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Drugs Applications Summary Reports

As from 01-01-2019 to 31-12-2019

Drugs Registered Applications Details

No. |[Reference No Brand Name Common Name Applicant Name Applicant Country
1 TFDA14/HM/0017 Tenbloka- 50 Atenolol Shelys Pharmaceuticals Limited |Tanzania
2 TFDA13/HM/0272 CALYZID Calcium Carbonate Powder S K Age Exports INDIA
3 TFDA14/HM/0040 Topraz 20 Pantoprazole Aurobindo Pharma Limited INDIA
4 TFDA12/HM/0305 M CAMP Piroxicam Milan Laboratories India Private | INDIA
Limited
5 TFDA13/HM/0218 Koflyn Raspberry® Diphenhydramine Hydrochloride Shelys Pharmaceuticals Limited |Tanzania
6 TFDA10/HM/0066 Pantoloc 20 Pantoprazole Nycomed (Pty) Limited SOUTH AFRICA
7 TFDA13/HM/0475 Zadiways - 500 Azithromycin Dihydrate Mankind Pharma Limited INDIA
8 TFDA11/HM/0069 Valovir Valaciclovir Hetero Laboratories Limited INDIA
9 TFDA12/HM/0275 IRBIS - H 150 Irbesartan Hetero Labs Limited INDIA




10 TFDA13/HM/0057 Candez 16 Candesartan Cilexetil Ind-Swift Limited INDIA

11 TFDA14/HM/0156 Prostetrol Alfuzosin HCI Eva Pharma for Pharmaceuticals |[EGYPT
and Medical Appliances

12 TFDA0O014/HM/0159 Momate AZ Mometasone and Combination Glenmark Pharmaceuticals INDIA
Limited

13 TFDA0014/HM/0359 Verpat Pethidine VERVE HUMAN CARE INDIA
LABORATORIES

14 TFDA0014/HM/0473 Co-Fluampicil Flucloxacillin + Ampicillin Sparsh Bio-tech Private Limited INDIA

15 TFDA0014/HM/0495 Dofec Diclofenac Coral Laboratories Limited. INDIA

16 TFDAO015/HM/0004 Combillin Ampicillin (As trihydrate ) & Cloxacillin (As |Dawa Limited KENYA

sodium)

17 TFDAO015/HM/0048 Rifampicin and Isoniazid tablets |Rifampicin + Isoniazid Macleods Pharmaceuticals INDIA
Limited

18 TFDA0O015/HM/0148 Square zinc Zinc Sulphate Monohydrate Square Pharmaceuticals Limited |Bangladesh

19 TFDA0O015/HM/0230 Carbas Carbamazepine Astra Lifecare (India) Private INDIA
Limited

20 TFDAO015/HM/0235 Plenmoxi Moxifloxacin Hydrochloride Unosource Pharma Limited INDIA

21 TFDA0O015/HM/0246 ROSUCOR 10 Rosuvastatin Calcium Torrent Pharmaceuticals Limited |INDIA

22 TFDAO015/HM/0247 ROSUCOR 20 Rosuvastatin Calcium Torrent Pharmaceuticals Limited |INDIA

23 TFDAO015/HM/0250 Emami mentho plus balm Menthol Emami Limited INDIA

24 TFDAOO15/HM/0272 Tacroz Tacrolimus Glenmark Pharmaceuticals INDIA




Limited

25 TFDA0O015/HM/0301 IMSO Esomeprazole Sodium Immacule Lifescience Private INDIA
Limited

26 TFDA0O015/HM/0314 Sinarest Linctus Dextromethorphan Hydrobromide + Centaur Pharmaceuticals Private |INDIA

Chlorpheniramine Maleate + Menthol Limited

27 TFDAO015/HM/0318 Septrin DS Sulfamethoxazole & Trimethoprim Shelys Pharmaceuticals Limited |Tanzania

28 TFDAO015/HM/0360 Glypride Glimepiride Gulf Pharmaceutical Industries UNITED ARAB
(Julphar) EMIRATES

29 TFDA0O015/HM/0379 Crestat 5 Rosuvastatin CCL Pharmaceuticals Private PAKISTAN
Limited

30 TFDA0O015/HM/0380 Crestat 10 Rosuvastatin CCL Pharmaceuticals Private PAKISTAN
Limited

31 TFDAO015/HM/0399 Cardisar HT 160/12.5 Valsartan + Hydrochlorothiazide Mylan Pharmaceuticals Private INDIA
Limited

32 TFDAO015/HM/0400 Cardisar HT 160/25 Valsartan + Hydrochlorothiazide Mylan Pharmaceuticals Private INDIA
Limited

33 TFDA0O015/HM/0401 Cardisar HT 80/12.5 Valsartan + Hydrochlorothiazide Mylan Pharmaceuticals Private INDIA
Limited

34 TFDAO015/HM/0424 Thermodol - 150 paracetamol Unosource Pharma Limited INDIA

35 TFDAO015/HM/0457 Verbital Phenobarbital Sodium BP Velve Human Care laboratories INDIA

36 TFDAO015/HM/0487 Sitag - 50 Sitagliptin phosphate Bafna Pharmaceuticals Limited INDIA

37 TFDA0O015/HM/0488 Sitag - 100 Sitagliptin phosphate Bafna Pharmaceuticals Limited INDIA

38 TFDAO015/HM/0512 Tasol GM Clobetasol Propionate + Miconazole Nitrate |Centaur Pharmaceuticals Private |INDIA

+ Gentamicin Sulphate Limited
39 TFDAO015/HM/0515 Sanaxone Plus - 1000 Ceftriaxone Sodium and Sulbactam Sance Laboratories Private INDIA




Sodium Limited
40 TFDA0016/HM/0002 Olopan Eye Drops Olopatadine Hydrochloride BEXIMCO PHARMACEUTICALS |Bangladesh
LIMITED
41 TFDA0016/HM/0035 M - Dopakant - 250 Methyldopa S K Age Exports INDIA
42 TFDAO016/HM/0043 Metformin Metformin Sandoz GmbH AUSTRIA
43 TFDAO016/HM/0044 Metformin Metformin Sandoz GmbH AUSTRIA
44 TFDA0016/HM/0045 Amlodipine Sandoz GmbH AUSTRIA
45 TFDA0O016/HM/0046 Amlodipine Amlodipine Besylate Sandoz GmbH AUSTRIA
46 TFDA0016/HM/0075 Taxim - O Cefixime ALKEM LABORATORIES INDIA
LIMITED.
47 TFDA0O016/HM/0082 Artmet - 500 Metformin Hydrochloride Artemis Life Sciences U.AE
48 TFDA0016/HM/0110 Morphine Sulphate Morphine Sulphate Martindale Pharmaceuticals UNITED KINGDOM
Limited
49 TFDAO016/HM/0118 Varodipine Amlodipine Besilate Shin Poong Pharma Co. Ltd KOREA
50 TFDAO016/HM/0142 Bisoprolol Sandoz GmbH AUSTRIA
51 TFDAO016/HM/0143 Bisoprolol Sandoz GmbH AUSTRIA
52 TFDA0O016/HM/0144 Bisoprolol Sandoz GmbH AUSTRIA
53 TFDAO016/HM/0164 Ec- Pram 10 Hetero Laboratories Limited INDIA
54 TFDAO016/HM/0165 Prega 150 mg Pregabalin Capsules 150 mg Hetero Laboratories Limited INDIA




55 TFDAO016/HM/0166 Prega 75 mg Pregabalin Capsules 75 mg Hetero Laboratories Limited INDIA
56 TFDA0016/HM/0180 AVONZA Tenofovir Disoproxil Fumarate + Mylan Laboratories Limited INDIA
Lamivudine + Efavirenz

57 TFDAO016/HM/0191 Bacip 200mg/100ml Infusion Ciprofloxacin Lactate USP Surge Laboratories Private PAKISTAN
Limited

58 TFDAO016/HM/0208 Artesunate Artesunate Salama Pharmaceuticals Limited |Tanzania

59 TFDA0016/HM/0209 Simvastatin Sandoz GmbH AUSTRIA

60 TFDA0O016/HM/0211 Simvastatin Sandoz GmbH AUSTRIA

61 TFDAO016/HM/0232 Xemaderm Mometasone furoate Gulf Pharmaceutical Industries UNITED ARAB
(Julphar) EMIRATES

62 TFDA0O016/HM/0250 Irbis - HT 300/12.5 Irbesartan and Hydrochlorothiazide Tablets | Hetero Laboratories Limited INDIA

63 TFDA0016/HM/0251 Efavirenz, Lamivudine and Hetero Laboratories Limited INDIA

Tenofovir Disoproxil Fumarate

64 TFDA0016/HM/0255 Rosuvan 10 Rosuvastatin Sunberg Life Science Private INDIA
Limited

65 TFDAO016/HM/0256 Rosuvan 20 Rosuvastatin Calcium Sunberg Life Science Private INDIA
Limited

66 TFDA0O016/HM/0271 AZITHIN Azithromycin Dihydrate TCS COMPANY LIMITED Tanzania

67 TFDAO016/HM/0272 IRBIS-H 150 Irbesartan Hetero Laboratories Limited INDIA

68 TFDAO016/HM/0274 THEOFLEX - 250 Cefalexin Monohydrate Theon Pharmaceuticals Limited INDIA

69 TFDA0016/HM/0343 Verbital-100 Phenobarbital Sodium BP VERVE HUMAN CARE INDIA




LABORATORIES

70 TFDA0O016/HM/0344 Verbital-30 Phenobarbital Sodium BP VERVE HUMAN CARE INDIA
LABORATORIES

71 TFDA0O016/HM/0453 Biomist NS 0.05 % Xylometazoline SAVA HEALTHCARE LIMITED INDIA

72 TFDAO016/HM/0471 Benzylpenicillin Sodium Benzylpenicillin Sodium Rena Exports INDIA

73 TFDAO016/HM/0475 NORMAGUT Mega Lifesciences (Australia) Pty. | AUSTRALIA
Limited

74 TFDA0O016/HM/0479 Rosuvax - 20 Rosuvastatin Calcium Astra Lifecare (India) Private INDIA
Limited

75 TFDA0016/HM/0480 Rosuvax-10 Rosuvastatin Calcium Astra Lifecare (India) Private INDIA
Limited

76 TFDAO016/HM/0481 Lumether Artemether + Lumefantrine Astra Lifecare (India) Private INDIA
Limited

77 TFDAO016/HM/0489 Edsave 20 Tadalafil Fourrts (India) Laboratories INDIA
Private Limited

78 TFDA0016/HM/0491 Flukocin A Amoxicillin Trihydrate + Flucloxacillin Medopharm Private Limited INDIA

Sodium

79 TFDA0O016/HM/0497 GABAPEN 300 Gabapentin Moraf Pharmaceuticals LTD Tanzania

80 TFDAO016/HM/0499 PREGABA 150 Pregabalin Sunberg Life Science Private INDIA
Limited

81 TFDA0O016/HM/0508 KLACID IV Clarithromycin Phillips Pharmaceuticicals Tanzania
Tanzania Limited

82 TFDA0016/HM/0523 U-TRYP 100000 I.U Ulinastatin Bharat Serums and Vaccines INDIA
Limited

83 TFDA0O016/HM/0541 Co- Arlumether Forte Artemether + Lumefantrine Astra Lifecare (India) Private INDIA
Limited

84 TFDA0016/HM/0557 OLOPAT Olopatadine JAMJOOM PHARMACEUTICALS |SAUDI ARABIA




COMPANY LIMITED

85 TFDAO016/HM/0568 Ampcloxa Ampicillin Trihydrate Fuda Pharmaceutical Co.Ltd Tanzania
86 TFDA0016/HM/0583 Gaviscon Double Action Liquid sodium alginate + sodium bicarbonate Reckitt Benckiser Healthcare UK |UNITED KINGDOM
Limited
87 TFDA0O016/HM/0584 Gaviscon Liquid Sachets Sodium Alginate+Sodium Reckitt Benckiser Healthcare UK |UNITED KINGDOM
Bicarbonate+Calcium Carbonate Limited
88 TFDAO016/HM/0586 Gaviscon Double Action Tablets |Sodium Alginate+Sodium Reckitt Benckiser Healthcare UK |UNITED KINGDOM
Bicarbonate+Calcium Carbonate Limited
89 TFDAO016/HM/0618 Loradine Loratidine Y.S.P Industries (M) SDN. BDH MALAYSIA
90 TFDA0O016/HM/0619 Tidact Clindamycin Hydrochloride Y.S.P Industries (M) SDN. BDH MALAYSIA
91 TFDAO016/HM/0645 Cefitax Cefixime Trihydrate Salama Pharmaceuticals Limited |Tanzania
92 TFDA0O016/HM/0646 BRUMOX-500 Amoxicillin trihydrate BRAWN LABORATORIES INDIA
LIMITED
93 TFDA0016/HM/0648 DITS Diclofenac Sodium BRAWN LABORATORIES INDIA
LIMITED
94 TFDA0O016/HM/0657 FIXINECT 200 Cefixime 200 Nectar Lifesciences Limited INDIA
95 TFDAO016/HM/0675 Cerox Cefuroxime Sodium Salama Pharmaceuticals Limited [Tanzania
96 TFDAO016/HM/0679 Dufenac Diclofenac Sodium Guilin Pharmaceuticals Company
Limited
97 TFDA0016/HM/0692 Cachpar 500 paracetamol CACHET PHARMACEUTICALS INDIA
PVT LTD
98 TFDA0017/HM/0003 Azimax 250 Azithromycin Dihydrate Hovid Bhd MALAYSIA
99 TFDA0017/HM/0020 Endulin VIAL Insulin Glardine (rDNA Origin) 100 IU/ml [ Mylan Pharmaceuticals Private INDIA




Injection Limited
100 |TFDAO017/HM/0073 Bactigen Eye/ear Drops Gentamycin Sulphate FDC Limited INDIA
101 |TFDAO017/HM/0086 Clotinex Enoxaparin SQUARE PHARMACEUTICALS Bangladesh
LIMITED
102 [TFDA0O017/HM/0088 Sanix - 400 Cefixime Sance Laboratories Private INDIA
Limited
103 |TFDA0O017/HM/0103 Folic Acid Folic Acid Coral Laboratories Limited. INDIA
104 |TFDA0017/HM/0133 Mosi Moxifloxacin FDC Limited INDIA
105 |TFDA0O017/HM/0148 Ketanir Ketamine Aculife Healthcare Private Limited | INDIA
106 [TFDA0O017/HM/0149 Triolmesar forte 5 Olmesartan + Amlodipine + Macleods Pharmaceuticals INDIA
Hydrochlorothiazide Limited
107 |TFDA0O017/HM/0150 Triolmesar Olmesartan + Amlodipine + Macleods Pharmaceuticals INDIA
Hydrochlorothiazide Limited
108 |[TFDA0017/HM/0154 RH Com Rifampicin and Isoniazid Macleods Pharmaceuticals INDIA
Limited
109 |TFDAO017/HM/0163 COLD VAN Chlorpheniramine/Phenylephrine ZOTA HEALTHCARE LIMITED INDIA
110 |TFDAO017/HM/0166 Senergy Amlodipine + Valsartan United Pharmaceuticals JORDAN
Manufacturing Limited Company
111 |TFDAOO17/HM/0167 Senergy Amlodipine + Valsartan United Pharmaceuticals JORDAN
Manufacturing Limited Company
112 |TFDA0O017/HM/0168 Consort 120 mg Etoricoxib JORDAN
113 |TFDA0O017/HM/0169 Consort 90 mg Etoricoxib JORDAN
114 |(TFDA0017/HM/0170 Consort 60 mg Etoricoxib JORDAN




115 |TFDAO017/HM/0176 Myomax 150 mg Tolperisone Hydrochloride United Pharmaceuticals JORDAN
Manufacturing Limited Company

116 |[TFDA0O017/HM/0177 Powercef Ceftriaxone Sodium Wockhardt Limited INDIA

117 |TFDAO0O17/HM/0192 Nadimix Cream Wockhardt Limited INDIA

118 |TFDA0O017/HM/0194 MONTIGET Montelukast Getz Pharma Private Limited PAKISTAN

119 |TFDAO017/HM/0195 MONTIGET Montelukast Getz Pharma Private Limited PAKISTAN

120 |TFDA0O017/HM/0200 Gutaxime Cefotaxime Sodium Guilin Pharmaceutical Shanghai [CHINA
Co. Limited

121 [TFDA0O017/HM/0238 Zo ofloxacin FDC Limited INDIA

122 | TFDA0O017/HM/0250 Flutiform Formoterol Fumarate +Fluticasone Napp Pharmaceuticals limited UNITED KINGDOM

Propionate
123 |TFDAO017/HM/0251 Flutiform Formoterol Fumarate +Fluticasone Napp Pharmaceuticals limited UNITED KINGDOM
Propionate

124 |TFDAO017/HM/0258 Magna-biotic Amoxicillin + Clavulanic acid South Egypt Drug Industries EGYPT
Company

125 |TFDA0O017/HM/0270 Electral-Z Kit Oral Rehydration Salt/Zinc Sulfate Tablets |FDC LIMITED INDIA

126 |TFDA0O017/HM/0280 Akugabalin - 75 Pregabalin Naprod Life Sciences Private INDIA
Limited

127 |[TFDA0017/HM/0319 Q-TIB Sulfamethoxazole+Trimethoprim Cipla Limited INDIA

128 [TFDA0O017/HM/0321 Adsorbed Tetanus Vaccine Tetanus Toxoid Serum Institute of India Limited [INDIA

129 |TFDA0017/HM/0330 Gly4par 60 Gliclazide Mega Lifesciences Public THAILAND




Company Ltd

130 |TFDA0O017/HM/0331 Gly4par 30 Gliclazide Mega Lifesciences Public THAILAND
Company Ltd

131 [TFDA0017/HM/0339 Artefan Artemether + Lumefantrine Ajanta Pharma Limited INDIA

132 |TFDAO017/HM/0349 Allerieve 10 Cetirizine hydrochloride Salama Pharmaceuticals Limited [Tanzania

133 |TFDA0O017/HM/0381 Cipladon paracetamol CIPLA LTD INDIA

134 |TFDAO017/HM/0396 MyHep ALL Sofosbuvir Mylan Laboratories Limited INDIA

135 |TFDAO017/HM/0397 Mucospel Bromhexine Hydrochloride Square Pharmaceuticals Limited |Bangladesh

136 |TFDA0017/HM/0405 Scolta Rosuvastatin Calcium United Pharmaceuticals JORDAN
Manufacturing Limited Company

137 |[TFDA0O017/HM/0412 Myfortic Mycophenolate Sodium NVS Kenya Limited KENYA

138 |TFDA0O017/HM/0413 Myfortic Mycophenolate Sodium NVS Kenya Limited KENYA

139 |TFDA0017/HM/0420 THEOFLEX - 500 Cefalexin Monohydrate Theon Pharmaceuticals Limited INDIA

140 [TFDA0O017/HM/0457 Gencet Cetirizine hydrochloride NEOPHARMA LLC U.AE

141 | TFDAOO17/HM/0469 PEPCINON Oxytocin Steril-Gene Lifesciences Pvt.Ltd INDIA

142 | TFDAO017/HM/0470 OSTEOTIDE Teriparatide Recombinant Human Virchow Healthcare Private INDIA

Parathyroid Hormone Limited

143 | TFDAOO17/HM/0473 Clasipro Bacillus clausii Virchow Healthcare Private INDIA
Limited

144 | TFDAOO17/HM/0474 Debridace Papain USP and Urea USP Virchow Healthcare Private INDIA




Limited

145 |TFDAO017/HM/0475 CEFPO - 200 Cefpodoxime OMAN PHARMACEUTICAL OMAN
PRODUCTS Co.LLC

146 |TFDA0O017/HM/0476 Montas Montelukast Sodium Oman Pharmaceutical Products SULTANATE OF
Co., LLC OMAN

147 |TFDA0O017/HM/0478 Fertab - 50 Clomifene Citrate Oman Pharmaceutical Products SULTANATE OF
Co., LLC OMAN

148 |TFDA0O017/HM/0479 Cefovex 500 Cefuroxime Axetil Oman Pharmaceutical Products SULTANATE OF
Co., LLC OMAN

149 [(TFDAO0017/HM/0490 Anatax Betahistine United Pharmaceuticals JORDAN
Manufacturing Limited Company

150 |TFDA0017/HM/0502 RUBUPHINE 20 Nalbuphine RUSAN PHARMA LIMITED INDIA

151 |TFDAO017/HM/0503 Trevia Sitagliptin Getz Pharma Private Limited PAKISTAN

152 |TFDA0017/HM/0504 Trevia Sitagliptin Getz Pharma Private Limited PAKISTAN

153 |TFDA0017/HM/0513 Ceftriaxone Cefriaxone Sodium ACTION MEDEOR- GERMAN GERMANY
MEDICAL AID ORGANISATION

154 |TFDA0017/HM/0552 VANCONEX CP VENUS REMEDIES LIMITED INDIA

155 |TFDAO017/HM/0556 RUBUPHINE 10 Nalbuphine Rusan Pharma Limited INDIA

156 |TFDA0O017/HM/0571 INFUMOX CV 156.25 Amoxicillin + Clavulanic acid INFUGEN PHARMA PVT. LTD. INDIA

157 |TFDA0O017/HM/0574 VAGACYTE VALGANCICLOVIR HYDROCHLORIDE Panacea Biotech Limited INDIA

158 |TFDA0017/HM/0587 NADOXIN Nadifloxacin Wockhardt Limited INDIA

159 |TFDA0017/HM/0616 THIOTEC Thiopental VHB MEDI SCIENCES LIMITED INDIA




160 |TFDA0017/HM/0617 Platifirst Cisplatin VHB MEDI SCIENCES LIMITED |INDIA
161 |TFDAO017/HM/0619 Dolutegravir, Lamivudine & Lamivudine + Tenofovir Disoproxil Aurobindo Pharma Limited Tanzania
Tenofovir Disoproxil Fumarate Fumarate + Dolutegravir
Tablets

162 |TFDA0O017/HM/0631 NEO-GABA 75 Pregabalin Capsules 75 mg United Pharmaceutical Mfg. Co. JORDAN
Limited

163 |TFDA0017/HM/0654 Metco IV Metronidazole ESKAYEF PHARMACEUTICALS BANGLADESH
LIMITED

164 |TFDA0O017/HM/0664 Bevacizumab Amring Bevacizumab AMRING FARMA S.R.L Romania

165 |[TFDA0017/HM/0665 Bevacizumab Amring Bevacizumab AMRING FARMA S.R.L Romania

166 [TFDAO017/HM/0666 Epclusa Sofosbuvir Gilead Sciences, Inc United States of

America
167 |[TFDAO017/HM/0667 Vemlidy Tenofovir Alafenamide Gilead Sciences, Inc United States of
America

168 |TFDA0O017/HM/0684 LISOF ledipasvir 90mg/sofosbuvir 400mg Hetero Labs Limited INDIA

169 |TFDA0017/HM/0690 Flucas-150 Fluconazole ASTRA LIFECARE (INDIA) PVT INDIA
LTD.

170 |TFDA0O017/HM/0700 Pregabalin Pregabalin Indoco Remedies Limited INDIA

171 |TFDA0017/HM/0701 CEROX 500 Cefuroxime Axetil ALPHACEUTICALS LIMITED U.K.

172 |TFDA0O017/HM/0702 Flexi P Levonorgestrel, Ethinylestradiol, Ferrous T-MARC TANZANIA Tanzania

Fumarate

173 |TFDA0O017/HM/0711 BREATHEZY- L (10/5) Montelukast Sodium MSN LABORATORIES PRIVATE INDIA
LIMITED

174 |TFDAO017/HM/0716 ABCROM Sodium Cromoglicate ABACUS PARENTERAL DRUGS UGANDA




LTD (APDL)

175 [TFDA0017/HM/0726 RITUXIMAB AMRING Rituximab AMRING FARMA S.R.L Romania
176 |[TFDA0O017/HM/0727 RITUXIMAB AMRING Rituximab AMRING FARMA S.R.L Romania
177 |TFDA0O017/HM/0728 Rovista Rosuvastatin Getz Pharma Private Limited PAKISTAN
178 |TFDAO0O17/HM/0729 Rovista Rosuvastatin Getz Pharma Private Limited PAKISTAN
179 |TFDA0017/HM/0730 Rovista Rosuvastatin Getz Pharma Private Limited PAKISTAN
180 |TFDA0O017/HM/0734 PUFRAN Ondansetron Steril-Gene Life Sciences Private |INDIA
Limited
181 |TFDA0017/HM/0735 Gabix 100 Gabapentin Getz Pharma Private Limited PAKISTAN
182 |TFDAO017/HM/0736 Gabix 300 Gabapentin Getz Pharma Private Limited PAKISTAN
183 |TFDA0O017/HM/0745 H-ZIDE Hydrochlorothiazide Sunberg Life Science Private INDIA
Limited
184 |TFDAO017/HM/0746 AZIBERG 500 Azithromycin Dihydrate Sunberg Life Science Private INDIA
Limited
185 [TFDA0O017/HM/0749 AZIBERG 250 Azithromycin Dihydrate Sunberg Life Science Private INDIA
Limited
186 |TFDA0O017/HM/0754 Miconax cream Miconazole nitrate ALPHACEUTICALS LIMITED UNITED KINGDOM
187 |TFDA0017/HM/0755 CANESTAL Clotrimazole ALPHACEUTICALS LIMITED UNITED KINGDOM
188 |TFDA0O017/HM/0756 Meperya Meropenem Trihydrate Pharmathen S.A. GREECE
189 |TFDA0O017/HM/0760 herceptin SC F.Hoffman-La Roche Ltd. SWITZERLAND




190 [TFDA0O017/HM/0781 CEFRIM 500 Cefuroxime Axetil ZIM Laboratories Ltd INDIA
191 |TFDAO017/HM/0784 Clopiplav Clopidogrel Bisulfate ALPHACEUTICALS LIMITED UNITED KINGDOM
192 [(TFDA0O017/HM/0791 BETMIGA ASTELLAS PHARMA Tanzania
193 |TFDAO0O17/HM/0792 BETMIGA ASTELLAS PHARMA Tanzania
194 |TFDAO0O17/HM/0799 IMOX 250 DT Amoxicillin trihydrate IPCA Laboratories Limited INDIA
195 |(TFDA0017/HM/0804 Citadone Betamethasone JORDAN
196 |TFDAO017/HM/0809 MYGESTY Medroxyprogesterone Acetate Mylan Laboratories Limited INDIA
197 |[TFDA0O017/HM/0812 Vomiz 4 Ondansetron Cadila Healthcare Limited INDIA
198 |TFDA0017/HM/0814 PARACETAMOL AMRING paracetamol AMRING FARMA S.R.L Romania
199 [(TFDA0017/HM/0818 IVABEAT -5 Ivabradine CIPLALTD INDIA
200 |TFDA0017/HM/0819 IVABEAT -7.5 Ivabradine CIPLALTD INDIA
201 |TFDA0017/HM/0821 ZYVAL Valaciclovir Cadila Healthcare Limited INDIA
202 |(TFDA0O017/HM/0830 ABEVMY Bevacizumab Mylan Laboratories Limited INDIA
203 |(TFDA0O017/HM/0831 ABVEMY Bevacizumab Mylan Laboratories Limited INDIA
204 |TFDA0017/HM/0839 HEPCINAT Sofosbuvir Natco Pharma Limited. INDIA




205 |(TFDA0O017/HM/0849 Abaganil 75 Pregabalin Mylan Laboratories Limited INDIA
206 |TFDA0O017/HM/0850 ABAGANIL 150 Pregabalin Mylan Laboratories Limited INDIA
207 |TFDA0O017/HM/0852 Unifed Extra syrup Triprolidine + Pseudoephedrine + JORDAN
Dextromethorphan + Guaifenesm
208 |TFDA0O017/HM/0854 Unifed Expectorant Triprolidine + Pseudoephedrine + United Pharmaceuticals JORDAN
Dextromethorphan + Guaifenesm Manufacturing Limited Company
209 |TFDA0017/HM/0855 Unifed Syrup Triproline + Pseudoephedrine United Pharmaceuticals JORDAN
Hydrochloride+Codeine Manufacturing Limited Company
210 |(TFDA0O017/HM/0856 Darunavir/Ritonavir Darunavir + Ritonavir Mylan Laboratories Limited INDIA
211 |(TFDA0O018/HM/0002 Ceflex Cephalexine Monohydrate ALPHACEUTICALS LIMITED U.K.
212 |TFDA0018/HM/0011 ETULOX 90 Etoricoxib Mylan Pharmaceuticals Private INDIA
Limited
213 |TFDA0O018/HM/0012 ETULOX 120 Etoricoxib Mylan Pharmaceuticals Private INDIA
Limited
214 |(TFDA0O018/HM/0013 ETULOX 60 Etoricoxib Mylan Pharmaceuticals Private INDIA
Limited
215 |TFDA0O018/HM/0014 ETULOX 30 Etoricoxib Mylan Pharmaceuticals Private INDIA
Limited
216 |TFDA0O018/HM/0018 PEGASET 150 Pregabalin Aurobindo Pharma Limited INDIA
217 |TFDA0O018/HM/0019 PEGASET 75 Pregabalin Aurobindo Pharma Limited INDIA
218 |TFDA0018/HM/0020 AURASERT 50 Sertraline Aurobindo Pharma Limited INDIA
219 |TFDA0018/HM/0022 DUTABIT 0.5 Dutasteride Aurobindo Pharma Limited INDIA




220 |(TFDA0O018/HM/0032 Levoflox - Denk 5mg/ml Levofloxacin Denk Pharma GmbH & Co. KG GERMANY
221 |TFDA0018/HM/0041 ZOTALOL Atenolol ZOTA HEALTHCARE LIMITED INDIA
222 |TFDA0O018/HM/0047 UNOSURE 72 Levonegestrel Unosource Pharma Limited INDIA
223 |TFDA0018/HM/0049 MANTAZOL CREAM Isoconazole Nitrate + Diflucortolone Pharmactivellac San.ve Tic.A.S/ |TURKEY
Valerate Tekirdag
224 | TFDA0018/HM/0055 Emina mupro Mupirocin BIODEAL PHARMACEUTICALS INDIA
PVT. LTD.
225 |TFDA0018/HM/0056 CIPRO-A Ciprofloxacin Hydrochloride ACME Laboratories Limited Bangladesh
226 |TFDA0018/HM/0058 Myesed Tadalafil Pharmactivellac San.ve Tic.A.S/ |TURKEY
Tekirdag

227 |TFDA0018/HM/0060 actilor Desloratadine Neopharma UNITED ARAB

EMIRATES
228 |TFDA0018/HM/0062 Camlodin 5 Amlodipine Square Pharmaceuticals Limited |Bangladesh
229 |(TFDA0O018/HM/0063 Camlodin 10 Amlodipine Square Pharmaceuticals Limited [Bangladesh
230 |[TFDA0O018/HM/0064 anadol Tramadol Square Pharmaceuticals Limited |Bangladesh
231 |TFDA0018/HM/0082 ZILDOX 50 Oxaliplatin MIRACALUS PHARMA PVT LTD INDIA
232 |TFDA0O018/HM/0087 Pharmorubicin Epirubicin Hydrochloride Pfizer Laboratories Limited KENYA
233 |TFDA0018/HM/0098 GYNOGEN HP 75 1U Human menopausal gonadotropin (HMG) SANZYME (P) Limited. INDIA

or Menotrophin 751U

234 |TFDA0O018/HM/0104 LENOSIDE 25 Lenalidomide Cipla Limited INDIA




235 |TFDA0018/HM/0105 lenoside 10 Lenalidomide Cipla Limited INDIA

236 |TFDA0018/HM/0106 lenoside 15 Lenalidomide Cipla Limited INDIA

237 |TFDA0018/HM/0107 Zoledronic Acid Amring zoledronic acid AMRING FARMA S.R.L Romania

238 |TFDA0018/HM/0108 propofol amring Propofol AMRING FARMA S.R.L Romania

239 |TFDA0018/HM/0122 cetacaf Paracetamol + Caffeine Astra lifecare (India) Private INDIA
Limited

240 |(TFDA0O018/HM/0166 GABAFAST Gabapentin Kusum Healthcare Private INDIA
Limited

241 |(TFDA0018/HM/0168 MEZACAR Carbamazepine Kusum Healthcare Private INDIA
Limited

242 |TFDA0O018/HM/0170 DI-REC Diclofenac Kusum Healthcare Private INDIA
Limited

243 |TFDA0018/HM/0176 Oxynorm Oxycodone Napp Pharmaceuticals limited UNITED KINGDOM

244 |TFDA0O018/HM/0180 SUMAFIX 50 sumatriptan succinate Aurobindo Pharma Limited INDIA

245 |(TFDA0O018/HM/0182 Rabishield - 100 Rabies Human Monoclonal Antibody Serum Institute of India Private INDIA
Limited

246 |TFDA0018/HM/0188 Tolvat 15 Tolvaptan MSN LABORATORIES PRIVATE INDIA
LIMITED

247 |TFDA0O018/HM/0193 Tecavir 1 Hetero Labs Limited INDIA

248 |TFDA0O018/HM/0194 Tecavir Entecavir Hetero Labs Limited INDIA

249 |TFDA0018/HM/0195 Virdac 30 Hetero Labs Limited INDIA




250 |TFDA0018/HM/0196 VIRDAC 60 Daclatasvir Hetero Labs Limited INDIA
251 |(TFDA0O018/HM/0212 Dolutegravir/Lamivudine/Tenofo |Dolutegravir Sodium Lamivudine Tenofovir |Cipla Ltd INDIA
vir Disoproxil Fumarate Disoproxil Fumarate
252 |TFDA0O018/HM/0215 Flopadex Silodosin Eva Pharma for Pharmaceuticals |[EGYPT
and Medical Appliances

253 |TFDA0018/HM/0230 ESOMAC 20 MUPS Esomeprazole Cipla Limited INDIA

254 |TFDA0018/HM/0231 ESOMAC 40 MUPS Esomeprazole Cipla Limited INDIA

255 |TFDA0018/HM/0232 ERLOCIP 25 Erlotinib Cipla Ltd INDIA

256 |TFDA0018/HM/0233 ERLOCIP 100 Erlotinib Cipla Ltd INDIA

257 |TFDA0O018/HM/0234 ERLOCIP 150 Erlotinib Cipla Ltd INDIA

258 |TFDA0018/HM/0237 TACEEDO-120 Docetaxel MIRACALUS PHARMA PVT LTD INDIA

259 |(TFDA0018/HM/0242 NEOMET Metformin Hydrochloride Neopharma UNITED ARAB
EMIRATES

260 |(TFDA0O018/HM/0244 NEOMET Metformin Neopharma UNITED ARAB
EMIRATES

261 |TFDA0018/HM/0246 NEOMOL CF Paracetamol + Chlorphenamine Maleate + |Neopharma UNITED ARAB

Pseudoephedrine Hydrochloride EMIRATES

262 |TFDA0018/HM/0250 Sodium Chloride Injection Sodium Chloride ALPHACEUTICALS LIMITED UNITED KINGDOM

263 |TFDA0018/HM/0251 Glucose Injection Anhydrous Glucose ALPHACEUTICALS LIMITED UNITED KINGDOM

264 |TFDA0O018/HM/0273 ALOXI Palonosetron Hydrochloride Helsinn Birex Pharmaceuticals IRELAND




Limited

265 |TFDA0018/HM/0274 ROSMI 20 Rosuvastatin Calcium CADILA PHARMACEUTICALS INDIA
LIMITED

266 |TFDA0018/HM/0275 ROSMI 10 Rosuvastatin Calcium CADILA PHARMACEUTICALS INDIA
LIMITED

267 |TFDA0O018/HM/0281 HEPA Heparin Sodium Swiss Parenterals Limited INDIA

268 |TFDA0O018/HM/0282 AGODOX Doxycycline Capsules AGOG Pharma Limited INDIA

269 |TFDA0018/HM/0286 VAGID - 100 Clotrimazole Bliss GVS Pharma Limited INDIA

270 |TFDA0O018/HM/0287 VAGID - 200 Clotrimazole Bliss GVS Pharma Limited INDIA

271 |TFDA0018/HM/0288 VAGID 500 Clotrimazole Bliss GVS Pharma Limited INDIA

272 |TFDA0018/HM/0295 LDNIL 5 Rosuvastatin MSN LABORATORIES PRIVATE INDIA
LIMITED

273 |TFDA0018/HM/0298 ONCHOFIN 250 Terbinafine Hydrochloride Aurobindo Pharma Limited INDIA

274 |TFDA0O018/HM/0307 MALAKANT Sulfadoxine + Pyrimethamine Skant Health care Limited INDIA

275 |TFDA0018/HM/0308 MALAKANT JUNIOR Sulfadoxine & Pyrimethamine Skant Health care Limited INDIA

DISPERSIBLE

276 |TFDA0O018/HM/0311 PACSITA 500 Capecitabine USP Aurobindo Pharma Limited INDIA

277 |TFDA0018/HM/0312 PACSITA 150 Capecitabine Aurobindo Pharma Limited INDIA

278 |TFDA0018/HM/0315 GUFRUSEMID Furosemide BP GUILIN PHARMACEUTICAL CHINA
(SHANGHALI) CO., LTD

279 |TFDA0018/HM/0329 CLAVIX - 75 Clopidogrel Bisulphate INTAS PHARMACEUTICALS INDIA




LIMITED

280 |TFDA0O018/HM/0335 KLACID 500 Clarithromycin ABBOTT LABOLATORIES S.A SOUTH AFRICA
(PTY) LTD
281 |TFDA0018/HM/0336 KLACID XL Clarithromycin ABBOTT LABOLATORIES S.A SOUTH AFRICA
(PTY) LTD
282 |TFDA0O018/HM/0344 LIDON Steril-Gene Life Sciences Private |INDIA
Limited
283 |TFDA0018/HM/0359 CONLAX-5 Bisacodyl Bliss GVS Pharma Limited INDIA
284 |TFDA0018/HM/0360 CONLAX-10 Bisacodyl BLISS GVS PHARMA LIMITED INDIA
285 |TFDA0O018/HM/0363 Rifampicin 150 mg + Isoniazid 75 |Rifampin + Isoniazid + Pyrazinamide + Lupin Limited INDIA
mg + Ethambutol 275 mg + Ethambutol
Pyrazinamide 400 mg
286 |TFDA0O018/HM/0365 Rifampicin 150 mg + Isoniazid 75 |Rifampicin + Isoniazid Lupin Limited INDIA
mg
287 |TFDA0O018/HM/0374 Salboget Salbutamol Sulphate Getz Pharma (Pvt) Limited PAKISTAN
288 |TFDA0018/HM/0375 GABA - 300 Gabapentin RESONANT PHARMACEUTICALS [INDIA
PVT. LTD
289 |TFDA0018/HM/0376 PREGA - 75 Pregabalin RESONANT PHARMACEUTICALS [INDIA
PVT. LTD
290 |TFDA0018/HM/0383 URSOCOL 150 Ursodeoxycholic Acid Sun Pharmaceuticals Industries [INDIA
Limited.
291 |TFDA0018/HM/0391 AROXICAM 7.5 Meloxicam Aurobindo Pharma Limited INDIA
292 |TFDA0018/HM/0407 PULMOFIRST 62.5 Bosentan Tablets MSN LABORATORIES PRIVATE INDIA
LIMITED
293 |TFDA0018/HM/0410 PULMOFIRST 125 Bosentan Tablets MSN LABORATORIES PRIVATE INDIA
LIMITED
294 |TFDA0018/HM/0413 Rotavac Rotavirus vaccine Bharat Biotech International




Limited

295 |(TFDAO018/HM/0426 Typbar TCV BHARAT BIOTECH INDIA
INTERNATIONAL LIMITED.

296 |TFDA0O018/HM/0446 Fungoal Cream Clobetasol Kremoint Pharma Pvt. Ltd INDIA

297 |TFDA0O018/HM/0457 Emtricitabine and Tenofovir Emtricitabine and Tenofovir Disoproxil Laurus Labs Limited

Disoproxil Fumarate tablets Fumarate

298 |(TFDA0O018/HM/0472 GACET-250 Paracetamol (Acetaminophen) Bliss GVS Pharma Limited INDIA

299 |(TFDAO018/HM/0473 GACET-125 paracetamol Bliss GVS Pharma Limited INDIA

300 |(TFDAO018/HM/0479 CARVILIN 6.25 Carvedilol Lincoln Pharmaceuticals Limited |INDIA

301 |(TFDAO018/HM/0482 CAPRIL - 25 Captopril Lincoln Pharmaceuticals Limited |[INDIA

302 |(TFDA0O018/HM/0485 BUPILIN HEAVY Bupivacaine Hydrochloride Lincoln Pharmaceuticals Limited |[INDIA

303 |TFDA0018/HM/0507 Carbamazepine Carbamazepine ZOTA HEALTHCARE LIMITED INDIA

304 |(TFDA0O018/HM/0513 Bactopic Ointment Mupirocin Kusum Healthcare Private INDIA
Limited

305 |[TFDA0O018/HM/0514 Candigo Clotrimazole Kusum Healthcare Private INDIA
Limited

306 |TFDAO018/HM/0517 Dolutegravir Tablets 50 mg Dolutegravir Sodium Laurus Labs Limited

307 |TFDA0O018/HM/0518 Fluocinonide Fluocinonide Macleods Pharmaceuticals INDIA
Limited

308 |[TFDA0O018/HM/0532 Glycopyrronium Bromide Glycopyrronium bromide Macarthys Laboratories Limited UNITED KINGDOM
T/A Martindale Pharmaceuticals

309 |TFDA0018/HM/0536 RABEMAC Rabeprazole SRS Life Sciences Pvt Ltd Singapore




310 |[TFDAO018/HM/0541 TIVICAY Dolutegravir Sodium GSK Pharmaceuticals Kenya Ltd [KENYA
311 |TFDA0O018/HM/0542 TIVICAY Dolutegravir Sodium GSK Pharmaceuticals Kenya Ltd [KENYA
312 |(TFDA0O018/HM/0548 Onicit Palonosetron Mundipharma Pty Limited AUSTRALIA
313 |TFDA0018/HM/0566 ACE LEVO Levonorgestrel ALPHACEUTICALS LIMITED UNITED KINGDOM
314 |TFDA0O018/HM/0570 Robol Doxorubicin Hydrochloride Venus Remedies Limited INDIA
315 |TFDA0018/HM/0572 Citabol Gemcitabine Venus Remedies Limited INDIA
316 |TFDA0O018/HM/0576 Estrinorm Estriol AMRING FARMA S.R.L Romania
317 |TFDA0O018/HM/0595 Donifoxate Febuxostat 80 mg Eva Pharma for Pharmaceuticals |EGYPT
and Medical Appliances
318 |[TFDA0O018/HM/0613 Orgyl Ornidazole Kusum Healthcare Private INDIA
Limited
319 |(TFDA0O018/HM/0615 Zesbina Progesterone Aurobindo Pharma Limited INDIA
320 |[TFDA0O018/HM- Xtandi Enzalutamide Astellas Pharma( PTY) Limited SOUTH AFRICA
JAP/0628
321 |TFDA0018/HM/0647 MUPIROCIN OINTMENT Mupirocin INDCHEMIE HEALTH INDIA
SPECIALITIES PVT. LIMITED
322 |TFDA0O018/HM/0672 MICROGYNON ED Levonorgestrel and ethinylestradiol Bayer East Africa Limited KENYA
323 |TFDA0018/HM/0681 DARUNAVIR TABLETS 600 MG Darunavir Laurus Labs Limited. INDIA
324 |TFDA0018/HM/0682 DARUNAVIR TABLETS 400 MG Darunavir Laurus Labs Limited. INDIA




325 |TFDA0018/HM/0683 DARUNAVIR TABLETS 800 MG Darunavir Laurus Labs Limited

326 |TFDA0018/HM/0693 BEVAAS 400 Bevacizumab Hetero Biopharma Limited INDIA

327 |TFDA0O018/HM/0694 BEVAAS 100 Bevacizumab Hetero Biopharma Limited INDIA

328 |TFDA0018/HM/0703 Itrazole Itraconazole Torrent Pharmaceuticals Ltd.. INDIA

329 |(TFDA0O018/HM/0720 ZAVICEFTA 2g/0.5¢g Ceftazidime/avibactam Pfizer Laboratories Limited KENYA

330 |TFDA0018/HM/0723 NODIAR Diosmectite B&O PHARM FRANCE

331 |TFDA0018/HM/0758 POWERCORT OINTMENT GLENMARK PHARMACEUTICALS [ INDIA
LIMITED

332 |TFDA0O018/HM/0767 FULPHILA Pegfilgrastim Mylan Pharmaceutical Private INDIA
Limited

333 | TFDA0018/HM/0784 AUKETAB Amoxicillin trihydrate & Potassium North China Pharmaceutical CHINA

Clavulanate Co.Limited

334 |TFDA0018/HM/0812 ABBORI Boric Acid ABACUS PARENTERAL DRUGS UGANDA
LIMITED (APDL)

335 |TFDA0018/HM/0822 NINLARO Ixazomib Takeda Pharma A/S DENMARK

336 |TFDA0018/HM/0823 NINLARO Ixazomib Takeda Pharma A/S DENMARK

337 |TFDA0018/HM/0827 Ninlaro Ixazomib Takeda Pharma A/S DENMARK

338 |TFDA0O018/HM/0844 STAVANCE 1 Vancomycin Hydrochloride USP Hetero Labs Limited INDIA

339 |(TFDA0O018/HM/0845 STAVANCE 500 Vancomycin Hydrochloride USP Hetero Labs Limited INDIA




340 |TFDA0O018/HM/0847 Tenofovir Disoproxil Fumarate Tenofovir and Lamivudine Hetero Labs Limited INDIA
and Lamivudine

341 |TFDA0018/HM/0870 Efavirenz, Lamivudine & Efavirenz, Lamivudine & Tenofovir Cipla Ltd INDIA
Tenofovir Disoproxil Fumarate Disoproxil Fumarate
Tablets 600/300/300 mg

342 |[TFDAO018/HM/0871 Efavirenz/Lamivudine/Tenofovir |Efavirenz, Lamivudine & Tenofovir Cipla Ltd INDIA
Disoproxil Fumarate Disoproxil Fumarate
600mg/300mg/300mg

343 |TFDA0O018/HM/0872 Asthamol Salbutamol Sulphate PRINCE PHARMACEUTICALS CO. | Tanzania

LTD
344 | TFDA0019/HM/0001 Texavir Tenofovir CIPLA QUALITY CHEMICAL UGANDA
INDUSTRIES LTD

345 |(TFDA0O019/HM/0007 Tramadol Denk 200 mg Retard Tramadol Hydrochloride Denk Pharma GmbH & Co. KG GERMANY

346 |TFDA0019/HM/0008 Tramadol Denk 100mg Retard Tramadol Hydrochloride Denk Pharma GmbH & Co. KG GERMANY

347 |TFDA0019/HM/0043 Swamlo 10 Amlodipine Ind-Swift Limited INDIA

348 |TFDA0019/HM/0044 Swamlo 5 Amlodipine Ind-Swift Limited INDIA

349 |TFDA0019/HM/0088 HISTALIN-8 Betahistine Dihydrochloride Lincoln Pharmaceuticals Limited |INDIA

350 |[TFDA0O019/HM/0089 HISTALIN-16 Betahistine Dihydrochloride Lincoln Pharmaceuticals Limited |[INDIA

351 |[TFDA0O019/HM/0208 Dolutegravir, Lamivudine and Dolutegragravir + Emtricitabine + Tenofovir | Aurobindo Pharma Limited INDIA
Tenofovir Disoproxil Fumarate Alafenamide

352 | TFDA0019/HM/0304 Betaserc 24 Betahistine Dihydrochloride Abbott Laboratories S.A (Pty) Ltd. |SOUTH AFRICA
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