(ﬁlglﬁsiﬁ:lm Bottle HDPE;
Ethambutol + Isoniazid +Rifampicin 1rom Tablet Svizera Europe BV A TB192 Area. MIDC India Blister 1000x1; 28x24
50mg g 2 Alu/PVC/PVAC
Turbhe, Navi
Mumbai, 400 703
Ethambutol + Isoniazid + Pyrazinamide + |275 mg + 75 mg + Chikalthana Blister; 4, 28;672
T2o0 |. .. Tablet Lupin India Ltd A Yes India HDPE bottle P
Rifampicin 400 mg + 150 mg Aurangabad 100, 500, 1000
L . . . . Kachigam, Daman; HD?E
Ethambutol + Isoniazid + Pyrazinamide + |275 mg+ 75 mg + | Film coated | Macleods Pharmaceutical A Yes Oxalis lal’) Solan ’ India container; 500, 1000;
Rifampicin 400 mg + 150 mg Tablet Ltd Ba d:ii i Alu/PVC/PVdc 10, 28
Blister
Svizera Labs Pvt
Ltd, Plot No D16/6
. - ) . Bottle HDPE;
Etharpbutql Hydrqchlogdg+ Isoniazid + 275mg +75mg + Tablet Svizera Europe BV A TB193 TTC Industrial India Blister 1000x1; 28x24
Pyrazinamide + Rifampicin 400 mg + 150 mg Area, MIDC, Alu/PVC/PVAC
Turbhe, Navi
Mumbai, 400 703
Panacea Biotech Pharma Ltd,
Malpur, Baddi, Tehsil
Nalagarh, Solan District,
Himanchal Pradesh, 173 205 Blister 30,60,120,240,672,
Ethambutol Hydrochloride+ Isoniazid + 275 mg + 75 mg + | Tablet, Film- . Sandoz Pvt Ltd, K-3 MDT- . Alu/PVC/PE/P 10003
Pyrazinamide + Rifampicin 400 mg + 150 mg coated Sandoz Pvt Ltd, India A TBogo TBvI E:futslfg 3 j:r/:a& nﬁig'c rc|  India VdC; Bottle PP;| 500X1,1000x1;
Kalwe Block, Digl;e Villaée, Bottle HDPE 500X1
Navi Mumbai, Thane
District, Maharashtra, 400
708
icro Labs Ltd, , Pl .
Ethambutol Hydrochloride+ Isoniazid + 275 mg + 75 mg + | Tablet, Film- Micro Labs Ltd, A TB223 Mlclr\loolllas/SAf‘;nlel’I}‘\gsse,P o India Alu/Alu Strip; 10X10, 28x24;
Pyrazinamide + Rifampicin 400 mg + 150 mg coated Bangalore,India K;‘;‘:;;é:r‘i“;gg‘gs;ii‘*[‘ rﬁfiz‘*v HDPE bottle 500
. . Macleods Pharmaceutical . . .
T66 |Ethionamide 125 mg Tablet Ltd, Mumbai (India) A TB314 Kachigam, Daman India Alu/Alu strip 10X10
. . Dispersible | Macleods Pharmaceutical . . .
Ethionamide 125 mg Tablet Ltd, Mumbai (India) A TB333 Kachigam, Daman | India Alu/Alu strip 6x5
Unit 03, 92 Sipcot
. . . Industrial .
Ethionamide 125 mg Tablet Micro Labs Ltd A TB331 Complex. Hosur India Bottle Alu/PVC- 100x1; 10x10;10X14
piex, ’ PVdC Blister
Tamil Nadu
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(Unit-03) .
92, Sipcot Industrial Alu/Alu strips;
. . . . Complex, . Alu-
Ethionamide 125 mg disp tablet Micro Labs Ltd TB352 Hosur — 635126, India PVC/PE/PVAC 10 X 3, 10X10, 14X10
Tamilnadu blisters
. Kachigam, Daman . .
T21 |Ethionamide 250 mg Tablet Macleods Pharmaceutical Yes Oxalis lab, Solan, India HDI.)E’ 100;
Ltd . Strip 10
Baddi
Film coated . HDPE Bottle; 100;
Ethionamide 250mg Cipla Ltd Yes Patalganga India Alu/PVC/PVdc ’
tablet . 10
Blsiter
. . . . . HDPE Bottle ; 100;
Ethionamide 250mg Tablet Lupin India Ltd Yes Aurangabad India AL/AL Strip 5x10
Unit 3, 92 Sipcot
Industrial HDPE Bottle ; 100
Ethionamide 250mg Tablet Micro Labs Ltd TB242 Complex, Hosur, India |PVDC/PVC/AL 10 ’
Tamil Nadu, 635 Strip
126, India
Powder for
T22 |Imipenum+Cilastatin 250mg/250mg solution for Fresenius Kabi Yes Runcorn, Cheshire UK Glass vial 10x 20ml
infusion
. . . Powder for Anfarm . Greece Glass vials in
T23 |Imipenum+Cilastatin 500mg/500mg L Labatec Pharma Yes Facta Farmaceutici Ttaly 10
Injection carton box
ACS Dobfar Ttaly
. . . Powder for | DEMO SA Pharmaceutical s Glass vial in o
Imipenum+Cilastatin 500mg/500mg Injection Industry Yes Attiki Greece carton box 1;10;50
Powder for
Imipenum+Cilastatin 500mg/500mg solution for Fresenius Kabi Yes Runcorn, Cheshire UK Glass vial 10x 20ml
infusion
Powder for Sun Pharmaceutical
Imipenum-+Cilastatin 500mg/500mg solution for . Yes Madhya Pradesh India Glass vial 10x 30ml
. . Industries Ltd
infusion
Powder for FACTA
Imipenum-+Cilastatin 500mg/500mg solution for PANMEDICA, France Yes FARMACEUTICI Ttaly Glass vial 20ml 1,10, 25
infusion S.p.A
. SW Pharma GmbH Schiffweiler, PVC/Aclar/PVC
T24 |Isoniazid 50 mg Tablet (Former FATOL-(RIEMSER) Arzneimittel) Yes Germany Germany /Alu blister 100, 500
Unit 3, 92 Sipcot
Dispersible Industrial
Isoniazid 50 mg P Micro Labs Ltd TB347 Complex, Hosur, India Strip, Alu/Alu 10X10, 24x28
Tablet -
Tamil Nadu, 635
126
Unit 3, 92 Sipcot
Dispersible Industrial
T67 |Isoniazid 100 mg P Micro Labs Ltd TB348 Complex, Hosur, India Strip, Alu/Alu 10x10, 24x28
Tablet -
Tamil Nadu, 635
126
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Macleods Pharmaceuticals

Oxalis Labs, Vill.

Baddi

Blister

Dispersible Ltd, 304 Atlanta Arcade, Theda, 10x10, 10X20, 28X
Isoniazid 100 mg TI;blet Marol Church Road, TB359 P.0O.lodhimajra, India Strip, Alu/Alu ’ 28xo ’ 3
Andheri (East), Mumbai, Baddi, Distt. Solan, 4
400 059, India 174101, India
Cadila
Pharmaceuticals Indi Strip, Alu/Alu 10X10
ndia
. Dispersible | Cadila Pharmaceuticals Ld
Isoniazid 100 mg TB407 1389 Trasad Road,
Tablet Ltd
Dholka
Ahmedabad, Blister, Alu/Alu 10X10
Gujarat 382 225

. HDPE
. Kachigam, Daman - .
T25 |Isoniazid 100 mg Tablet Macleods Pharmaceutical Yes Oxalis lab, Solan, India Container; 1000;
Ltd . PVC/PVdc 10, 28

Baddi !

Blister

. SW Pharma GmbH Schiffweiler, PVC/Aclar/PVC
Isoniazid 100 mg Tablet o EATOL MRIBMLER smermte) Yes Germany Germany /Alu blister 100, 500

Micro Labs Ltd,
Unit 3, 92 Sipcot
. . Industrial . HDPE Bottle 1000
Isoniazid 100mg Tablet Micro Labs Ltd TB173 Complex, Hosur, India Alu/PVC/EVO 24%28, 10X10
Tamil Nadu, 635 H/Aclar blister
126, India
. Al/PVC/PVDC "
Isoniazid 1oomg Tablet Lupin India Ltd TB196 gl}ilrl;ikzﬁgg’ India blister 1;)0(1)01((;88)
gabad, HDPE bottle '

- . Switzerlan | PVC/Alu Blister 10*10
Isoniazid 1o0mg Tablet Labatec Pharma Yes Meyrin, Geneva d HDPE Bottle 100
Isoniazid ioomg Tablet S.C. Antibiotice S.A TB265 Lasi Romania | AluPVC Blister 1;();1{(1)0

Plot No H-12 &
I_Illll?élllvsltll?g ergu Bottle, HDPE ;
Isoniazid 100mg Tablet Mylan Laboratories Ltd TB308 Aurangabad ? India [Alu/PVC/PVDC 100x1; 10X10
5 ’ blister
Maharashtra, 431
136
- SW Pharma GmbH Schiffweiler, PVC/Aclar/PVC
T26 |Isoniazid 200 mg Tablet (Former FATOL-(RIEMSER) Arzneimittel) Yes Germany Germany /Alu blister 100, 500
. HDPE
. Kachigam, Daman .
.. Macleods Pharmaceutical A > . Container ; 1000;
T27 |Isoniazid 300 mg Tablet Lid TB179 Oxalis lab, Solan, India PVC/PVAC/Alu 24%28; 10X10
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Global Fund QA

WHO

Lodhimajra, Baddi,
Dist. Solan (H.P.)

Strength/ Dose Dosage form Supplier/ Manufacturer(s) Standard Prequalification/SR Manufacturing site = Country Material
A/WLA
HDPE Bottle
Micro Labs Ltd, Alu/PVC/EVO
Unit 3, 92 Sipcot H/Aclar blister:
.. . Industrial . ; 1000; 24x28; 10x10
Isoniazid 300 mg Tablet Micro Labs Ltd A TB174 Complex, Hosur, India Alu/PVC/PVAC
Tamil Nadu, 635 blister:
126, India Alu/PVC/PE/P
VdC blister:
Isoniazid 3oomg Tablet S.C. Antibiotice S.A A TB266 Lasi Romania | AluPVC Blister 122)1((1)0
. . PVC-PVDC/Alu 10X10,24x28
Isoniazid 3oomg Tablet Cadila Phir:gaceutlcals A TB276 Ahl?rl::él;ab’a d India blister ;
HDPE bottle 500, 1000
Plot No H-12 &
Hi13 MIDC Waluj Bo 30x1, 1000x1
.. . Industrial Area, . Bottle, HDPE (with desiccant);
Isoniazid 3oomg Tablet Mylan Laboratories Ltd A TB285 Aurangabad, India PVC/PVAC/Al 30x1, 1000x1
Mabharashtra, 431 (without desiccant)
136 24x28; 10X10
Lupin Ltd, EPIP,
SIDCO Industrial
- . Complex, Kartholi, . Blister, . \
Isoniazid 3oomg Tablet Lupin A TB375 Bari Brahmana, India Alu/PVC/PVDC 10x10's; 24x28's
Jammu & Kashmir,
181 133, India
Svizera Labs Pvt.
Ltd. Blister,
Plot No D16/6 TTC Alu/PVC/PVDC 24x28,5
Isoniazid 3oomg Tablet Svizera Labs Pvt. Ltd. A TB392 Industrial Area, India
MIDC, Turbhe 1000
Navi Mumbai, 400 HDPE bottle
703
Phase II, Unit II, Plot
No. 25-27,
Premier Ind. Estate, HDPE container 100
.. . .. . Kachigam, D . k
T68 |Isoniazid + Rifampicin 50mg +75mg Disp tablet Macleods A TB302 (l?.?l‘)l.ggglis 31211122 India Alu /%i strip 10x10,
Vill. Theda, P.O. pack 3x28

Edition: Version 121 30-Sep-2025
List of TB drugs classified according to the GF QA Policy

12/28




WHO

Global Fund QA

Dosage form Supplier/ Manufa Standard Prequalification/SR Manufacturing site = Country Material
A/WLA
Lupin Ltd, A-28/1
. MIDC Industrial Strip, Alu-Alu; .
Isoniazid + Rifampicin 50mg +75mg Disp tablet MIII‘EE:; Iitr(liéia TB360 Area, Chikalthana, India 6X14’X110);1é 28x3;
’ Aurangabad, 431 Blister, Alu-Alu 5x1, 26X3
210, India
. Blister ; .
T30 |Isoniazid + Rifampicin 75 mg + 150 mg Tablet Lupin India Ltd Yes gﬁ;l;ﬂg%zg India HDPE bottle 100 5:)%’ 1000
Macleods Pharmaceutical Kachigam, Daman; HDPE Bottle; 00, 1000;
Isoniazid + Rifampicin 75 mg + 150 mg Tablet Ltd Yes Oxalis lab, Solan, India | Alu/PVC/PVdc 5 1(’) 28 ’
Baddi Blister i
Panacea Biotech Pharma Ltd,
Malpur, Baddi, Tehsil
Nalagarh, Solan District, .
Himanchal Pradesh, 173 205 Blister
Tablet Sandoz Pvt Ltd, K-3 MDT- Alu/PVC/PE/P 30, 60, 120, 240
Isoniazid + Rifampicin 75 mg + 150 mg coate d’ Sandoz Pvt Ltd, India TBo085 TE, Plot No 8 A/2 &38_3, rc| India VDC; 6 2’ 10’00 > oox,1
Industrial Area, MIDC, Bottle 72 35
Iwe Block, Dighe Village,
Nt Mo, Thane PP/HDPE
District, Maharashtra, 400
708
Svizera Labs Pvt
Lt?:rlg‘l’ltlg‘l’sﬁg/ 6 Bottle HDPE;
Isoniazid + Rifampicin 75 mg + 150 mg Tablet Svizera Europe BV TB189 Area. MIDC India Blister 1000x1; 28x24
Turbhe, Navi Alu/PVC/PVAC
Mumbai, 400 703
L . - . Anagni .

T32 |Isoniazid + Rifampicin 150 mg + 300 mg Tablet Grouppo Lepetit Yes Ttaly Blister 8,24
Isoniazid + Rifampicin 150 mg + 300 mg Fll?af)(l):tt ed Remedica Yes Limassol Cyprus PP/PE Bottle 100
Isoniazid + Rifampicin 150mg +goomg | P oated | SW Pharma GmbH | Yes S%’;ffgg;};r Germany | PVC/Alublister| 100, 500
Isoniazid + Rifampicin 150 mg + 300 mg Capsule S.C. Antibiotice S.A Yes Lasi Romania | AluPVC Blister 13);30

I . .. Macleods Pharmaceutical . . HDPE Bottle; 1000,500; 10X10
Isoniazid + Rifampicin 150 mg + 300 mg Tablet Ltd TB231 Kachigam, Daman India PVC/PVDC/ 3Xé8 2’4 <08 ’
Alu blister ’
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Strength/ Dose

Dosage form Supplier/ Manufacturer(s)

Global Fund QA
Standard

WHO

Prequalification/SR Manufacturing site

A/WLA

Country

Material

T75

Isoniazid + Rifapentine

300mg+300mg

tablet FDC

Macleods Pharmaceutical
Ltd

TB369

Oxalis Labs
Village Theda,

P.O Lodhimajra, Baddi,
Distt. Solan,
Himachal Pradesh,
174101

India

Alu-Alu strip

7x6 and 3x12

Isoniazid + Rifapentine

300mg+300mg

tablet FDC

Lupin Ltd.

TB394

Lupin Ltd.
A-28/1 MIDC
Industrial Area,
Chikalthana
Aurangabad, 431
210 India

India

Alu-Alu strip

10x10’s,3x12’s
and 2 x 14’s

T69

Isoniazid + Pyrazinamide+Rifampicin

50 mg+ 150
mg+75mg

Dispersible
Tablet

Macleods Pharmaceutical
Ltd

TB309

Unit 2, Plot No 25-27,
Survey No 366,
Premier Industrial
Estate, Kachigam,
Daman, 396 210;
Oxalis Labs, Vill.
Theda, P.O.lodhimajra,
Baddi, Distt. Solan

India

Strip Alu/Aluy,
HDPE Bottle

10x10, 100

Isoniazid + Pyrazinamide+Rifampicin

50 mg+ 150
mg+75mg

Dispersible
Tablet

Lupin Ltd

TB400

Lupin Limited
A-28/1, M.I.D.C. Area,
Chikalthana,
Aurangabad — 431 210,
Maharashtra

T78

Isoniazid/Pyridoxine

prim

hydrochloride/Sulfamethoxazole/Trimetho

3o00mg/25mg/800
mg/160mg

Tablet

Cipla Ltd

HA639

Cipla Ltd, Unit 1, Plot A-33, A-37
& A-2 MIDC Industrial Area,
Patalganga, Raigad District,
Maharashtra, 410 220, India
Cipla, Unit 2, Plot A-42 MIDC
Industrial Area, Patalganga,
Raigad District, Maharashtra, 410|
220, India
Cipla Quality Chemical Industries,
Ltd, PO Box 34871, Plot No 1-7
Ring Road, Luzira Industrial
Park, Kampala, Uganda

India

Strip Alu/Alu,

Blister, Alu/Alu

3x28sand 10x6’s
tablets

10 X 10's tablets

India,
Uganda

HDPE Bottle

30x1
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Mylan Laboratories Ltd
Plot No 11, 12 & 13,

1 iazid /Pyridoxi Indore Special HDPE Bottle 30
soniazi yridoxine Economic Zone,
hydrochloride/Sulfamethoxazole/Trimetho BOOHé)g/ AT e Tablet Mylan Laboratories Ltd HA762 Pharma Zone, Phase II,|  India Blister,
prim mg/160mg Sector III, District Alu/Alu/OPA/P
Dhar Pithampur, vC 1X10's
Madhya Pradesh 454
775 India
Block N2
Village Theda,
Dispersible P.O. Lodhimajra, Blister pack 10X10
T70 |Levofloxacin ioomg Tp blet Macleods TB326 Tehsil Baddi, India Alu/Alu strip 10X10
able District:-Solan pack X
Himachal Pradesh
(Unit-03) .
92, Sipcot Industrial Alu/Alu strips;
. . . Complex, . Alu- .
Levofloxacin ioomg disp tablet Micro Labs Ltd TB356 Hosur — 635126, India PVC/PE/PVAC 10X10; 10x2
Tamilnadu blisters
. . . HDPE Bottle; 50;
T36 |Levofloxacin 250mg Tablet Cipla Ltd Yes Goa India Alu/PVC Blister 10%10
Hetero Labs
Limited UNIT-V,
TSIIC Formulation
SE%), Sy i\fg 43{;9, 3%1, 5%1, 7*1,
Levofloxacin 250mg Tablet Hetero Labs Ltd Yes 440, 441 & 456, India |Alu/PVC Blister| 10*1,14*1, 50%1,
Polepally Village, 200™1
Jadcherla Mandal,
Mahaboobnagar
District,
Telangana
Unit 3, 92 Sipcot
Industrial
Levofloxacin 250mg Tablet Micro Labs Ltd TB237 Complex, Hosur, India |[PVC/Alu blister 10x10
Tamil Nadu, 635
126, India
. Rottendorf Pharma .
Levofloxacin 250mg Tablet Denk Pharma GmbH & Co Yes GmbH, Ennigerloh, Germany Blister 3, 5, 7,10
. . : : 3,5,7,10
Levofloxacin 250mg Tablet Medochemie Yes Limassol Cyprus Blister

Box (10x10)
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Global Fund QA

WHO

Ref.No 198 Strength/ Dose Dosage form Supplier/ Manufacturer(s) Standard Prequs:&liﬁcation/SR Manufacturing site | Country Material Pack
. Macleods Pharmaceutical Solan, Himachal . . ,
Levofloxacin 250mg Tablet Ltd A Yes Pradesh, India India |Alu/PVCblister| 5'sx 20 tablet
. HEC Pharm GmbH, Sunshine Lake . PVC/PVDC/AL ,
Levofloxacin 250mg Tablet Germany B Yes Pharma Co., Ltd. China U-Blister 6's
Formulations Division,
Unit-II, Survey Nos.
a . . 1277, 1319 to 1324, :
Levofloxacin 250mg tablet, Fgm MSN Labf.r at'onde s Private A TB338 Nandigama (Village & India B.hlsterl’Al}lIl{)ﬁ,\];C 1X1, 10x1; 50X1
coate: imite Mandal), Rangareddy ; Bottle,
(District), Telangana,
509228
Remington
Remington Pharmaceutical Pharmaceutical
Levofloxacin 250m; Tablet, Film- # Industries A TB381 Industries (Pvt) Pakistan Blister, 1X10's
50mg coated . Ltd, 18 Km Multan Alu/PVC
Lahore, Pakistan
Road, Lahore,
53800, Pakistan
Zhejiang Apeloa
Kangyu
Pharmaceutical
. Co., Ltd .
Levofloxacin 250mg Tabclg;cl,tililm- Zhejiang Apeloa Kangyu A TB377 333, Second China Al?ll;%’%’c 1X10's
Pharmaceutical Co Ltd Jiangnan Road,
Hengdian
Dongyang,
Zhejiang
. . . HDPE Bottle; 50;
T37 |Levofloxacin 500mg Tablet Cipla Ltd A Yes Goa India Alu/PVC Blister 10
Levofloxacin 500mg Tablet Micro Labs Ltd A Yes Hosur, Tamilnadu India |[PVC/Alu blister 10X10
. Rottendorf Pharma .
Levofloxacin 500mg Tablet Denk Pharma GmbH & Co B Yes GmbH, Ennigerloh Germany Blister 5,7,10
K . : : 3,5,7,10
Levofloxacin 500mg Tablet Medochemie B Yes Limassol Cyprus Blister Box (8x10)
. Macleods Pharmaceutical Solan, Himachal . . ,
Levofloxacin 500mg Tablet Ltd A Yes Pradesh, India India |Alu/PVC blister 5's x 20 tablet
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198 Strength/ Dose Dosage form Supplier/ Manufacturer(s) (@il ol Pre ualiﬂca(l)tion/SR Manufacturing site
Ref.No 9 8 PP Standard a4 2

Country Material Pack
A/WLA

Levofloxacin 500mg Tablet HEC Pharm GmbH, B Yes Sunshine Lake
Germany

. PVC/PVDC/AL
Pharma Co., Ltd. China

U-Blister 10's

Hetero Labs
Limited UNIT-V,
TSIIC Formulation 1%1, 5%1, 7%1
) SEZ, Sy No. 439, . : #1 14t ot
Levofloxacin 500mg Tablet Yes 440, 441 & 458 India |Alu/PVC Blister| 10*1,14*1, 50%1,
I t *
Polepally Village, 50071
Jadcherla Mandal,
Mahaboobnagar

Hetero Labs Ltd B

Kawasan Industri

Delta Silicon,
JL.M.H.Thamrin . .

TB354 Blok A3-1, Lippo Indonesia | Strip, Alu/Alu

Cikarang, Bekasi,

17550

Levofloxacin 500mg Fllr,;l;gzjtted PT. Kalbe Farma Tbk. A

10x10

Formulations Division,

Unit-II, Survey Nos.
o . . 1277, 1319 to 1324, . .
500mg Flh,;l E?atted MSN Labf.r at.(t>r1de s Private A TB339 Nandigama (Village & India Bh];tiil,Alg{)I;\;:C ’ 1X1, 10X1; 50x1

aple 1mites Mandal), Rangareddy ottle,
(District), Telangana,
509228

Levofloxacin

Zhejiang Apeloa
Kangyu
Pharmaceutical
. Co., Ltd .
500mg Tabclgz"t:élm_ Zhejiang Apeloa Kangyu A TB378 333, Second China Alilllj;’%’c 1x4's
Pharmaceutical Co Ltd Jiangnan Road,
Hengdian
Dongyang,
Zhejiang

Levofloxacin
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Strength/ Dose

Dosage form

Supplier/ Manufacturer(s)

Global Fund QA
Standard

WHO

Prequalification/SR Manufacturing site

Country

Material

T71

Levofloxacin

Levofloxacin

500mg

750mg

Tablet, Film-
coated

Tablet

PT Sanbe Farma

Macleods Pharmaceutical
Ltd

A/WLA

TB373

Yes

PT.
CAPRIFARMINDO
LABORATORIES
J1. Industri
Cimareme No. 8,
Block H,Desa
Cimareme,
Kabupaten
Kecamatan
Padalarang

Solan, Himachal
Pradesh, India

Indonesia

India

Strip, Alu/Alu

Alu/PVC blister

3x6's

10's x 10 tablet

Levofloxacin

750mg

Tablet

Hetero Labs Ltd, India

Yes

Hetero Unit V
Andra Pradesh

India

Blister

5,10

Levofloxacin

750mg

Film-coated
Tablet

MSN Laboratories Private
Limited

TB340

Formulations Division,
Unit-II, Survey Nos.
1277, 1319 to 1324,
Nandigama (Village &
Mandal), Rangareddy
(District), Telangana,
509228

India

Blister,Alu/PVC;
Bottle, HDPE

1X1, 10X1; 20x1

T77

Linezolid

150mg

Dispersible
tablet

Macleods Pharmaceutical
Ltd

TB301

Macleods
Pharmaceuticals
Limited
Plot No.50 to 544,
SEZ, Phase 11,
Pithampur,
Dist. : Dhar
Madhya Pradesh
454774 India

India

Alu strip

8x10’s 10X10’s

T39

Linezolid

600mg

Tablet

Hetero Europe SL
Spain

Yes

Hetero Unit V
Andra Pradesh

India

Blister

5,10
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WHO
Clibxll il (A Prequalification/SR Manufacturing site =~ Country Material Pack

Standard A/WLA
Blister
1X10, 2x10, 3x10,
5X10,

6Xx10
30,60

Dosage form Supplier/ Manufacturer(s)

Strength/ Dose
Pharmacia UK B Yes Pfizer, Puurs, Belgium
HDPE Bottle

600mg Tablet
Teva
Blister 10

Linezolid
Linezolid 600mg Tablet Tez\f:rzhg;ng SA%I;U’ B Yes Pharmaceutical | Hungary
8074, Sp Works, Debrecen
Indore, SEZ, .
Tablet Cipla Ltd, India A TB321 Pithampur, Dist India Alu/PVC blister 10x2
. HDPE Bottle 20x1
Dhar (M.P.), India

HDPE Bottle 20 tablets & 100
tablets

Linezolid 600mg
Mahaboob Nagar

A TB299 District, Andhra India

Pradesh

Tablet Hetero Labs Ltd, India

600mg
Bulk Production
Polpharma S.A
10 units per pack in

Linezolid
s . ul.Pelplinska 19,
Tablet Dr.Reddy’s Ijab_oratomes B Yes 83-200 Starogard | Poland oPA/ AV PVC/al 10; 20; 30; 50; 60;
(UK) Limited . blister
Gdanski, 100
Poland

Linezolid 600mg
Block No. N2,

Village Theda, P.O.
Macleods Pharmaceuticals Lodhi Majra, Tehsil . Blister Alu/PVC .
Tablet Ltd A TB297 Baddi, District India Strip Alu/Alu 10X10;10X10, 4X5
Solan, Himachal
Pradesh, 174 101

600mg

Linezolid
Lupin Ltd, EPIP,
SIDCO Industrial Alu/PVC
Complex, Kartholi, . Blister;
A B350 Bari Brahmana, India Alu/PVC/PVdC 10%10
Jammu & Kashmir, Blister
181133

Film coated .
600mg tablet Lupin Ltd

Linezolid
82, 2 Sandan-ro,
Ochang-eup.
. ’ . | Bottle, HDPE;
Linezolid 600mg Film coated Celltrion Inc. A TB351 Cheongw on-gu, Republic Blister,
tablet Cheongju-si, of Korea Alu/PVC/PVAC
Chungcheongbuk-
do, 28117
Unit 3, 92 Sipcot
Film coated Industrial
Micro Labs Ltd A TB323 Complex, Hosur,
Tamil Nadu, 635
126

6oomg tablet

10X1, 20X1, 30X1;
10X1, 10X2, 10X3,
10x6, 10X10

India Strip,Alu/Alu 4x1; 10X10

Linezolid

19/28
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Mylan Laboratories Ltd

Plot No 11, 12 & 13, Blister, 1X10's, 2X10's,
Elndﬂre _SPECial PVC/Alu 10x10's
g Lconomic Zone, a
Linezolid 600mg Fllmtc)i)ated Mylan Laboratories Ltd TB365 Pharma Zone, Phase IL,|  India, iy q
tablet Sector III, District PVC/PE/PVdAC/
Dhar Pithampur, Alu
Madhya Pradesh 454
775 India Bottle, HDPE 30, 100, 200
Micro Labs Limited
(Unit 03)
. . Dispersible . 92, Sipcot Industrial . . s
T77 |Linezolid 150mg tablet Micro Labs Ltd TB389 Complex, India Strip,Alu/Alu 10X10’s
Hosur — 635126,
Tamilnadu, India.
Lupin Ltd
EPIP, SIDCO
Industrial Strip,Alu/Alu 15X10’s
. : Dispersible ] Complex, Kartholi .
Linezolid 150mg Sblei Lupin Ltd. TB409 PR m— India e
Jammu and Alu/PVC/PVDC 10X10’s
Kashmir 181 133
India
Granules for 5X240€2 ltt(lfg gper
T40 |Linezolid 100 mg/5 ml Oral Pharmacia UK Yes Pfizer, Puurs, Belgium Glass bottle
. 10x240ml (66 g per
Suspension
bottle)
. . 5x300ml
T41 |Linezolid 2mg/ml Intra Vefnous Pharmacia UK Yes Fresenius Kabi Norway | Infusion bag 10x300ml
Infusion Norge AS
20x 300ml
Powder for
Intra Venous . Vianex Plant D . 1vial
T42 |Meropenem 1g injection/Tnf Vianex, Greece Yes Patra, Axaia Greece Glass vial 1X10 vials
usion
Powder for FacTA L vial
Meropenem 1g Intra Venous| PANMEDICA, France Yes FARMACEUTICI Ttaly Glass vial .
S 1x10 vials
injection S.p.A, Teramo
Powder for | DEMO SA Pharmaceutical DEMO SA Lvial
Meropenem 1g Intra Venous Industry Yes Pharmaceutical Greece Glass vial .
S 1x10 vials
injection Greece Industry
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WHO

Global Fund QA

Strength/ Dose Dosage form Supplier/ Manufacturer(s) Standard Prequalification/SR Manufacturing site = Country Material
A/WLA
ill Top Industrl.al. 2oml Clear
Estate, Jharmajri L
Venus Pharma glass vial with
EPIP, Phase-1 .
Meropenem 1 Powder for GmbHVenus Pharma A TB384 (Extn.), Bhatoli India 20mm grey 1vial of 20ml
P & solution for | GmbH, Am Bahnhof 1-3, S butyl rubber 1x10 vials
injection 59368 Werne, Germany Kalan, Baddi, Distt. stopper 10 vials
’ Solan (Himachal
X1
Pradesh), 173205
Micro Labs Ltd,
Unit 03, 92 Sipcot s
Industrial Alu_A:ll strips;
T72 |Moxifloxacin( as hydrochloride) 100mg disp tablet Micro Labs Ltd A TB349 Complex, Hosur, India PVC /PEI}-PVDC 10X10; 10X1, 14X1
Tamil Nadu, 635 blisters
126;
Macleods
Pharmaceuticals
Ltd, Block No. N2,
. . . . Macleods Pharmaceuticals Village Theda, P.O. . .
Moxifloxacin( as hydrochloride) 100mg disp tablet Ltd A TB342 Lodhi Majra, Tehsil India | Alu/Alu blister 10x10
Baddi, District
Solan, Himachal
Pradesh, 174 101
. . . Bayer Schering AG .
T73 |Moxifloxacin 400mg Tablet Bayer Schering AG B Yes Leverkusen Germany Blister 5
. Kachigam, Alu/Alu cold
Moxifloxacin 400mg Tablet Macleods Pilﬁ maceutical A Yes Damam; Solan, India form blister 5,10, 20
Baddi Alu/Alu strip
MSN Laboratories
. . Sun Pharmaceutical Ltd, Medak . Alu/PVC/PVDC 1X5,
Moxifloxacin 4oomg Tablet Industries Ltd A Yes District, Andhra India blister 1X 10, 10X10
Pradesh, India
. . Hetero Unit V . .
Moxifloxacin 400mg Tablet Hetero Europe SL B Yes Andra Pradesh India Blister 5,7,10
. . . Alu/PVC/PVDC
Moxifloxacin ( as hydrochloride) 400 mg Tablet Mylan Lal?oratones A TB286 Sinnar, NaShlk’. India blister 10X10
Limited Maharashtra, India HDPE Bottle 100
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(Elibxll gl (A Prequalification/SR Manufacturing site =~ Country Material

Standard

Strength/ Dose Dosage form Supplier/ Manufacturer(s)

A/WLA
prcype e
Moxifloxacin ( as hydrochloride) 400 mg Tablet Micro Labs Ltd, India A TB263 Complex, Hosur, India Al/ AlKlbllloleer, . 10x10; 10X10;
Tamil Nadu, 635 u/Alu blister; 30, 100
K HDPE bottle
126, India
Formulations
Division, Unit-II,
Survey Nos. 1277,
. . 1319 to 1324, HDPE Bottle; .
Moxifloxacin ( as hydrochloride) 400 mg Tablet MSN Labf}‘ at.(t)m; s Private A TB341 Nandigama India |Blister;Alu/PVC 30XL, 500x1:;
Hmite (Village & Mandal), /PVdC 5X3, 7X5, 10X3
Rangareddy
(District),
Telangana, 509216
Unit 5, Survey No 439,
440, 441 & 458 TSIIC
Formulation SEZ,
Moxifloxacin ( as hydrochloride) 400 mg Tablet Hetero Labs Ltd, India A TB315 Polepally Village, India Alu/Alu Blister 10x1
’ Jadcherla (M),
Mahaboob Nagar
District, Telangana,
509 301
. . . Film coated 29-30/27 Korangi . .
Moxifloxacin ( as hydrochloride) 400 mg T Getz Pharma Pvt Ltd A TB311 Industrial Area, | Pakistan Blister .
ablet . Blister Alu/Alu 5x1
Karachi, 74900
Lupin Ltd
EPIP, SIDCO Blister,
Film coated Industrial Alu/PVC 10X10's
Moxifloxacin ( as hydrochloride) 400 mg Tablet Lupin Ltd A TB376 Complex, Kartholi India Blister,
Bari Brahmana, 10X10's
Jammu and Alu/PVC/PVdC
Kashmir 181 133
T47 |Para-aminosalicylic Acid sodiam 48 01;21“; %;lsfltfi(())rn OlainFarm JSC A-B Yes Olaine Latvia Box 25, 300
Para-AminoSalicylic Acid 4¢ Granules Jacobus B ANDA 073246 New Jersey USA Box 30
Mylan Laboratories
Limited,
TB386- Plot No. H-12 & H- HDPE Bottle; 26’s count:
T74 |Pretomanid 200mg Tablet Mylan Ireland Limited A-B 13, M.1.D.C. Waluj, India PVC/PVDC N ’
NDA212862 g 14’s count
Aurangabad- Blister
431136,
Maharashtra
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Strength/ Dose

Dosage form Supplier/ Manufacturer(s)

Global Fund QA
Standard

WHO

Prequalification/SR Manufacturing site

Country

Material

Pretomanid

200mg

tablet

Macleods Pharmaceutical Ltd

A/WLA

TB397

Macleods
Pharmaceuticals
Limited
Plot No.50 to 54A,
SEZ, Phase II,
Pithampur,
Dist.: Dhar
Madhya Pradesh,
454774,
India

India

Alu/Alu blisters

12X10’s; 10X10’S

T74

Pretomanid

200mg

Tablet

Lupin Ltd

TB403

Lupin Limited (Block;

2) A-28/1, MIDC
Area, Chikalthana,
Aurangabad,
Aurangabad -
431210, Maharashtra
State, India

India

PVC/PVdC
Blister

HDPE bottle

10X 10’s,12X 10’S, 6 X
14’s, 12X14’s

26

T48

Prothionamide

250mg

Tablet

OlainFarm JSC

Yes

Olaine

Latvia

HDPE

1000

Prothionamide

250mg

Tablet

SW Pharma GmbH

(Former FATOL-(RIEMSER) Arzneimittel)

A-B

TB345

Schiffweiler

Germany

PVC/AL blister

50,100

Prothionamide

250mg

Tablet

Micro Labs Ltd

TB239

Unit 3, 92 Sipcot
Industrial
Complex, Hosur,
Tamil Nadu, 635
126, India

India

Blister;
Bottle

14;
100

Edition: Version 121 30-Sep-2025
List of TB drugs classified according to the GF QA Policy




Global Fund QA

WHO

Ref.No 198 Strength/ Dose Dosage form Supplier/ Manufacturer(s) Standard Prequ;liﬂcation/SR Manufacturing site | Country Material Pack
50
Prothionamide 250mg Tablet Lupin India Ltd A Yes Chikalthana, India HDPE bottle
Aurangabad
Plot No 11, 12 & 13,
Indore Special
) Economic Zone, Blister:
Prothionamide 250mg Film coated Micro Labs Ltd A TB239 Pharma Zone, Phase India Alu/PVC; 10x1, 10X10;
Tablet 11, Sector 111, Bottle HDPE 60x1
Pithampur, District ottle
Dhar, Madya
Pradesh, 454 775
Technolog Private
Joint Stock
. LEKHIM Joint Stock Company, 8, Stara .
Prothionamide 250mg Tal;Le:Eelj;lm Company, A TB353 prorizna Street, Ukraine A]ﬂll;;’%’c 10x5
Kyiv, Ukraine Uman city,
Cherkassy Region,
20300, Ukraine
Solan. Himachal triple laminated
. . Dispersible | Macleods Pharmaceutical P’ra desh . bag further
T49 |Pyrazinamide 150mg tablets Lid A TB307 India packed in 100
HDPE bottle
Unit 3, 92 Sipcot
. . Industrial Complex, .
Pyrazinamide 150mg Dispersible Micro Labs Ltd A TB335 Hosur, Tamil Nadu, |  India Bot.tle,HDPE > |100X1,500X1,1000X1
tablets 635126 Strip, Alu/Alu C lox10
. . Cadila Pharmaceuticals Dholka, . Blister ; 10, 28;
T50 |Pyrazinamide 400 mg Tablet Ltd A Yes Ahmedabad India HDPE bottle 1000
Macleods Pharmaceutical Kachigam, Daman HDPE Bottle; 1000;
Pyrazinamide 400 mg Tablet Lid A Yes Oxalis lab, Solan, India | Alu/PVC/PVdc 1o 28’
Baddi Blister i
Unit 3, 92 Sipcot
Industrial HDPE
Pyrazinamide 400 mg Tablet Micro Labs Ltd A TB171 Complex, Hosur, India container 1000

Tamil Nadu, 635
126, India
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Unit 3, 92 Slpcot HDPE
Industrial container 1000
T51 |Pyrazinamide 500 mg Tablet Micro Labs Ltd A TB172 Complex, Hosur, India
: Alu/PVC/PVdc 10
Tamil Nadu, 635 -
. Blister
126, India
. . Film coated SW Ph GmbH Schiffweiler, :
Pyrazinamide 500 mg tablet PN FATUL?};‘;I& R)Arrgeimmm Yes Germany Germany | PVC/Alu blister 100, 500
Pyrazinamide 500 mg Tablet OlainFarm JSC Yes Olaine Lativia HDPE Bottle 1000
Pyrazinamide 500 mg Tablet Labatec Pharma Yes Meyrin, Geneva Smtfierlan Blister 10X10
Macleods Pharmaceutical Kachigam Damam Alu/PVC blister 3x10,10x10,3x
Pyrazinamide 500 mg Tablet A Yes Oxalis lab, Solan, India 28, 24 x 28;
Ltd . HDPE bottle
Baddi 1000
Pyrazinamide 500 mg Tablet S.C. Antibiotice S.A A Yes Lasi Romania | AluPVC Blister 1;())(:1)0
. . . . Chikalthana, .
Ts52 |Rifabutin 150mg Capsule Lupin India Ltd A-B Yes Aurangabad India HDPE Bottle 100
Pfizer Italia srl
Pharmacia & Uniohn Localita Marino del
Rifabutin 150mg Capsule P B NDA 050689 Tronto Italia HDPE Bottle 100
Company LLC, USA .
63100 Ascoli
Piceno (AP) Italy
T53 |Rifapentine 150mg Tablet Sanofi Aventis, France A-B TB336 Sanofi SpA, Anagni Ttaly Blister 24 (3x8's)
Lupin Limited Al/Al strip 10x10’sand 1x 28’s
A-28/1, M.I.D.C. Area,
. . dispersible . Chikalthana, .
Rifapentine 150mg Tablet Lupin A TB402 Aurall:/%:]?:fa;h‘:f; 210,| India Al/Al blister 10 X 10's, 10 X 12
Oxalis Labs
Village Theda,
. . . P.O. Lodhimajra,
T53 |Rifapentine 150mg dispersible | Macleods Pharmaceutical A-B TB412 Baddi, India Al/Al strip, 10x12's
Tablet Ltd .
Dist. Solan,
Himachal Pradesh,
174101, India
Oxalis Labs
A-1/401-402-403
. . Film coated . GIDC Area, . .
T76 |Rifapentine 3oomg tablet Macleods Pharmaceuticals A TB398 Bharuch District India Strips, Alu/Alu 10X10
Lid
Ankleshwar,
Gujarat 393 002
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Lupin Ltd
A-28/1 MIDC ax12’s
. . Film coated . Industrial Area, . Blister; Alu/Alu )
Rifapentine 3o00mg tablet Lupin Ltd A TB393 Chikalthana India Strip: Alu/Alu 120Xx11(’)ss",
Aurangabad, 431 4
210 India
T54 |Rifampicin 100 mg/5ml Granule for Avantis Pharma B Yes Gruppo Lepanti, Ttaly Glass Bottle; 120ml
Syrup Anagni ’
Granulate for Lomapharm
Rifampicin 100 mg / 5 ml oral . (ﬁx&g&ﬁgﬁ; Sﬁkﬁd) B Yes GeI‘II‘l)’l any ’ Germany | Glass bottle 100ml
suspension
T55 |Rifampicin 150 mg Capsule Labatec Pharma B Yes Meyrin, Geneva Smtfierlan PVC/Alu Blister 10*8's
. .. . Gruppo Lepanti, Glass Bottle; .
Rifampicin 150 mg Capsule Avantis Pharma B Yes Anagni Ttaly Blister 100; 100
. .. Film coated SW Ph GmbH Schiffweiler, PVC/Aclar/PVC
Rifampicin 150 mg tablet (Former FATDSIEIEEE:ER) Arrgcimmcl) B Yes Germany Germany /Alu blister 100, 500
. .. . . . 10 (10%10 caps in
Rifampicin 150 mg Capsule Remedica B Yes Limassol Cyprus |Alu/PVC blister carton box)
Rifampicin 150 mg Capsule S.C. Antibiotice S.A A Yes Lasi Romania | AluPVC Blister 15(2(?0
. .. Macleods Pharmaceutical . . HDPE Bottle; 100;
Rifampicin 150 mg Capsule Lid A TB259 Kachigam, Daman India Alu/Alu strip 10%10
. .. . Switzerlan . 0
T56 |Rifampicin 300 mg Capsule Labatec Pharma B Yes Meyrin, Geneva a PVC/Alu Blister 10*4's
Rifampicin 300 mg Capsule Macleods Pharmaceutical A TB332 Premier Industrial India Alu/ PVC.; Strip, 10xX10; 100x1,
Ltd . Alu/Alu ; LDPE
Estate, Kachigam,
Bag
Daman, 396 210
. .. . Gruppo Lepanti, Glass Bottle; .
Rifampicin 300 mg Capsule Avantis Pharma B Yes Anagni Ttaly Blister 100; 100
. .. Film coated SW Ph GmbH Schiffweiler, PVC/Aclar/PVC
Rifampicin 300 mg tablet P FATUL?}E};I& N A{geimmm B Yes Germany Germany /Alu blister 100, 500
Rifampicin 300 mg Capsule S.C. Antibiotice S.A A Yes Lasi Romania | AluPVC Blister 1;)(:30
. .. . . . 10 (10*10 caps in
Rifampicin 300 mg Capsule Remedica B Yes Limassol Cyprus |Alu/PVC blister carton box)
. .. . Gruppo Lepanti, Glass Bottle; X
T57 |Rifampicin 450 mg Capsule Avantis Pharma B Yes Anagni Ttaly Blister 30; 8
. .. Film coated SW Ph GmbH Schiffweiler, PVC/Aclar/PVC
Rifampicin 450 mg tablet (Former FATUIiII{‘!gll;ZR) Arrgcimmcl) B Yes Germany Germany /Alu blister 100, 500
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Strength/ Dose

Dosage form

Supplier/ Manufacturer(s)

Global Fund QA
Standard

WHO

Prequalification/SR Manufacturing site

Country

Material

T58 |Rifampicin

600 mg

Film coated
tablet

SW Pharma GmbH

(Former FATOL-(RIEMSER) Arzneimittel)

A/WLA

Yes

Schiffweiler,
Germany

Germany

PVC/Aclar/PVC
/Alu blister

100, 500

T59 |Streptomycin

1g

Powder for
injection-IM

Reig Jofre

Yes

Laboratorio Reig
Jofré, S.A. Madrid
B. Braun Medical,

S.A. Jaén

Spain

Glass Vial

100

Streptomycin (sulfate) sterile

18

Powder for
injection

NCPC International Corp.

TB296

North China
Pharmaceutical Co
Ltd, New
Preparation Branch
Factory, No. 115
Hainan Road,
Shijiazhuang,
Hebei

China
(People's
Republic

of)

Vial, Type III
glass

1X10

T60 |Terizidone

250mg

Capsule

SW Pharma GmbH

(Former FATOL-(RIEMSER) Arzneimittel)

A-B

TB346

Schiffweiler

Germany

Blister

50

Terizidone

250mg

Capsule

Macleods Pharmaceuticals
Ltd

TB303

Macleods
Pharmaceuticals
Ltd, Unit 2, Plot No
25-27, Survey No
366, Premier
Industrial Estate,
Kachigam, Daman,
396 210, India

India

Container,
HDPE
Strip, Alu/Alu

100x1 ; 10x10

Tuberculin Purified Protein Derivative

T79 | (PPD) (Mantoux) TUBERSOL®

5 TU (Tuberculin
units) per 0.1 mL

Solution,
Intradermal

Sanofi Pasteur Limited

Health Canada
DIN 00317268

Sanofi Pasteur
Limited, 1755
Steeles Avenue
West, Toronto,
Canada, M2R 3T4

Canada

Vial

1 mL (10-dose) and
5 mL (50-dose) vial
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Strength/ Dose

Dosage form Supplier/ Manufacturer(s)

Global Fund QA
Standard

‘WHO

Prequalification/SR Manufacturing site

Country

Material

A/WLA

BB-NCIPD Ltd., Bulgaria,
1504, Sofia, 26, “Yanko

0,2 ml ( 2 doses) x 20;

A single human dose of
Drug Product is 0.1 mL

Pune-412307
Maharashtra, India

Bulgj;nan Drug Sakazov Blvd.” 2o ml (10 doses ) x 20;
: : : fat : ency . 1,0ml (10 doses ) x 10; 1
Tuberculin Purified Protein Derivative Solution 5 - . . . ’ P15
: ! 5TU/0,1 ml ’ BB-NCIPD Ltd. B II-11522/ BE-NCIPD Ltd., Bulgaria, | g 105149 Vial ml (15 doses ) x 20;
(PPD Tuberculin Mammalian) Intradermal L1 68134.3993.297 of 2ml (20 doses ) x 20;
13.12.2010 KKKR Suhodol District 1020 doses) x 1.
Reg. N2 20000719. 1362, 2ol (20 doses )13
Nazaritsa area, “Ovcha -0 m 0ses ) x
Kupel” district — Sofia
AJ Vaccines A/S
. . . . . Denmark 5, Artillerivej L (15 d .
Tuberculin Purified Protein Derivate For lution . > . 1.5 mL (15 doses) x 1;
T81 H‘ﬂ;‘ia‘;“USe urified Protein Derivate For |, pyy 6 4 pyy, oomtion, AJ Vaccines A/S B DK/H/0870/001- | DK-2300 Denmark Vial 15 mL (150 doses) x 10
002 Copenhagen S
Denmark
Multipack: 10 multidose
vials.
Cy-Tb or SIILTIBCY (0.5 Each vial contains 10 doses
micrograms (rdESAT-6) Serum Institute of of 0.1 mL.
+ 0.5 micrograms (rCFP- Soluti S fInd India Pvt. Ltd
_ _ - - 10)/mL solution for olution, erum Institute of India Pvt. EMA o M . . Store in a refrigerator (2°C
T80 |[rdESAT-6 and rCFP-10 (Cy-Tb) Injection injection, Intradermal Ltd. (STIPL) B EU/1/24/1882 S.No. 105-110, Manjari|  India Glass vial o

After first opening, store at|
2°C - 8°C, use within 28
days.

End of A or B or C products list
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(, THE GLOBAL FUND

List Of Tuberculosis Pharmaceutical Products

classified according to the Global Fund Quality Assurance Policy

Edition: Version 121 - 30-Sep-2025

List of ERP ( Expert Review Panel) Reviewed Products which are permitted for time limited procurement:

If there is no or only one A or B or C product available ( supply of the product cannot be done within 9o days after the receipt of the Purchase Order by the manufacturer), grant funds may
be used to procure a ERP reviewed product eligible for procurement for limited time (12 months) period. The PR must send the “notification form” (available at
https://www.theglobalfund.org/media/5863/psm_ notification_form_en.doc) to the Global Fund and upon receiving the “ No Objection” letter form the Global Fund, the procurement can

proceed. Please note that the QC test of the selected ERP product will be performed by the Global Fund.

Rifapentine/Isoniazid/ s
T82 |Moxifloxacin (as ?n /10g0r215 Tablets Lupin Ltd ERP reviewed 23.sept.26
hydrochloride) 5 5

Lupin Limited (Block-1)
A-28/1, M.1.D.C. Area,
Chikalthana,
Chhatrapati
Sambhajinagar,
Chhatrapati
Sambhajinagar — 431
210,
Maharashtra, INDIA

India

Al/Al
blister pack

AL strip
pack

16x14's

End of ERP Reviewed products list

Edition: Version 121 - 30-Sep-2025

List of TB drugs classified according to the GF QA Policy
17




	List_of_TB-ABC_30_Sep_2025
	TB- A, B & C

	List_or_TB-ERP_30_Sep_2025
	TB-ERP


