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LEcaL Nortice No. 217

REPUBLIC OF TRINIDAD AND TOBAGO

THE ANTIBIOTIC AcT, CHAP. 30:02

NOTIFICATION

APPROVAL OF PHARMACEUTICAL PREPARATIONS

NOTICE is hereby given that the Minister of Health, in exercise of
powers conferred on him by section 5 of the Antibiotics Act, Chap. 30:02
and on the recommendation of the Antibiotics Control Committee, adds
to the list of antibiotic preparations the following preparations which

may be imported:

Suspension Sml

Fort Worth,
Texas 76134 USA

ANTIBIOTIC FIRM AND ADDRESS SPONSOR
PREPARATIONS
Maxitrol Ophth Alcon Laboratories Inc. Alstons Marketing

Company Limited

Suspension, Sml
(Tobramycin
0.3%/Dexamethasone 0.1%)

Tobrex-Sterile Ophthalmic S.A. Alcon- Couvreur N.V. do.
ointment Tube x 3.5¢g Rijksweg 14, 2870 Puurs
Belgium
TOBREX Sterile do. do.
Ophthalmic Solution, Sml
(Tobramycin)
Tobradex Sterile Ophthalmic do. do.

Bactacil Tigecycline
for Injection USP 50mg/vial
Lyophylized Box x 1 vial

Intas Pharmaceuticals Ltd.
Plot No.-457 & 458, Village

Matoda, Bavla Road and Plot
No.-191/218 P, Village
Chacharwadi, Tal-Sanand,
Vill-Matoda & Chacharwadi-
382 210, Dist. - Ahmedabad
Gujarat State, India

Bryden Pi Limited
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ANTIBIOTIC FIRM AND ADDRESS SPONSOR
PREPARATIONS
Bactacil Tigecycline for Intas Pharmaceuticals Ltd. Bryden Pi Limited
Injection USP 50mg/vial Plot No. 5 to 14, Pharmez,
Lyophylized Box x 1 vial Near Village Matoda,
Tal-Sanand,
City: Matoda, Dist.-
Ahmedabad Gujarat State,
India
Binozyt 500mg, Sandoz SR.L. do.
Film-coated Tablet Str. Livezeni nr.7A,
Box x 3 540472, Targu Mures,
Jud. Mures, Romania
BINOZYT 200mg/5ml do. do.
(Azithromycin
Monohydrate) Powder for
Oral Suspension x 15mL
BINOZYT 200mg/5ml do. do.
(Azithromycin
Monochydrate) Powder for
Oral Suspension x 30mL
Curam 312.5mg/ Sml Forte Sandoz GmbH do.
Bottle x 100ml BiochemiestraBe-10
A-6250 Kundl-
Austria
Curam 457mg/5ml Sandoz GmbH do.
Powder for Oral BiochemiestraBe 10,
Suspension 6250 Kundl,
Bot x 70ml Austria
Curam 625mg Sandoz GmbH do.
Film Coated Tablets BiochemiestraBe-10
Box x 80 6250 Kundl,

Austria
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ANTIBIOTIC FIRM AND ADDRESS SPONSOR
PREPARATIONS
Curam 625mg Sandoz GmbH Bryden Pi Limited
Film-coated tablets Biochemiestrafe 10,
Box x 20 6250 Kundl,
Austria
Curam® 1000mg do. do.
film-coated tablet
Box of 20 tablets
Zinnat Tablets 250mg, Glaxo Operations UK Ltd. do.
Coated Tablet Harmire Road, Barnard Castle,
Box x 10 Durham,DL 12 8DT
United Kingdom
Zinnat Tablets 250mg, do. do.
Coated Tablet 250mg
Box x 50
Zinnat Tablets 500mg, do. do.
Coated Tablet Box x 10
Zinnat Tablets 500mg, do. do.
Coated Tablet 500mg
Box x 50
Zinnat 125mg/5ml Oral do. do.
Suspension, Granules For
Oral Suspension 125mg/Sml
Bot x 100ml
Gotabiotic F x 5ml Laboratorios Poen Eye See You
(Tobramycin 0.3% SACILFL Ophthalmic and
Dexamethasone 0.1%) Bermudez, Medical Supplies
: . 1004 - C1407BDR, -
Sterile Ophthalmic . Limited
. Buenos Aires,
Suspension Argentina
Gotabiotic F Sterile do. do.

Ophthalmic Ointment 3.5g
(Tobramycin 0.3% and
Dexamethasone 0.1%)
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ANTIBIOTIC FIRM AND ADDRESS SPONSOR
PREPARATIONS
Gotabiotic Sterile Laboratorios Poen Eye See You
(Tobramycin 0.3%) Bermudez, Medical Supplies
1004 - C1407BDR, Limited
Buenos Aires,
Argentina
Gotabiotic Sterile do. do.
Ophthalmic Solution x SmL
(Tobramycin 0.3%)
Lotemicin Loteprednol do. do.
Etabonate 0.5% Tobramycin
0.3% Sterile Ophthalmic
Suspension Sml
Visag Azithromycin 1% do. do.

Sterile Ophthalmic Solution
2.5ml

Amoxil 125mg/5ml

Glaxo Wellcome Production

GlaxoSmithKline

Powder for Oral Suspension Terras 11 Caribbean Limited
Bot x 100ml Zone Industrielle de la
Peyenniere 53100, Mayenne -
France
Amoxil Forte 250mg/5ml do. do.
Powder for Oral Suspension
Bot x 100ml
Amoxil 500mg Capsules do. do.
Box x 100 Capsules
SmithKline Beecham Limited do.

Augmentin Film-Coated
Tablets 625mg, Box x 14
Tablets

Clarendon Road,
Worthing, West Sussex,
BN14 8QH,
United Kingdom




Approval of Pharmaceutical Preparations

ANTIBIOTIC FIRM AND ADDRESS SPONSOR
PREPARATIONS
Augmentin 228mg/Sml SmithKline Beecham Limited, GlaxoSmithKline
suspension, Powder for Oral Clarendon Road, Caribbean Limited
Suspension, Bot x 70ml Worthing, West Sussex,
BN14 8QH,
United Kingdom
Augmentin 457mg/5ml do. do.
suspension, Powder for Oral
Suspension, Bot x 70ml
Augmentin ES 600mg Glaxo Wellcome Production, do.
Suspension Terras II Zone Industrielle de
Bott x 100ml la Peyenniere 53100, Mayenne
- France
Augmentin Film-Coated SmithKline Beecham Limited do.
Tablets 1G Clarendon Road, Worthing,
Box x 14 tablets West Sussex, BN14 8QH,
United Kingdom
Fortum 1g Powder for ACS Dobfar SP.A. do.
Injectable Preparations Vial Via A. Fleming,
2-37135,
Verona (VR) - Italy
Zinacef 1.5g Powder for do. do.
Injectable Preparations
Vial x 1.5g
Zinacef 750mg Powder for do. do.
Injectable Preparation
Vial x 750mg
AmBisome® Gilead Sciences, Inc., La Massy Distribution
Liposomal Amphotericin B Verne (Trinidad), a Division
50mg Powder for 1800 Wheeler Avenue, of Massy Integrated
Concentrate for Dispersion La Verne, CA 91750, Retail Ltd

for Infusion Box with 10
single-dose vials and 10
5-micron filters

United States Of America
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ANTIBIOTIC FIRM AND ADDRESS SPONSOR
PREPARATIONS
Azithro-Denk 250mg, Artesan Pharma Massy Distribution
azithromycin (as GmbH & Co. KG (Trinidad), a Division
azithromycin monohydrate) Wendlandstrafle 1, of Massy Integrated
Film-coated Tablets 29439 Liichow, Retail Ltd
Box x 6 tablets Germany
Azithro-Denk 500mg, do. do.
azithromycin (as
azithromycin monohydrate)
Film-coated Tablets
Box x 3 film-coated tablets
BACQURE Sun Pharmaceutical Industries do.
Imipenem and Cilastatin Limited Industrial Area No.3,
for Injection USP 500mg A.B. Road, Dewas 455 001,
For IV Use Only Vial (M.P), India
Klaricid IV 500mg Delpharm Saint Remy do.
Lyophilized Powder for Rue de L’Isle,
Injectable Solution for Saint Remy sur Avre,
Intravenous Infusion Carton 28380 France
box containing 1 vial with
500mg
Linezolid Denk 2mg/ml Pharmaceutical Works do.
Solution for Infusion,10 POLPHARMA S A.
Infusion Bags containing 19 Pelplinska Str., 83-200
300ml solution for infusion Starogard Gdanski,
each Poland
Mesporin - 1000 IM Labesfal Pharmtech
(Powder and Solvent for Laboratorios (Caribbean) Limited
Solution) (Ceftriaxone Almiro S.A.

— 1000mg/3.5ml)

Zona Industrial do Lagedo,
Santiago de Besteiros, 3465-
157, Portugal
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ANTIBIOTIC FIRM AND ADDRESS SPONSOR
PREPARATIONS
Mesporin - 1000 IV Labesfal Pharmtech
(Powder and Solvent for Laboratorios (Caribbean) Limited
Solution)(Ceftriaxone — Almiro S.A.
1000mg/10ml) Zona Industrial do Lagedo,
Santiago de Besteiros, 3465-
157, Portugal
Fucidin H Cream Tube x Leo Pharmaceuticals Products, Smith Robertson &
15gm Ballerup, Denmark Company Ltd
Meronem IV Sumitomo Pharma Co., Ltd. do.
500mg/vial, Oita Plant
Powder for Injection 2200 Oaza Tsurusaki, Oita,
Box x 10 vials Oita 870-0106,
Japan
Meronem IV 1G/Vial, do. do.
Powder for Injection
Box x 10 vials
Rocephin Ceftriaxone vial x F. Hoffmann-La Roche Ltd do.
lgm. LV. Wurmisweg, 4303 Kaiseraugst,
Switzerland
Rocephin Ceftriaxone vial x do. do.
Igm. LM.
Tazocin (Piperacillin and Wyeth Lederle S.r.L. do.
Tazobactam for Injection, Via Franco Gorgone,
USP) 4.5 gram Vial Carton x Industrial Area,
12 vials Catania IT - 95100, Italy
For IV. Use only
Tygacil (Tigecycline) for do. do.
Injection 50mg per vial Box
x 10 Single Use Vials
Zyvox Linezolid 2mg/ml, Fresenius Kabi Norge AS Smith Robertson &
Solution for Infusion Svinesundsveien 80, Company Ltd

Bag x 300ml

Halden, 1788, Norway
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ANTIBIOTIC FIRM AND ADDRESS SPONSOR
PREPARATIONS
Zyvox (Linezolid) Tablets Pfizer Pharmaceuticals LLC, Smith Robertson &
600mg Box x 30 tablets KM 1.9 Road 689, Vega Baja, Company Ltd
Puerto Rico 00693
Apo-Azithromycin Z 250mg Apotex Research Private Ultra Pharm
tablet box of 6 tablets Limited Marketing Limited

Plot No. 1 & 2 Bommasandra

Industrial Area

4TH Phase Jigani Link Road

Bangalore, Karnataka
India, 560099

Linezolid 600mg Tablets
3 x 10 Tablets per Box

Hetero Labs Limited
Unit -V, SY.NO.439,440,441

Vernon Technologies

Limited
& 458, TSIIC Formulation
SEZ,
Polepally Village, Jadcherla
Mandal, Mahabubnagar
District,
Pincode 509301, Telangana
State, India
Vancomycin Hydrochloride Aspiro Pharma Limited do.
for Injection USP Sy. No. 321, Biotech Park,
500mg/vial Phase-11I,
Single boxes banded Karkapatla Village
together in packs of 10 Markook Mandal, Siddipet
District, Telangana State, India
Dated this 22nd day of May, 2025.
L. BODOE
Minister of Health
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