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Drugs Applications Summary Reports

As from 01-03-2020 to 31-03-2020

Drugs Registered Applications Details

No. |[Reference No Brand Name Common Name Applicant Name Applicant Country

1 TFDAO8/HM/2175 Orno Ornidazole Lincoln Pharmaceuticals Limited |[INDIA

2 TFDA12/HM/0281 IRBIS - H Irbesartan Hetero Laboratories Limited INDIA

3 TFDA0014/HM/0099 Velix Recombinant streptokinase Gennova Biopharmaceuticals INDIA

4 TFDAO015/HM/0137 Kandicide-V Clotrimazole Pharmed Limited Tanzania

5 TFDAO015/HM/0141 Burncare Plus Silver Sulfadiazine and chlorhexidine Pharmed Limited Tanzania
Gluconate

6 TFDAO015/HM/0427 Unoprog 200 Progesterone Unosource Pharma Limited INDIA

7 TFDAO015/HM/0443 Phamdol Tramadol Hydrochloride Pharmed Limited Tanzania

8 TFDAOO015/HM/0476 Neurobion Thiamine Disulphide + Pyridoxine + Merck Proprietary Limited SOUTH AFRICA
Cyanocobalamine

9 TFDAO015/HM/0480 Pamidol lopamidol Unique Pharmaceutical INDIA




Laboratories (A division of J.B.

10 |TFDAO016/HM/0021 |Azinowel 500 Azithromycin EJ%?EH&%% B BrTagars INDIA

11 TFDA0O016/HM/0036 Betad Betamethasone Dipropionate S K Age Exports INDIA

12 TFDAO016/HM/0074 Artebeta Betamethasone Dipropionate Artemis Life Sciences U.AE

13 TFDAO016/HM/0119 Lozarsin Losartan Potassium K & C Trading Co. Ltd Tanzania

14 TFDA0016/HM/0199 Olmesar 40 Olmesartan Medoxomil Macleods Pharmaceuticals INDIA
Limited

15 TFDA0016/HM/0258 Vildagliptin Vildagliptin NVS Kenya Limited KENYA

16 TFDAO016/HM/0351 AZTREONAM Aztreonam Fuda Pharmaceutical Co.Ltd Tanzania

17 TFDAO016/HM/0366 Regapen Pregabalin ilko ilac San. ve Tic. A.S TURKEY

18 TFDA0016/HM/0384 Asid Omeprazole Astra Lifecare (India) Private INDIA
Limited

19 TFDA0O016/HM/0503 Chimox CV 625 Amoxicillin + Clavulanate Surgi Pharm Ltd Tanzania

20 TFDAO016/HM/0511 Esomo - 40 Esomeprazole Magnesium Sunberg Life Science Private INDIA
Limited

21 TFDA0016/HM/0540 Asformin Metformin Hydrochloride Astra Lifecare (India) Private INDIA
Limited

22 TFDA0O016/HM/0564 Ba - Metro Metronidazole Hebei Oriental Pharma Import CHINA
and Export Corporation

23 TFDAO016/HM/0565 Ba - Cipro Ciprofloxacin Lactate Hebei Oriental Pharma Import CHINA
and Export Corporation

24 TFDAO016/HM/0591 Dolutegravir Dolutegravir Sodium Mylan Laboratories Limited INDIA




25 TFDA0O016/HM/0649 BRUFEX-500 Cefalexin Monohydrate BRAWN LABORATORIES INDIA
LIMITED

26 TFDA0O016/HM/0653 A-cnotren Isotretinoin Pharmathen S.A. GREECE

27 TFDA0O016/HM/0660 Abisart HCTZ 300/25 Irbesartan + Hydrochlorothiazide Mylan Pharmaceuticals Private INDIA
Limited

28 TFDAO016/HM/0661 Abisart HCTZ 300/12.5 Irbesartan + Hydrochlorothiazide Mylan Pharmaceuticals Private INDIA
Limited

29 TFDA0017/HM/0089 Sanotax - 1000 Cefotaxime Sodium Sance Laboratories Private INDIA
Limited

30 TFDA0O017/HM/0111 Abacavir Sulfate and Lamivudine |Abacavir Sulfate 60mg and Lamivudine 30 [Aurobindo Pharma Limited INDIA

mg Tablets

31 TFDAO017/HM/0198 Deep Relief Ibuprofen + Levomenthol The Mentholatum Company UNITED KINGDOM
Limited

32 TFDA0O017/HM/0202 Bevac Hepatitis A virus Biological E. Limited INDIA

33 TFDA0O017/HM/0317 Verbital Phenobarbital VERVE HUMAN CARE INDIA
LABORATORIES

34 TFDAO017/HM/0342 CLORIFORT Clotrimazole Umedica Laboratories Pvt INDIA
Limited.

35 TFDA0O017/HM/0384 PRAVIA CR Valproic Acid United Pharmaceuticals JORDAN
Manufacturing Limited Company

36 TFDA0017/HM/0386 PRAVIA CR Valproic Acid United Pharmaceuticals JORDAN
Manufacturing Limited Company

37 TFDAO017/HM/0387 SCOLTA-10 Rosuvastatin Calcium United Pharmaceuticals JORDAN
Manufacturing Limited Company

38 TFDAO017/HM/0404 Ceprox Cefpodoxime Proxetile ALPHACEUTICALS LIMITED UNITED KINGDOM

39 TFDA0O017/HM/0406 Pravia 200 CR Valproic Acid United Pharmaceuticals JORDAN




Manufacturing Limited Company

40 TFDAO017/HM/0434 Patmac Pantoprazole sodium Nabigasim Industries (Private) PAKISTAN
Limited
41 TFDA0O017/HM/0458 Gencet Cetirizine hydrochloride NEOPHARMA LLC U.AE
42 TFDAO017/HM/0471 Healace 0.01% Recombinant Human Platelet Derived Virchow Healthcare Private INDIA
Growth Factor BB Limited
43 TFDAO017/HM/0472 Virinux Fondaparinux Virchow Healthcare Private INDIA
Limited
44 TFDA0O017/HM/0482 CEFITAX-200 Cefixime Trihydrate Salama Pharmaceuticals Ltd Tanzania
45 TFDA0O017/HM/0540 FUSIGEN Sodium Fusidate Geno Pharmaceutical Pvt. INDIA
Limited.
46 TFDAO017/HM/0604 Falci Care Artesunate Swiss Parenterals Limited INDIA
47 TFDA0O017/HM/0605 FalciCare 120 Artesunate Swiss Parenterals Limited INDIA
48 TFDA0O017/HM/0668 Amyn DT 125 Amoxicillin trinydrate Kopran Limited INDIA
49 TFDAO017/HM/0674 AMYN DT 250 Amoxicillin trihydrate Kopran Limited INDIA
50 TFDAO017/HM/0692 OMEPRAZOLE SODIUM Omeprazole Fuda Pharmaceutical Co.Ltd Tanzania
51 TFDAO017/HM/0731 Abhatyrab Purified Rabies bulk antigen Human Biologicals Institute (A INDIA
Division of Idian Immunologicals
Limited)

52 TFDAO017/HM/0827 ALLTERA 50 Lopinavir and Ritonavir Mylan Laboratories Limited INDIA
53 TFDA0017/HM/0853 Unifed DM Triproline + Pseudoephedrine UNITED PHARMACY Tanzania
Hydrochloride+Codeine

54 TFDA0O018/HM/0015 SOFOHEP Sofosbuvir Aurobindo Pharma Limited INDIA




55 TFDA0O018/HM/0016 Glimeryl M Glimepiride + Metformin United Pharmaceuticals JORDAN
Manufacturing Limited Company
56 TFDA0018/HM/0043 Dolutegravir,Lamivudine,Tenofovi | Anti retro viral Macleods Pharmaceuticals INDIA
r Limited
57 TFDA0O018/HM/0046 Abacavir 600 mg, Dolutegravir 50 | Abacavir, Dolutegravir, Lamivudine Aurobindo Pharma Limited INDIA
mg and Lamivudine 300 mg
58 TFDA0018/HM/0070 PARACETAMOL paracetamol NCPC INTERNATIONAL CORP. CHINA
59 TFDA0018/HM/0079 omol paracetamol National Pharmaceuticals OMAN
Industries Co. (S.A.0.G)
60 TFDA0018/HM/0099 PUBERGEN 5000 1U Chorionic Gonadotrophin SANZYME (P) Limited INDIA
61 TFDA0018/HM/0100 ENDOGEN HP 75 U Urofollitropin SANZYME (P) Limited INDIA
62 TFDAO018/HM/0116 budez 1 Budesonide Sun Pharmaceutical Industries INDIA
Limited
63 TFDA0018/HM/0149 TRANSIC INJECTION Tranexamic acid Nabigasim Industries (Private) PAKISTAN
500MG/5ML Limited
64 TFDA0018/HM/0150 TRANSIC INJECTION Tranexamic acid Nabigasim Industries (Private) PAKISTAN
250MG/5ML Limited
65 TFDAO018/HM- LESS- K POWDER Calcium Polystyrene Sulfonate JD Pharmacy Limited Tanzania
JAP/0158
66 TFDAO018/HM/0177 ROFAST 5 Rosuvastatin Aurobindo Pharma Limited INDIA
67 TFDA0O018/HM/0198 Acudal 30 Ketorolac Tromethamine Aspiro Pharma Limited INDIA
68 TFDA0018/HM/0199 Acudol 15 Ketorolac Tromethamine Aspiro Pharma Limited INDIA
69 TFDA0018/HM/0245 NEOMET XR Metformin Neopharma UNITED ARAB




EMIRATES

70 TFDA0O018/HM/0248 RINGER LACTATE INJECTION Electrolytes ALPHACEUTICALS LIMITED UNITED KINGDOM
71 TFDA0O018/HM/0258 CIATUFF 20 Tadalafil Aurobindo Pharma LIMITED INDIA
72 TFDA0O018/HM/0261 YESOM 40 Esomeprazole Sodium Aspiro Pharma Limited INDIA
73 TFDA0018/HM/0304 URSOLIV 250 Ursodeoxycholic Acid MEGA LIFESCIENCES PUBLIC THAILAND
COMPANY LIMITED - PLANT 2
74 TFDA0O018/HM/0316 PHENYTOIN Phenytoin MS Pharma-Jordan (MSPI) JORDAN
75 TFDA0018/HM/0355 Amoxicillin & Clavulanate Amoxicillin trihydrate & Potassium SURGI PHARM LIMITED KENYA
Potassium For Oral Suspension Clavulanate
76 TFDA0018/HM/0368 Tenofovir DF 300 mg + Emtricitabine + Tenofovir Disoproxil Lupin Limited INDIA
Emtricitabine 200 mg Fumarate
77 TFDA0O018/HM/0387 Nebivolol Hydrochloride Nebivolol Hydrochloride + MICRO LABS LTD INDIA
Hydrochlorothiazide PB hydrochlorothiazide
78 TFDA0018/HM/0408 TAPACID Pantoprazole Sodium Sesquihydrate MSN LABORATORIES PRIVATE INDIA
LIMITED
79 TFDA0018/HM/0433 Tramaspas 50 Tramadol Milan Laboratories (India) PVT INDIA
Limited
80 TFDA0O018/HM/0445 AARCIFLOX 500 Ciprofloxacin Pinnacle Life Science Private INDIA
Limited
81 TFDA0018/HM/0508 CDGREL-75 Clopidogrel ZOTA HEALTHCARE LIMITED INDIA
82 TFDA0O018/HM/0511 Dermazole Plus Shampoo Ketoconazole Kusum Healthcare Private INDIA
Limited
83 TFDA0018/HM/0523 Neomicef-S Ceftriaxone NEOMI PHARMACEUTICALS PVT [INDIA
LTD
84 TFDA0018/HM/0525 Metsafe 1000 ER Metformin MSN LABORATORIES PRIVATE INDIA




LIMITED

85 TFDA0018/HM/0549 Sensocain Spinal Bupivacaine BROOKES PHARMA PRIVATE PAKISTAN
LIMITED

86 TFDA0018/HM/0550 Sensocain Spinal Bupivacaine Hydrochloride BROOKES PHARMA PRIVATE PAKISTAN
LIMITED

87 TFDA0018/HM/0551 Sensocain Bupivacaine BROOKES PHARMA PRIVATE PAKISTAN
LIMITED

88 TFDAO018/HM/0562 Efavirenz/Lamivudine/Tenofovir |Efavirenz + Lamivudine + Tenofovir Macleods Pharmaceuticals INDIA

Disoproxil Fumarate Disoproxil Fumarate Limited

89 TFDA0O018/HM/0569 Sodium Chloride Sodium Chloride Sovereign Pharma Private Limited | INDIA

90 TFDA0018/HM/0625 Pabal Injection 100mcg/ml Carbetocin ferring Pharmaceuticals SA, JORDAN
Jordan

91 TFDA0O018/HM/0627 M-Kast Montelukast Aurobindo Pharma Limited INDIA

92 TFDAO018/HM/0639 Addnok - N 2/0.5 Buprenorphine Rusan Pharma Limited INDIA

93 TFDA0018/HM/0651 TYKONIB 100 Imatinib mesylate MSN LABORATORIES PRIVATE INDIA
LIMITED

94 TFDA0O018/HM/0652 TYKONIB 400 Imatinib mesylate MSN LABORATORIES PRIVATE INDIA
LIMITED

95 TFDAO018/HM/0657 OMLINK Omeprazole Lincoln Pharmaceuticals Limited |[INDIA

96 TFDA0018/HM/0661 ciprox 500 Ciprofloxacin ALPHACEUTICALS LIMITED UNITED KINGDOM

97 TFDA0018/HM/0668 ARTEMETHER, LUMEFANTRINE |Artemether MACLEODS PHARMACEUTICALS | INDIA
LTD..

98 TFDA0O018/HM/0673 HYDROXYCARDANIDE Hydroxycarbamide Sandoz GmbH AUSTRIA

99 TFDAO018/HM/0687 Gamok 1000/200 Amoxicillin Guilin Pharmaceutical (Shang CHINA




hai) Co. Ltd

100 |TFDAO018/HM/0688 Gamok 500/100 Amoxicillin Guilin Pharmaceutical (Shang CHINA
hai) Co. Ltd

101 |TFDAO018/HM/0696 Benzathine Benzylpenicillin Benzathine benzylpenicillin Generics and Specialties Ltd., Tanzania

102 |TFDA0018/HM/0705 Moxif Moxifloxacin Torrent Pharmaceuticals Ltd.. INDIA

103 |TFDAOO18/HM/0717 LAXIWAL Lactulose Wallace Pharmaceuticals Pvt. Ltd | INDIA

104 |TFDAO018/HM/0718 ZEN-200 (Carbamzepine Tablets |Carbamazepine INTAS PHARMACEUTICALS INDIA

200 mg) LIMITED

105 [TFDA0O018/HM/0727 GINIB 400 Imatinib EUROLAB (Pty) LTD SOUTH AFRICA

106 |TFDAO018/HM/0761 NOKLOT 75 Clopidogrel Bisulfate CADILA PHARMACEUTICALS INDIA
LIMITED

107 |TFDAO0O18/HM/0768 FLUZINE Fluphenazine Swiss Parenterals Limited INDIA

108 |[TFDA0018/HM/0770 VALAZYD H Valsartan + Hydrochlorothiazide CADILA HEALTHCARE LIMITED [INDIA

109 |TFDAO018/HM/0782 AMPICILLIN Ampicillin North China Pharmaceutical CHINA

SODIUM/CLOXACILLIN SODIUM Co.Limited

110 |TFDA0018/HM/0785 AMUCAP 500 MG Amoxicillin North China Pharmaceutical CHINA
Co.Limited

111 |TFDAO0O18/HM/0787 S-AMLOSAFE 5 Amlodipine Aristo Pharmaceuticals Private INDIA
Limited

112 |TFDA0O018/HM/0788 S-AMLOSAFE 2.5 Amlodipine Aristo Pharmaceuticals Private INDIA
Limited

113 |TFDAO0O18/HM/0796 Lumiter Artemether MACLEODS PHARMACEUTICALS |INDIA
LTD..

114 |TFDA0O018/HM/0802 Bemunat Bendamustine Natco Pharma Limited. INDIA




115 |TFDA0O018/HM/0805 Oxytocin 5 Oxytocin Sandoz GmbH, Kundl AUSTRIA
116 |TFDA0O018/HM/0806 Oxytocin 10 Oxytocin Sandoz GmbH, Kundl AUSTRIA
117 |TFDAO019/HM/0013 Topraz-20 Pantoprazole Sodium Sesquihydrate Aurobindo Pharma Limited, (Unit |INDIA
X1)
118 |TFDAO019/HM/0022 Glendes Desloratadine Glenmark Pharmaceuticals INDIA
Limited
119 |TFDA0O019/HM/0035 Malaglen Atovaquone + Proguanil Glenmark Pharmaceuticals INDIA
Limited
120 [TFDA0O019/HM/0046 Retalex Atracurium MS Pharma Jordan JORDAN
121 |TFDA0O019/HM/0075 Dawatatu Paracetamol + Acetylsalicylic Acid + HB Worldwide Limited Tanzania
Caffeine
122 |TFDA0O019/HM/0086 VIPIDIA alogliptin benzoate Takeda Pharma A/S DENMARK
123 [TFDA0019/HM/0087 VIPDOMET Alogliptin + Metformin Takeda Pharma A/S DENMARK
124 |TFDA0019/HM/0090 VANCOLIN-500 Vancomycin Lincoln Pharmaceuticals Limited |[INDIA
125 [TFDA0O019/HM/0203 Kaletra Lopinavir + Ritonavir Abbvie (Pty) Limited SOUTH AFRICA
126 |TFDA0019/HM/0205 ANZONAT Anastrazole NATCO PHARMA LIMITED.. INDIA
127 |[TFDA0O019/HM/0256 VIATUFF 50 Sildenafil Aurobindo Pharma Limited Unit | INDIA
v
128 |TFDAO019/HM/0327 EM Ceftriaxone for Injection Ceftriaxone Sodium EM PHARMACY Tanzania
129 |TFDA0O019/HM/0333 Mycophenolate Mofetil Mycophenolate mofetil Concord Biotech Limited INDIA




130 [TFDA0019/HM/0358 Easynac Acetylcysteine NOVELTY PHARMA GDD SA SWITZERLAND

131 |[TFDA0019/HM/0405 calamine 15%w/v and zinc oxide |Calamine + Zinc Oxide SRI BALAJI PHARMA LIMITED Tanzania
5%w/Vv lotion

132 [TFDA0019/HM/0406 benzyl benzoate Emulsion (BBE) |Benzyl benzoate SRI BALAJI PHARMA LIMITED Tanzania

133 |TFDA0019/HM/0408 DAWA YA MBA Benzoic Acid + Salicylic Acid SRI BALAJI PHARMA LIMITED Tanzania

134 [TFDA0O019/HM/0412 ZEFONE Ceftriaxone CADILA HEALTH CARE LTD INDIA

135 |TFDAO019/HM/0436 AMPICLOX NEONATAL ORAL Ampicillin (As trihydrate ) & Cloxacillin (As [GlaxoSmithKline Kenya Limited KENYA
SUSPENSION 90MG/0.6ML sodium)

136 |TMDAO0019/HM/0640 |Abacavir Sulphate/Dolutegravir |Abacavir, Dolutegravir, Lamivudine Laurus Labs Limited. INDIA
Sodium/Lamivudine

137 |TMDAO019/HM/0667 |Lamivudine/Zidovudine Lamivudine + Zidovudine Mylan Laboratories Limited INDIA

138 [TMDAO019/HM/0669 | MPLIFY 20 Tadalafil UNICHEM LABORATORIES INDIA

LIMITED
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