
S/N
NDA REGISTRATION 

NUMBER
LICENSE HOLDER

LOCAL TECHNICAL 

REPRESENTATIVE

NAME OF 

DRUG
MANUFACTURER

COUNTRY OF 

MANUFACTUR

E

DOSAGE FORM PACK SIZE
REGISTRATION 

DATE

1 NDA/MAL/HHP/3115 SHURIK LTD SHURIK LTD RHINO BALM
MEHTA UNANI PHARMACY & CO 

LTD-INDIA  
INDIA  

TOPICAL EXTERNAL 

OINTMENTS     

1.0X20.0 G 

CONTAINER,1.0X10.0 

G CONTAINER

01/07/2001

2 NDA/MAL/HHP/5498
AJANTA PHARMA 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED
FIGURIN

AJANTA PHARMA LTD 31-0-

AJANTA PHARMA LTD 31-0 MIDC 

INDUSTRIAL AREACHIKALTHANA 

431210 DIST AURANGABAD 

MAHARASHTRA  

INDIA  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X6.0X10.0 

CAPSULE BLISTER
01/07/2000

3 NDA/MAL/HHP/5502
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED GASEX

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X100.0 TABLET 

CONTAINER,1.0X25.0 

TABLET CONTAINER  

(PHYSICIAN'S 

SAMPLE)

01/07/2000

4 NDA/MAL/HHP/5503
ABACUS PHARMA 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED

AMODEX 

OINTMENT
POOJA DRUGS-POOJA DRUGS  INDIA  

TOPICAL EXTERNAL 

OINTMENTS     
1.0X25.0 G JAR 01/07/2000
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5 NDA/MAL/HHP/5505
VENUS REMIDIES 

LTD
HARLEYS UGANDA LIMITED

AMPUCARE 

HERBAL OIL

PLANET HERBS LIFESCIENCES 

LIMITED -B-4 SARA INDUSTRIAL 

ESTATE, SELAQUI, DEHRADUN-

248197, UTTARKHAND, INDIA  

INDIA  
TOPICAL EXTERNAL 

LIQUIDS     
1.0X50.0 ML BOTTLE 01/07/2008

6 NDA/MAL/HHP/5506 MONA LAB
VRUSHIK INVESTMENT 

LIMITED

STOPAIN ROLL 

ON

MONA LAB-20/2 CHAMPSI 

BHIMJI ROAD, THAKKAR IND. 

ESTATE UNIT 2, 2ND FLOOR, 

MAZGOAN MUMBAI-400010  

INDIA  
ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X6.0 ML BOTTLE 01/07/2009

7 NDA/MAL/HHP/5515
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED MENTAT

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL LIQUID ORDINARY 

SYRUPS    
1.0X100.0 ML BOTTLE 01/07/2004

8 NDA/MAL/HHP/5516

MACK BROWN 

PHARMECEUTICAL

S PVT LTD

SHURIK LTD
ANCARE 

CAPSULES

VITAL CARE PVT LTD-361-362 

GIDC POR 

RAMAGANDI VADODARA  

INDIA  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X10.0X10.0 

CAPSULE BLISTER
01/07/2001

9 NDA/MAL/HHP/5517
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED MENTAT

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X50.0 TABLET 

CONTAINER
01/07/2004



10 NDA/MAL/HHP/5518

MACK BROWN 

PHARMECEUTICAL

S PVT LTD

SHURIK LTD
PENODEX 

OINTMENT

MEHTA UNANI PHARMACY & CO 

LTD-INDIA  
INDIA  

TOPICAL EXTERNAL 

OINTMENTS     

1.0X20.0 G 

CONTAINER
01/07/2007

11 NDA/MAL/HHP/5519
AJANTA PHARMA 

LTD 31-0

ABACUS PHARMA (AFRICA) 

LIMITED

APDYL-H, 

HERBAL COUGH 

SYRUP

SAVERA PHARMACEUTICALS PVT 

LTD --H-39 & 40, M.I.D.C, WALUJ, 

AURANGABAD, INDIA.  AJANTA 

PHARMA LTD - -31-0 M.I.D.C. 

INDUSTRIAL AREA CHIKALTHANA- 

AURANGABAD 431210 DIST 

AURANGABAD  

INDIA  
ORAL LIQUID ORDINARY 

SYRUPS    

1.0X100.0 ML 

BOTTLE,1.0X200.0 ML 

BOTTLE

01/07/2004

12 NDA/MAL/HHP/5520
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED PILEX

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X25.0 TABLET 

CONTAINER  

(PHYSICIAN'S 

SAMPLE),1.0X100.0 

TABLET CONTAINER

01/07/2001

13 NDA/MAL/HHP/5522
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED HIMCOLIN

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

TOPICAL EXTERNAL 

EMULSION GELS    
1.0X30.0 G TUBE 01/07/2004

14 NDA/MAL/HHP/5524
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED HERBOLAX

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X100.0 TABLET 

CONTAINER
01/07/2000



15 NDA/MAL/HHP/5527
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED KOFLET

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL LIQUID ORDINARY 

SYRUPS    
1.0X100.0 ML BOTTLE 01/07/2000

16 NDA/MAL/HHP/5528

VIRCHOW 

HEALTHCARE PVT 

LTD

SURGIPHARM (U) LIMITED AQUAREST

288,SIDCO ESTATE-AMBATTUR, 

CHENNAI 600 098, TAMIL NADU, 

INDIA  

INDIA  
ORAL SOLID ORDINARY 

POWDERS    

1.0X10.0X765.0 MG 

SACHET
01/07/2009

17 NDA/MAL/HHP/5529
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED LIV.52

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL LIQUID ORDINARY 

SYRUPS    

1.0X100.0 ML 

BOTTLE,1.0X200.0 ML 

BOTTLE,1.0X1.0X100.

0 ML BOTTLE  

(PHYSICIAN'S 

SAMPLE)

01/07/2000

18 NDA/MAL/HHP/5530
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED LIV.52 TABLETS

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X100.0 TABLET 

BOTTLE,1.0X25.0 

TABLET BOTTLE

01/07/2000

19 NDA/MAL/HHP/5531
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED RUMALAYA

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

TOPICAL EXTERNAL 

CREAMS     
1.0X30.0 G TUBE 01/07/2000



20 NDA/MAL/HHP/5532

MACK BROWN 

PHARMECEUTICAL

S PVT LTD

SHURIK LTD
ATMANANTHA

N COLD RUB

META UNANI PHARMACY & CO 

PVT-G 5524, GIDC, LODHIKA 

METODA, DIST RAJKOT, 

GUJARATI  

INDIA  
NASAL TOPICAL LIQUID 

INHALATIONS    
1.0X12.0X1.0 G ROD 01/07/2009

21 NDA/MAL/HHP/5533
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED RUMALAYA

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X100.0 TABLET 

CONTAINER,1.0X25.0 

TABLET CONTAINER  

(PHYSICIAN SAMPLE)

01/07/2000

22 NDA/MAL/HHP/5536
ABACUS PHARMA 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED

MENTHO PLUS 

PAIN BALM

EMAMI LTD-EMAMI LIMITED 

COLLEGE NAGAR ABHOYPUR, 

GUWAHATI 781031, ASSAM 

INDIA / EMAMI LIMITED PLOT NO 

200 SANJAN -AMAGOAN ROAD 

DONGARI TALASARI  

INDIA  
NASAL TOPICAL 

OINTMENTS     

1.0X24.0X3.5 ML 

VIAL,1.0X1.2 G 

JAR,1.0X4.0 G 

JAR,1.0X9.0 G 

JAR,1.0X30.0 G 

JAR,1.0X1.2 ML 

VIAL,1.0X4.0 ML 

VIAL,1.0X9.0 ML 

01/07/2004

23 NDA/MAL/HHP/5538
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED SEPTILIN

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X100.0 TABLET 

CONTAINER
01/07/2000

24 NDA/MAL/HHP/5540
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED SEPTILIN

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL LIQUID ORDINARY 

SYRUPS    
1.0X100.0 ML BOTTLE 01/07/2000



25 NDA/MAL/HHP/5547 SHURIK LTD SHURIK LTD
MENTHOSIL 

COUGH DROP
MEHTA HERBALS PVT LTD-INDIA  INDIA  

ORAL SOLID ORDINARY 

LOZENGES    

1.0X35.0X2.0 

LOZENGE STRIP
01/07/2001

26 NDA/MAL/HHP/5548 EMAMI LTD
JEET PHARMACEUTICALS 

LIMITED

HIMANI FAST 

HERBAL PAIN 

RELIEF 

OINTMENT

EMAMI LTD-EMAMI LIMITED 

COLLEGE NAGAR ABHOYPUR, 

GUWAHATI 781031, ASSAM 

INDIA / EMAMI LIMITED PLOT NO 

200 SANJAN -AMAGOAN ROAD 

DONGARI TALASARI  

INDIA  
TOPICAL EXTERNAL 

OINTMENTS     

1.0X4.0 ML 

BOTTLE,1.0X25.0 ML 

BOTTLE,1.0X50.0 ML 

BOTTLE,1.0X12.0 ML 

BOTTLE

01/07/2015

27 NDA/MAL/HHP/5549
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED

BONISAN 

LIQUID

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X120.0 ML BOTTLE 01/07/2000

28 NDA/MAL/HHP/5551 EMAMI LTD
JEET PHARMACEUTICALS 

LIMITED

HIMANI FAST 

HERBAL PAIN 

BALM

EMAMI LTD-EMAMI LIMITED 

COLLEGE NAGAR ABHOYPUR, 

GUWAHATI 781031, ASSAM 

INDIA / EMAMI LIMITED PLOT NO 

200 SANJAN -AMAGOAN ROAD 

DONGARI TALASARI  

INDIA  
TOPICAL EXTERNAL 

OINTMENTS     
1.0X25.0 ML BOTTLE 01/07/2015

29 NDA/MAL/HHP/5553
ABACUS PHARMA 

(A) LTD.

ABACUS PHARMA (AFRICA) 

LIMITED

MENTHOXYL 

DOUBLE 

ACTION 

HERBAL COUGH 

LOZENGES

LEAMARK HEALTHCAREPVT LTD-

SARKHEJ-BAVLA HIGHWAY 

MATODA AHMEDABAD  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X10.0X2.0 

LOZENGE 

STRIP,1.0X50.0X2.0 

LOZENGE STRIP

01/07/2009



30 NDA/MAL/HHP/5554 EMAMI LTD
JEET PHARMACEUTICALS 

LIMITED

HIMANI FIRST 

HERBAL PAIN 

RELIF SPRAY

EMAMI LTD-EMAMI LIMITED 

COLLEGE NAGAR ABHOYPUR, 

GUWAHATI 781031, ASSAM 

INDIA / EMAMI LIMITED PLOT NO 

200 SANJAN -AMAGOAN ROAD 

DONGARI TALASARI  

INDIA  
TOPICAL EXTERNAL 

PRESSURISED AEROSOLS    

1.0X150.0 ML 

CANNISTER
01/07/2015

31 NDA/MAL/HHP/5556 SHURIK LTD SHURIK LTD
COLD RUB 

VAPORIZING
METHA UNANI PHARMACY-INDIA  INDIA  

NASAL TOPICAL 

EMULSION OINTMENTS    

1.0X5.0 G 

CONTAINER,1.0X9.0 G 

CONTAINER,1.0X10.0 

G CONTAINER

01/07/2000

32 NDA/MAL/HHP/5557

BETA HEALTH CARE 

INTERNATIONAL 

LTD

BETA HEALTHCARE 

UGANDA LIMITED

NEW BETA 

GRIPE WATER

SYDLER REMEDIES PVT LTD-M-

190 MIDC WALUJ AURANGABAD 

431136  BETA HEALTHCARE 

INTERNATIONAL LTD--PLOT 

NO.209/6554,MOGADISHU 

ROAD,OFF LUNGA LUNGA 

INDUSTRIAL 

AREA,NAIROBI,KENYA  

INDIA  
ORAL LIQUID ORDINARY 

LIQUIDS    

1.0X120.0 ML 

BOTTLE,1.0X100.0 ML 

BOTTLE

01/07/2014

33 NDA/MAL/HHP/5558 EMAMI LTD
JEET PHARMACEUTICALS 

LIMITED

HIMANI FIRST 

HERBAL 

VAPOUR RUB

EMAMI LTD-EMAMI LIMITED 

COLLEGE NAGAR ABHOYPUR, 

GUWAHATI 781031, ASSAM 

INDIA / EMAMI LIMITED PLOT NO 

200 SANJAN -AMAGOAN ROAD 

DONGARI TALASARI  

INDIA  
TOPICAL EXTERNAL 

OTHER OINTMENTS    
1.0X25.0 ML JAR 01/07/2015

34 NDA/MAL/HHP/5559 SHURIK LTD SHURIK LTD
STAR SKIN 

OINTMENT

MEHTA UNANI PHARMACY & CO 

LTD-INDIA  
INDIA  

TOPICAL EXTERNAL 

OINTMENTS     
1.0X12.0 G TUBE 01/07/2001



35 NDA/MAL/HHP/5560
AJANTA PHARMA 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED
STAMINA

AJANTA PHARMA LTD-31-0, 

M.I.D.C. CHIKALTHANA, 

CHIKALTHANA, AURANGABAD, 

MAHARASHTRA STATE, INDIA  

INDIA  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X3.0X10.0 

CAPSULE BLISTER
01/07/2000

36 NDA/MAL/HHP/5561

MACK BROWN 

PHARMECEUTICAL

S PVT LTD

SHURIK LTD

COLDDROP 

MEDICATED 

COUGH DROPS

MEHTA HERBALS PVT LTD-

AMRUTMANTHAN HOUSE, 

SADAR,RAJKOT,GUJARAT - 360 

001,INDIA, RAJKOT, GUJARAT 

360001, INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X1.0X100.0 

LOZENGE CARTON
01/07/2009

37 NDA/MAL/HHP/5563
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED CYSTONE

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X100.0 TABLET 

CONTAINER
01/07/2001

38 NDA/MAL/HHP/5564 AIL HEALTH CARE 
VRUSHIK INVESTMENT 

LIMITED

FRESH HERBAL 

COUGH SYRUP

AIL HEALTH CARE-816/1 

RAKANPUR KALOL 

GENDHINAGAR GUJRAT  

INDIA  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X100.0 ML BOTTLE

39 NDA/MAL/HHP/5565
ABACUS PHARMA 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED

DENTEX 

TOOTHACE
POOJA DRUGS-POOJA DRUGS  INDIA  

TOPICAL EXTERNAL 

LIQUIDS     
1.0X5.0 ML BOTTLE 01/07/2000



40 NDA/MAL/HHP/5569
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED DIAREX

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X100.0 TABLET 

CONTAINER
01/07/2000

41 NDA/MAL/HHP/5570
PANACEA BIOTEC 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED
SITCOM

PANACEA BIOTEC LTD--MALPUR, 

BADDI, TEHSIL, NALAGARH, DIST. 

SOLAN HIMACHAL PRADESH – 

173 205  

INDIA  
ORAL SOLID ORDINARY 

TABLETS    

1.0X2.0X7.0 TABLET 

BLISTER
01/07/2013

42 NDA/MAL/HHP/5571
ABACUS PHARMA 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED

DRAGON 

LIQUID BALM

AMRUTANJAN HEALTH CARE 

LIMITED-PLOT NO 37,38&39, 

SIDCO PHARMACEUTICAL 

COMPLEX, ALATHUR VILLAGE, 

THIRUPORUR TALUK, 

KANCHEEPURAM DISTRICT 

603110, INDIA  

INDIA  
TOPICAL EXTERNAL 

OTHER OINTMENTS    

1.0X10.0 ML 

CONTAINER,1.0X5.0 

ML CONTAINER

01/07/2004

43 NDA/MAL/HHP/5574
AJANTA PHARMA 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED

NEW PINKOO 

GRIPE WATER

AJANTA PHARMA LIMITED-31-0 

MIDC INDUSTRIAL AREA 

CHIKALTHANA 431210 DIST 

AURANGABAD MAHARASHTRA 

STATE  

INDIA  
ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X120.0 ML BOTTLE 01/07/2009

44 NDA/MAL/HHP/5576 SHURIK LTD SHURIK LTD
NO SCAR 

CREAM

METHA UNANI PHARMACY-

METHA UNANI PHARMACY G-524 

LODHIKA, G.I.D.C METODA  

INDIA  
TOPICAL EXTERNAL 

CREAMS     
1.0X20.0 G TUBE 01/07/2007



45 NDA/MAL/HHP/5580

MEGA 

LIFESCIENCES 

(AUSTRALIA) PTY 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED
EUGICA SYRUP

DHG PHARMACEUTICALJOINT-

STOCK COMPANY (DHG 

PHARMA)-NO. 288 BIS, NGUYEN 

VAN CN STREET, AN HOA WARD, 

NINHKIEN DISTRICT, CAN THO 

CITY

VIETNAM  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X60.0 ML BOTTLE 01/07/2016

46 NDA/MAL/HHP/5583
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED EVECARE

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

CAPSULES    

1.0X30.0 CAPSULE 

CONTAINER
01/07/2001

47 NDA/MAL/HHP/5593
ROYAL PHARMA 

2011 LIMITED

ROYAL PHARMA 2011 

LIMITED

SYDLER GRIPE 

WATER

SYDLER REMEDIES PVT LTD -M-

190, M.I.D.C, WALUJ, 

AURANGABAD 431 136 (M.S), 

INDIA.
INDIA  

ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X120.0 ML BOTTLE 01/07/2010

48 NDA/MAL/HHP/5595
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED TENTEX ROYAL

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

CAPSULES    

1.0X10.0X10.0 

CAPSULE BLISTER
07/01/2004

49 NDA/MAL/HHP/5597

CIRON DRUGS & 

PHARMACEUTICAL

S PVT LTD

RENE PHARMACY LTD TOOCHE DROPS

CIRON DRUGS AND 

PHARMACEUTICALS PVT LTD-N-

118 M.I.D.C, 

TAAPUR,BOISAR,DIST.THANE 

MAHARASHTRA INDIA  

INDIA  ORAL TOPICAL DROPS     1.0X10.0 ML BOTTLE 01/07/2014



50 NDA/MAL/HHP/5613

ANDYCO 

PHARMACY 

(UGANDA) LTD

ANDYCO PHARMACY 

(UGANDA) LTD

SMOOTH 

COUGH DROPS

DR KIM AYURVEDIC PHARMACY-

INDIA  
INDIA  

ORAL SOLID ORDINARY 

LOZENGES    

1.0X100.0X2.0 

LOZENGE STRIP
01/07/2005

51 NDA/MAL/HHP/5616
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED V-GEL

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

TOPICAL EXTERNAL GELS 

AND SOLS   
1.0X30.0 G TUBE 07/01/2004

52 NDA/MAL/HHP/5618 SHURIK LTD SHURIK LTD VYBRANT VITAL CARE-INDIA  INDIA  
ORAL SOLID ORDINARY 

CAPSULES    

5.0X10.0 CAPSULE 

BLISTER
01/07/2000

53 NDA/MAL/HHP/5620

UNIQUE 

PHARMACEUTICAL 

LABORATORIES

TATA UGANDA LIMITED
ZECUF COLD 

RUB

UNIQUE PHARMACEUTICAL 

LABORATORIES-PLOT NO. 4 PASE 

IV, GIDC PANOLI -394 116

GUJARAT  INDIA  

INDIA  
TOPICAL EXTERNAL 

OINTMENTS     

1.0X20.0 G 

CONTAINER
01/07/2009

54 NDA/MAL/HHP/5623

UNIQUE 

PHARMACEUTICAL 

LABORATORIES

TATA UGANDA LIMITED

ZECUF HERBAL 

COUGH 

LOZENGES(FRUI

TY FLAVOUR)

UNIQUE PHARMACEUTICAL 

LABORATORIES. -SURVEY 

NO.101/2 AND 102/1,DAMAN 

INDUSTRIAL ESTATE, AIRPORT 

ROAD, KADAIYA, DAMAN-396 

210 INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

STRIP
01/07/2005



55 NDA/MAL/HHP/5629

UNIQUE 

PHARMACEUTICAL 

LABORATORIES

TATA UGANDA LIMITED

ZECUF HERBAL 

COUGH 

LOZENGES(ORA

NGE FLAVOUR)

UNIQUE PHARMACEUTICAL 

LABORATORIES. -SURVEY 

NO.101/2 AND 102/1,DAMAN 

INDUSTRIAL ESTATE, AIRPORT 

ROAD, KADAIYA, DAMAN-396 

210 INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

STRIP
01/07/2005

56 NDA/MAL/HHP/5630

UNIQUE 

PHARMACEUTICAL 

LABORATORIES

TATA UGANDA LIMITED

ZECUF HERBAL 

COUGH 

REMEDY

UNIQUE PHARMACEUTICAL 

LABORATORIES --PLOT NO. 215-

219 AND 304 - 308 G.I.D.C. 

INDUSTRIAL AREA,PANOLI—394 

116,INDIA.  

INDIA  
ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X100.0 ML BOTTLE 01/07/2000

57 NDA/MAL/HHP/5631

UNIQUE 

PHARMACEUTICAL 

LABORATORIES

TATA UGANDA LIMITED

ZECUF HERBAL 

COUGH 

LOZENGES(LEM

ON)

UNIQUE PHARMACEUTICAL 

LABORATORIES. -SURVEY 

NO.101/2 AND 102/1,DAMAN 

INDUSTRIAL ESTATE, AIRPORT 

ROAD, KADAIYA, DAMAN-396 

210 INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

STRIP
01/07/2014

58 NDA/MAL/HHP/6863
KREMOINT 

PHARMA PVT.LTD

GOOD DAY PHARMACY 

LIMITED

KOFFENGES 

LOZENGES 

(HONEY & 

LEMON 

FLAVOUR)

KREMOINT PHARMA PVT LTD - -

RAGHAV ESTATE, K.S.S.I.D.C. 

INDUSTRIAL ESTATE AREA, 

SHIGGAON ROAD, SAVANUR 

581118, DIST: HAVERI, 

KARNATAKA, INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

BLISTER,1.0X10.0X6.0 

LOZENGE BLISTER

01/07/2019

59 NDA/MAL/HHP/6915

GREAT INDIA 

INDUSTRIAL & 

PHARAMCEUTICAL

S LABORATORIES

ANDYCO PHARMACY 

(UGANDA) LTD

GIPLA GRIPE 

WATER

GREAT INDIA -19 SUN MILL 

COMPOUND  
INDIA  

ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X135.0 ML BOTTLE 01/07/2014



60 NDA/MAL/HHP/7926 HOVID BERHAD
UNITED HEALTHCARE 

DISTRIBUTORS LTD
HOVID GINGKO 

HOVID BERHAD-121, JALAN 

TUNKU ABDUL RAHMAN, 30010 

IPOH, PERAK, MALAYSIA  

MALAYSIA  
ORAL SOLID ORDINARY 

TABLETS    

1.0X10.0X10.0 TABLET 

BLISTER
01/07/2011

61 NDA/MAL/HHP/7929 WOCKHARD LTD
STAR PHARMACEUTICALS 

LTD

MANIX HERBAL 

CAPSULES 

TIRUPATI LIFESCIENCES-NAHAN 

ROAD, PAONTA SAHIB, DISTT. 

SIRMOUR HIMACHAL PRADESH-

173025, INDIA  

INDIA  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X2.0X10.0 

CAPSULE BLISTER
01/07/2015

62 NDA/MAL/HHP/7931

DAR AL DAWA 

DEVELOPMENT 

AND INVESTMENT 

CO. LTD

KIMSY MEDS LTD LIBLAB SYRUP

DAR AL DAWA DEVELOPMENT 

AND INVESTMENT CO. LTD,-

NA’UR PRINCE HASHEM BIN AL-

HUSSEIN STREET, AMMAN, 

JORDAN.  

JORDAN  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X100.0 ML BOTTLE 01/07/2012

63 NDA/MAL/HHP/7934

STAR 

PHARMACEUTICAL

S LTD

STAR PHARMACEUTICALS 

LTD

SENSUR 

RUBEFACIENT

GLENMARK PHARMACEUTICAL 

LIMITED-61-62 COMPOUND, 

DEWAS NAKA, LASUDIA MORI  

INDIA  
TOPICAL EXTERNAL 

OINTMENTS     
1.0X30.0 G TUBE 01/07/2015

64 NDA/MAL/HHP/7936

SQUARE HERBAL 

AND 

NUTRACEUTICALS 

LTD

GAMA PHARMACEUTICALS 

(U) LIMITED

GILOBA 60 

CAPSULE

SQUARE HERBAL AND 

NUTRACEUTICALS LTD-48, 

MOHAKHALI COMMERCIAL AREA, 

DHAKA-1212  

BANGLADESH  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X5.0X6.0 CAPSULE 

BLISTER
01/07/2013



65 NDA/MAL/HHP/7937

GLENMARK 

PHARMACEUTICAL 

LTD 

STAR PHARMACEUTICALS 

LTD
SENSUR OIL

GLENMARK PHARMACEUTICAL 

LIMITED-61-62 COMPOUND, 

DEWAS NAKA, LASUDIA MORI  

INDIA  
TOPICAL EXTERNAL 

LIQUIDS     
1.0X10.0 ML VIAL 01/07/2015

66 NDA/MAL/HHP/7940

GLENMARK 

PHARMACEUTICAL

S LTD

STAR PHARMACEUTICALS 

LTD

SENSUR 

LOTION

GLENMARK PHARMACEUTICAL 

LIMITED-61-62 COMPOUND, 

DEWAS NAKA, LASUDIA MORI  

INDIA  
TOPICAL EXTERNAL 

OTHER CREAMS    
1.0X50.0 ML BOTTLE 01/07/2015

67 NDA/MAL/HHP/7942

MEGA 

LIFESCIENCES 

PUBLIC COMPANY 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED
EUGICA FORT

DHG PHARMACEUTICALJOINT-

STOCK COMPANY (DHG 

PHARMA)-NO. 288 BIS, NGUYEN 

VAN CN STREET, AN HOA WARD, 

NINHKIEN DISTRICT, CAN THO 

CITY

THAILAND  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X10.0X10.0 

CAPSULE BLISTER
01/07/2016

68 NDA/MAL/HHP/7947

UNIQUE 

PHARMACEUTICAL 

LABORATORIES. (A 

DIVISION OF J.B. 

CHEMICALS AND 

PHARMACEUTICAL

S LTD)

TATA UGANDA LIMITED

ZECUF HERBAL 

COUGH 

LOZENGES(HON

EY LEMON)

UNIQUE PHARMACEUTICAL 

LABORATORIES. -SURVEY 

NO.101/2 AND 102/1,DAMAN 

INDUSTRIAL ESTATE, AIRPORT 

ROAD, KADAIYA, DAMAN-396 

210 INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

STRIP
01/07/2014

69 NDA/MAL/HHP/7949

UNIQUE 

PHARMACEUTICAL 

LABORATORIES. (A 

DIVISION OF J.B. 

CHEMICALS AND 

PHARMACEUTICAL

S LTD)

TATA UGANDA LIMITED

ZECUF HERBAL 

COUGH (SUGAR 

FREE)

UNIQUE PHARMACEUTICAL 

LABORATORIES --PLOT NO. 215-

219 AND 304 - 308 G.I.D.C. 

INDUSTRIAL AREA,PANOLI—394 

116,INDIA.  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X2.0X12.0 

LOZENGE CONTAINER
01/07/2016



70 NDA/MAL/HHP/7950

UNIQUE 

PHARMACEUTICAL 

LABORATORIES. (A 

DIVISION OF J.B. 

CHEMICALS AND 

PHARMACEUTICAL

S LTD)

TATA UGANDA LIMITED

ZECUF HERBAL 

COUGH 

LOZENGES(RAS

PBERRY)

UNIQUE PHARMACEUTICAL 

LABORATORIES. -SURVEY 

NO.101/2 AND 102/1,DAMAN 

INDUSTRIAL ESTATE, AIRPORT 

ROAD, KADAIYA, DAMAN-396 

210 INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

STRIP
01/07/2014

71 NDA/MAL/HHP/7954

UNIQUE 

PHARMACEUTICAL 

LABORATORIES. (A 

DIVISION OF J.B. 

CHEMICALS AND 

PHARMACEUTICAL

S LTD)

TATA UGANDA LIMITED

ZECUF HERBAL 

COUGH 

LOZENGES(PINE

APPLE)

UNIQUE PHARMACEUTICAL 

LABORATORIES. -SURVEY 

NO.101/2 AND 102/1,DAMAN 

INDUSTRIAL ESTATE, AIRPORT 

ROAD, KADAIYA, DAMAN-396 

210 INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

STRIP
01/07/2014

72 NDA/MAL/HHP/7955
KREMOINT 

PHARMA PVT.LTD

GOOD DAY PHARMACY 

LIMITED

DICLODAY ROLL-

ON

KREMOINT PHARMA PVT LTD-B-

8,ADDITIONAL AMBERNATH 

MIDC, AMBERNATH (E),DIST: 

THANE 421506,    INDIA   

INDIA  
TOPICAL EXTERNAL 

EMULSIONS     
1.0X50.0 ML BOTTLE 03/12/2016

73 NDA/MAL/HHP/7956

UNIQUE 

PHARMACEUTICAL 

LABORATORIES. (A 

DIVISION OF J.B. 

CHEMICALS AND 

PHARMACEUTICAL

S LTD)

TATA UGANDA LIMITED
ZECUF HERBAL 

(SUGAR FREE)

UNIQUE PHARMACEUTICAL 

LABORATORIES. -SURVEY 

NO.101/2 AND 102/1,DAMAN 

INDUSTRIAL ESTATE, AIRPORT 

ROAD, KADAIYA, DAMAN-396 

210 INDIA  

INDIA  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X100.0 ML BOTTLE 01/07/2015

74 NDA/MAL/HHP/7958
KREMOINT 

PHARMA PVT.LTD

GOOD DAY PHARMACY 

LIMITED

KOFFENGES(GI

NGER 

FLAVOUR)

KREMOINT PHARMA PVT LTD - -

RAGHAV ESTATE, K.S.S.I.D.C. 

INDUSTRIAL ESTATE AREA, 

SHIGGAON ROAD, SAVANUR 

581118, DIST: HAVERI, 

KARNATAKA, INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

BLISTER,1.0X10.0X6.0 

LOZENGE BLISTER

01/12/2016



75 NDA/MAL/HHP/7959

BHARGAVA 

PHYTOLAB PVT. 

LTD

PLANET 

PHARMACEUTICALS 

UGANDA LTD

TONIPHIB

BHARGAVA PHYTOLAB PVT. LTD -

E-1216, PHASE – 1, EXTN. 

GHATAL, BHIWADI INDUSTRIAL 

AREA,  BHIWADI (RAJ.) INDIA  

INDIA  
ORAL SOLID ORDINARY 

TABLETS    

1.0X6.0 TABLET 

BLISTER
01/07/2015

76 NDA/MAL/HHP/7960
KREMOINT 

PHARMA PVT.LTD

GOOD DAY PHARMACY 

LIMITED

KOFFENGES(OR

ANGE 

FLAVOUR)

KREMOINT PHARMA PVT LTD - -

RAGHAV ESTATE, K.S.S.I.D.C. 

INDUSTRIAL ESTATE AREA, 

SHIGGAON ROAD, SAVANUR 

581118, DIST: HAVERI, 

KARNATAKA, INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

BLISTER,1.0X10.0X6.0 

LOZENGE BLISTER

01/12/2016

77 NDA/MAL/HHP/7961
KREMOINT 

PHARMA PVT.LTD

GOOD DAY PHARMACY 

LIMITED

KOFFENGES 

LOZENGES 

MINT

KREMOINT PHARMA PVT LTD - -

RAGHAV ESTATE, K.S.S.I.D.C. 

INDUSTRIAL ESTATE AREA, 

SHIGGAON ROAD, SAVANUR 

581118, DIST: HAVERI, 

KARNATAKA, INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X5.0X4.0 LOZENGE 

BLISTER,1.0X10.0X6.0 

LOZENGE BLISTER

01/07/2016

78 NDA/MAL/HHP/7962
GOODDAY P 

HARMACYL IMITED

GOOD DAY PHARMACY 

LIMITED

KREMOINT 

BABY CARE 

GRIPE WATER

KREMOINT PHARMA PVT LTD---B-

8 ADDITIONAL AMBERNATH 

MIDC OPP. ANAND NAGAR 

POLICE CHECK POST AMBERNATH 

(E) DIST THANE 421 506  

INDIA  
ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X135.0 ML BOTTLE 01/07/2015

79 NDA/MAL/HHP/7965

BHARGAVA 

PHYTOLAB PVT. 

LTD

PLANET 

PHARMACEUTICALS 

UGANDA LTD

CO-EX

BHARGAVA PHYTOLAB PVT. LTD -

E-1216, PHASE – 1, EXTN. 

GHATAL, BHIWADI INDUSTRIAL 

AREA,  BHIWADI (RAJ.) INDIA  

INDIA  
ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X100.0 ML BOTTLE 01/07/2017



80 NDA/MAL/HHP/7966
BHARGAVA 

PHYTOLAB PVT LTD

PLANET 

PHARMACEUTICALS 

UGANDA LTD

KIDFLAME

BHARGAVA PHYTOLAB PVT LTD-B-

92, SECTOR – 2 , NOIDA – 

201301, U.P. ( INDIA)  

INDIA  
ORAL SOLID ORDINARY 

TABLETS    

1.0X4.0X5.0 TABLET 

BLISTER
01/07/2015

81 NDA/MAL/HHP/7972 MONA LAB
VRUSHIK INVESTMENT 

LIMITED
STOPAIN BALM

MONA LAB-20/2 CHAMPSI 

BHIMJI ROAD, THAKKAR IND. 

ESTATE UNIT 2, 2ND FLOOR, 

MAZGOAN MUMBAI-400010  

INDIA  
TOPICAL EXTERNAL 

OINTMENTS     

1.0X9.0 G JAR,1.0X5.0 

G CONTAINER
01/07/2009

82 NDA/MAL/HHP/7975 MONA LAB
VRUSHIK INVESTMENT 

LIMITED

STOPAIN 

INHALER

MONA LAB-20/2 CHAMPSI 

BHIMJI ROAD, THAKKAR IND. 

ESTATE UNIT 2, 2ND FLOOR, 

MAZGOAN MUMBAI-400010  

INDIA  
NASAL SYSTEMIC UNIT 

DOSE AEROSOLS   

1.0X1.0 CARTON 

CONTAINER
01/07/2009

83 NDA/MAL/HHP/8070

LEXINE 

TECHNOCHEM PVT 

LTD 

MUKWANO 

PHARMACEUTICALS 

LIMITED

KWIK PAIN 

RELIEVING 

CREAM 

LEXINE TECHNOCHEM PVT LTD.-

INDIA  
INDIA  

TOPICAL EXTERNAL 

CREAMS     
1.0X30.0 G TUBE 28/07/2018

84 NDA/MAL/HHP/8071 EVA PHARMA
WIDE SPECTRUM 

ENTERPRISES (U) LIMITED

MOOVE 

MASSAGE 

CREAM

EVA PHARMA FOR 

PHARMACEUTICALS AND 

MEDICAL APPLIANCES-176 EL 

SADAT ST. KAFR EL GABAL, 

PYRAMIDS, GIZA, EGYPT  

EGYPT  
TOPICAL EXTERNAL 

LOTIONS     
1.0X1.0X40.0 G TUBE 01/07/2017



85 NDA/MAL/HHP/8094

BHARGAVA 

PHYTOLAB PVT. 

LTD

PLANET 

PHARMACEUTICALS 

UGANDA LTD

POSTORAL

BHARGAVA PHYTOLAB PVT. LTD -

E-1216, PHASE – 1, EXTN. 

GHATAL, BHIWADI INDUSTRIAL 

AREA,  BHIWADI (RAJ.) INDIA  

INDIA  
ORAL SOLID ORDINARY 

TABLETS    

1.0X2.0X15.0 TABLET 

BLISTER
01/07/2017

86 NDA/MAL/HHP/8220
AJANTA PHARMA 

LTD

ABACUS PHARMA (AFRICA) 

LIMITED
NOCOLIC

AJANTA PHARMA LTD - -31-0 

M.I.D.C. INDUSTRIAL AREA 

CHIKALTHANA- AURANGABAD 

431210 DIST AURANGABAD  

INDIA  
ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X120.0 ML BOTTLE 01/07/2017

87 NDA/MAL/HHP/8289
HIMALAYA DRUG 

COMPANY
METAPLUS (U) LIMITED GERIFORTE

HIMALAYA DRUG COMPANY-

27256287 INDIA  
INDIA  

ORAL SOLID ORDINARY 

TABLETS    

1.0X100.0 TABLET 

CONTAINER
01/07/2000

88 NDA/MAL/HHP/8379
CHARAK PHARMA 

PVT LTD

ABACUS PHARMA (AFRICA) 

LIMITED

M2 TONE 

TABLET

 CHARAK PHARMA PVT LTD-

INDUSTRIALESTATE, SHAUTI MILL 

LANE, MUMBAI-400011  

INDIA  
ORAL SOLID ORDINARY 

TABLETS    

1.0X60.0 TABLET 

BOTTLE
20/09/2017

89 NDA/MAL/HHP/8385

GULF 

PHARMACEUTICAL 

INDUSTRIES(JULPH

AR).

GAMA PHARMACEUTICALS 

(U) LIMITED

MEBOSCAR 

OINTMENT

GULF PHARMACEUTICAL 

INDUSTRIES (JULPHAR)-AIRPORT 

ROAD,

DIGDAGA STREET

RAS AL KHAIMAH  

UNITED ARAB 

EMIRATES  

TOPICAL EXTERNAL 

OINTMENTS     
1.0X30.0 G TUBE 24/10/2017



90 NDA/MAL/HHP/8457

BHARGAVA 

PHYTOLAB PVT. 

LTD

PLANET 

PHARMACEUTICALS 

UGANDA LTD

GASTICA SYRUP

BHARGAVA PHYTOLAB PVT. LTD -

E-1216, PHASE – 1, EXTN. 

GHATAL, BHIWADI INDUSTRIAL 

AREA,  BHIWADI (RAJ.) INDIA  

INDIA  
ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X200.0 ML BOTTLE 01/07/2017

91 NDA/MAL/HHP/8505
CHARAK PHARMA 

PVT LTD

ABACUS PHARMA (A) LTD - 

WILSON LANE

LIVOMYN 

SYRUP

 CHARAK PHARMA PVT LTD-

INDUSTRIALESTATE, SHAUTI MILL 

LANE, MUMBAI-400011  

INDIA  
ORAL LIQUID ORDINARY 

LIQUIDS    
1.0X200.0 ML BOTTLE 02/02/2018

92 NDA/MAL/HHP/8506
CHARAK PHARMA 

PVT LTD

ABACUS PHARMA (AFRICA) 

LIMITED
ALKA 5 SYRUP 

 CHARAK PHARMA PVT LTD-

INDUSTRIALESTATE, SHAUTI MILL 

LANE, MUMBAI-400011  

INDIA  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X100.0 ML BOTTLE 02/02/2018

93 NDA/MAL/HHP/8507
SYDLER REMEDIES 

PVT LTD M-190

ROYAL PHARMA 2011 

LIMITED

CUFSOL 

LOZENGES 

ORANGE

SYDLER REMEDIES PVT LTD-M-

190 MIDC WALUJ AURANGABAD 

431136  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X2.0X50.0 

LOZENGE BLISTER
02/02/2018

94 NDA/MAL/HHP/8509
CHARAK PHARMA 

PVT LTD

ABACUS PHARMA (AFRICA) 

LIMITED

EVANOVA 

CAPSULE

 CHARAK PHARMA PVT LTD-

INDUSTRIALESTATE, SHAUTI MILL 

LANE, MUMBAI-400011  

INDIA  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X20.0 CAPSULE 

BLISTER
29/11/2017



95 NDA/MAL/HHP/8510
 BLISS GVS 

PHARMA LIMITED

DELMAW ENTERPRISES 

LIMITED

FRICKS COUGH 

SYRUP

BLISS GVS PHARMA LIMITED-

NO.10 SURVEY NO. 38/1 DEWAN 

UDYOG NAGAR ALIYALI VILLAGE 

TAL. PALGHAR DIST. THANE 

401404 MAHARASHTRA INDIA  

INDIA  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X100.0 ML BOTTLE 06/03/2018

96 NDA/MAL/HHP/8511

BHARGAVA 

PHYTOLAB PVT. 

LTD

PLANET 

PHARMACEUTICALS 

UGANDA LTD

THUNDER-M

BHARGAVA PHYTOLAB PVT. LTD -

E-1216, PHASE – 1, EXTN. 

GHATAL, BHIWADI INDUSTRIAL 

AREA,  BHIWADI (RAJ.) INDIA  

INDIA  
ORAL SOLID ORDINARY 

TABLETS    

1.0X3.0X10.0 TABLET 

BLISTER
01/07/2017

97 NDA/MAL/HHP/8512

BHARGAVA 

PHYTOLAB PVT. 

LTD

PLANET 

PHARMACEUTICALS 

UGANDA LTD

INFAB SYRUP

BHARGAVA PHYTOLAB PVT. LTD -

E-1216, PHASE – 1, EXTN. 

GHATAL, BHIWADI INDUSTRIAL 

AREA,  BHIWADI (RAJ.) INDIA  

INDIA  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X120.0 ML BOTTLE 01/07/2017

98 NDA/MAL/HHP/8513

BHARGAVA 

PHYTOLAB PVT. 

LTD

PLANET 

PHARMACEUTICALS 

UGANDA LTD

MENIPHIB

BHARGAVA PHYTOLAB PVT. LTD -

E-1216, PHASE – 1, EXTN. 

GHATAL, BHIWADI INDUSTRIAL 

AREA,  BHIWADI (RAJ.) INDIA  

INDIA  
ORAL SOLID ORDINARY 

TABLETS    

1.0X3.0X20.0 TABLET 

BLISTER
01/07/2016

99 NDA/MAL/HHP/8548

ARTURA 

PHARMACEUTICAL

S PVT LTD

MEDVIN PHARMA LIMITED PEPSOL

ARTURA PHARMACEUTICALS PVT 

LTD-PLOT NO. 1505 PORTIA 

ROAD SIRI CITY SEZ SATYAVEDU 

MANDAL CHITTOOR DISTRICT 

ANDHRA PRADESHI - 517 588 

INDIA  

INDIA  
ORAL SOLID ORDINARY 

OTHER CAPSULES   

1.0X3.0X10.0 

CAPSULE BLISTER
24/10/2017



100 NDA/MAL/HHP/8549
 UNOSOURCE 

PHARMA LTD

ABACUS PHARMA (AFRICA) 

LIMITED
UNOSOY

MAXCURE NUTRVEDIC LTD-PLOT 

NO. 13, SECTOR 6-A,INTEGRATED 

INDUSTRIAL ESTATE(IIE), SIDCUL

HARIDWAR-249403 

UTTARAKHAND  

INDIA  
ORAL SOLID ORDINARY 

OTHER CAPSULES   

1.0X60.0 CAPSULE 

BOTTLE
24/10/2017

101 NDA/MAL/HHP/8550
 UNOSOURCE 

PHARMA LTD

ABACUS PHARMA (AFRICA) 

LIMITED
UNOCALM

MAXCURE NUTRVEDIC LTD-PLOT 

NO. 13, SECTOR 6-A,INTEGRATED 

INDUSTRIAL ESTATE(IIE), SIDCUL

HARIDWAR-249403 

UTTARAKHAND  

INDIA  
ORAL SOLID ORDINARY 

FILM-COATED TABLETS   

1.0X60.0 TABLET 

BOTTLE
24/10/2017

102 NDA/MAL/HHP/8551

AMRUTANJAN 

HEALTHCARE 

LIMITE

ABACUS PHARMA (AFRICA) 

LIMITED

AMRUTANJAN 

RELIEF COUGH 

AND COLD 

SYRUP

AMRUTANJAN HEALTH CARE 

LIMITED -PLOT NO.14, 

INDUSTRIAL DEVELOPMENT 

AREA, UPPAL HYDERABAD - 

500039, INDIA

PLOT NO.:37, 38 &AMP; 39, 

SIDCO PHARMACEUTICAL 

COMPLEX, ALATHUR VILLAGE, 

INDIA  
ORAL LIQUID ORDINARY 

UNIT DOSE LIQUIDS  
1.0X8.0 ML SACHET 24/11/2017

103 NDA/MAL/HHP/8552

AMRUTANJAN 

HEALTHCARE 

LIMITED

ABACUS PHARMA (AFRICA) 

LIMITED

AMRUTANJAN 

DRAGON BALM 

AMRUTANJAN HEALTH CARE 

LIMITED -PLOT NO.14, 

INDUSTRIAL DEVELOPMENT 

AREA, UPPAL HYDERABAD - 

500039, INDIA

PLOT NO.:37, 38 &AMP; 39, 

SIDCO PHARMACEUTICAL 

COMPLEX, ALATHUR VILLAGE, 

INDIA  
TOPICAL EXTERNAL GELS 

AND SOLS   

1.0X10.0 G 

CONTAINER
24/11/2017

104 NDA/MAL/HHP/8553
RAZA 

INTERNATIONAL

WIDE SPECTRUM 

ENTERPRISES (U) LIMITED
HONEY CURE

OZONE COSMETICS &AMP; 

NATURAL PRODUCTS 

MANUFACTURING COMPANY√-

SHARA BADRAN, MARJ ALFARAS, 

INDUSTRIAL ZONE, MUSAWAA 

STREET.

OZONE INDUSTRIAL COMPLEX. 

P.O. BOX : 1764. AMMAN 11953, 

JORDAN  
TOPICAL EXTERNAL 

OINTMENTS     
1.0X30.0 G TUBE 13/07/2017



105 NDA/MAL/HHP/8554

OVIANI 

PHARMACHEM 

PVT. LTD

MUKWANO 

PHARMACEUTICALS 

LIMITED

DIGLOC

ISHA AGRO DEVELOPERS PVT.LTD-

36A/55AB, LONAVALA 

CO.OP.INDL.EST.LTD,

VILLAGE-NANGARGAON, 

LONAVALA,TALUKA-MAVAL,DIST. 

PUNE 410401 MAHARASHTRA 

INDIA  

INDIA  
ORAL SOLID ORDINARY 

FILM-COATED TABLETS   

1.0X60.0 TABLET 

BOTTLE
21/11/2017

106 NDA/MAL/HHP/8555

MUSANA 

PHARMACEUTICAL

S LIMITED

MUSANA 

PHARMACEUTICALS LTD
NATURAL AID

NIXON BIOTECH PRIVATE 

LIMITED-PLOT NO. 861 

INDUSTRIAL AREA-4 LUDHIANA-

3(PUNJAB) INDIA  

INDIA  
ORAL SOLID ORDINARY 

OTHER CAPSULES   

1.0X30.0 CAPSULE 

BOTTLE
13/11/2017

107 NDA/MAL/HHP/8556
MANKIND 

PHARMA LTD.
TATA UGANDA LIMITED UNIORTHO-500

TIRUPATI LIFESCIENCES-NAHAN 

ROAD, PAONTA SAHIB, DISTT. 

SIRMOUR HIMACHAL PRADESH-

173025, INDIA  

INDIA  
ORAL SOLID ORDINARY 

FILM-COATED TABLETS   

1.0X10.0 TABLET 

BLISTER
10/11/2017

108 NDA/MAL/HHP/8557
MANKIND 

PHARMA LTD.
TATA UGANDA LIMITED UNIORTHO-250

TIRUPATI LIFESCIENCES-NAHAN 

ROAD, PAONTA SAHIB, DISTT. 

SIRMOUR HIMACHAL PRADESH-

173025, INDIA  

INDIA  
ORAL SOLID ORDINARY 

FILM-COATED TABLETS   

1.0X10.0 TABLET 

BLISTER
10/11/2017

109 NDA/MAL/HHP/8672

OVIANI 

PHARMACHEM 

PVT. LTD

MUKWANO 

PHARMACEUTICALS 

LIMITED

HYARTHO 

CAPSULES

ISHA AGRO DEVELOPERS PVT.LTD-

36A/55AB, LONAVALA 

CO.OP.INDL.EST.LTD,

VILLAGE-NANGARGAON, 

LONAVALA,TALUKA-MAVAL,DIST. 

PUNE 410401 MAHARASHTRA 

INDIA  

INDIA  
ORAL SOLID ORDINARY 

OTHER CAPSULES   

1.0X60.0 CAPSULE 

BOTTLE
28/03/2018



110 NDA/MAL/HHP/8673

OVIANI 

PHARMACHEM 

PVT. LTD

MUKWANO 

PHARMACEUTICALS 

LIMITED

CALMLA 

CAPSULE

ISHA AGRO DEVELOPERS PVT.LTD-

36A/55AB, LONAVALA 

CO.OP.INDL.EST.LTD,

VILLAGE-NANGARGAON, 

LONAVALA,TALUKA-MAVAL,DIST. 

PUNE 410401 MAHARASHTRA 

INDIA  

INDIA  
ORAL SOLID ORDINARY 

OTHER CAPSULES   

1.0X60.0 CAPSULE 

BOTTLE
28/03/2018

111 NDA/MAL/HHP/8674

OVIANI 

PHARMACHEM 

PVT. LTD

MUKWANO 

PHARMACEUTICALS 

LIMITED

PYLKER 

TABLETS

ISHA AGRO DEVELOPERS PVT.LTD-

36A/55AB, LONAVALA 

CO.OP.INDL.EST.LTD,

VILLAGE-NANGARGAON, 

LONAVALA,TALUKA-MAVAL,DIST. 

PUNE 410401 MAHARASHTRA 

INDIA  

INDIA  
ORAL SOLID ORDINARY 

FILM-COATED TABLETS   

1.0X60.0 TABLET 

BOTTLE
27/03/2018

112 NDA/MAL/HHP/8675

OVIANI 

PHARMACHEM 

PVT. LTD

MUKWANO 

PHARMACEUTICALS 

LIMITED

DIBCARE 

TABLETS

ISHA AGRO DEVELOPERS PVT.LTD-

36A/55AB, LONAVALA 

CO.OP.INDL.EST.LTD,

VILLAGE-NANGARGAON, 

LONAVALA,TALUKA-MAVAL,DIST. 

PUNE 410401 MAHARASHTRA 

INDIA  

INDIA  
ORAL SOLID ORDINARY 

FILM-COATED TABLETS   

1.0X60.0 TABLET 

BOTTLE
28/03/2018

113 NDA/MAL/HHP/8676

OVIANI 

PHARMACHEM 

PVT. LTD

MUKWANO 

PHARMACEUTICALS 

LIMITED

SUTRIM 

TABLETS

ISHA AGRO DEVELOPERS PVT.LTD-

36A/55AB, LONAVALA 

CO.OP.INDL.EST.LTD,

VILLAGE-NANGARGAON, 

LONAVALA,TALUKA-MAVAL,DIST. 

PUNE 410401 MAHARASHTRA 

INDIA  

INDIA  
ORAL SOLID ORDINARY 

FILM-COATED TABLETS   

1.0X60.0 TABLET 

BOTTLE
27/03/2018

114 NDA/MAL/HHP/8837
PILLAR PHARMA 

LIMITED
PILLAR LOGISTICS LIMITED HEPTOVIT

MILENNIUM HERBAL CARE LTD-

12B, NIRMAL, 241/242, BACKBAY 

RECLAMATION, NARIMAN POINT, 

MUMBAI 400 021  

INDIA  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X3.0X10.0 

CAPSULE BLISTER
07/06/2018



115 NDA/MAL/HHP/8840
 UNOSOURCE 

PHARMA LTD

ABACUS PHARMA (AFRICA) 

LIMITED
OBECON

MAXCURE NUTRVEDIC LTD-PLOT 

NO. 13, SECTOR 6-A,INTEGRATED 

INDUSTRIAL ESTATE(IIE), SIDCUL

HARIDWAR-249403 

UTTARAKHAND  

INDIA  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X60.0 CAPSULE 

BOTTLE
01/07/2018

116 NDA/MAL/HHP/8841

DEWYX 

PHARMACEUTICAL

S LIMITED

DEWYX 

PHARMACEUTICALS 

LIMITED

M-ENERGEX 

CAPSULES
BIO GALLERY-SDN BHD  MALAYSIA  

ORAL SOLID ORDINARY 

CAPSULES    

1.0X50.0X1.0 

CAPSULE 

BLISTER,1.0X25.0X1.0 

CAPSULE BLISTER

01/08/2010

117 NDA/MAL/HHP/8842

DEWYX 

INTERNATIONAL 

LTD

DEWYX 

PHARMACEUTICALS 

LIMITED

M-ENERGEX 

COFFEE
BIO GALLERY-SDN BHD  MALAYSIA  

ORAL SOLID ORDINARY 

POWDERS    

1.0X10.0X20.0 G 

SACHET
01/08/2010

118 NDA/MAL/HHP/8892
NANO BIOPHARMA 

LIMITED 

UNEED GLOBAL GROUP 

LIMITED
ANGIPARS

NANO HAYAT DAROU (NANO 

BIOPHARMA)-NO.168/2 16TH 

NOAVARI STREET, PARDIS 

TECHNOLOGY PARK-PARDIS-

TEHRAN-IRAN  

IRAN  
TOPICAL EXTERNAL 

OINTMENTS     
1.0X30.0 G TUBE 28/06/2018

119 NDA/MAL/HHP/8893
NANO BIOPHARMA 

LIMITED 

UNEED GLOBAL GROUP 

LIMITED
ANGIPARS

NANO HAYAT DAROU (NANO 

BIOPHARMA)-NO.168/2 16TH 

NOAVARI STREET, PARDIS 

TECHNOLOGY PARK-PARDIS-

TEHRAN-IRAN  

IRAN  
ORAL SOLID ORDINARY 

CAPSULES    

1.0X3.0X10.0 

CAPSULE BLISTER
28/06/2018



120 NDA/MAL/HHP/8899

LEXINE 

TECHNOCHEM PVT 

LTD 

MUKWANO 

PHARMACEUTICALS 

LIMITED

LEXICOF 

HERBAL COUGH 

SYRUP

LEXINE TECHNOCHEM PVT LTD -

SURVEY PLOT NO. 373, 

OPP. RAMAKAKA DERI CHHANI, 

VADODARA – 391704 GUJARAT, 

INDIA

INDIA  
ORAL LIQUID ORDINARY 

SYRUPS    

1.0X1.0X100.0 ML 

BOTTLE
14/03/2018

121 NDA/MAL/HHP/8900
UNOSOURCE 

PHARMA LTD.

ABACUS PHARMA (AFRICA) 

LIMITED
MIGROSTOP

UNOSOURCE PHARMA LTD -

503/504, HUBTOWN SOLARIS, 

N.S PHADKE MARG, ANDHERRI 

EAST, MUMAI 400069 INDIA  

INDIA  
ORAL SOLID ORDINARY 

OTHER CAPSULES   

1.0X60.0 CAPSULE 

CONTAINER
20/07/2018

122 NDA/MAL/HHP/8901

WILSHIRE 

LABORATORIES 

(PVT) LTD 

HEALTHCARE LTD.
DE-TUZ 

LOZENGES

WILSHIRE LABORATORIES (PVT) 

LTD-124/1 INDUSTRIAL AREA, 

KOT LAKHPAT  LAHORE PAKISTAN  

PAKISTAN  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X3.0X10.0 

LOZENGE BLISTER
28/06/2018

123 NDA/MAL/HHP/8902

WILSHIRE 

LABORATORIES 

(PVT) LTD 

HEALTHCARE LTD. DE-TUZ SYRUP 

WILSHIRE LABORATORIES (PVT) 

LTD-124/1 INDUSTRIAL AREA, 

KOT LAKHPAT  LAHORE PAKISTAN  

PAKISTAN  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X120.0 ML BOTTLE 28/06/2018

124 NDA/MAL/HHP/8979

LEXINE 

TECHNOCHEM PVT 

LTD 

MUKWANO 

PHARMACEUTICALS 

LIMITED

KWIK PAIN 

BALM

LEXINE TECHNOCHEM PVT LTD -

SURVEY PLOT NO. 373, 

OPP. RAMAKAKA DERI CHHANI, 

VADODARA – 391704 GUJARAT, 

INDIA

INDIA  
TOPICAL EXTERNAL 

OINTMENTS     

1.0X10.0 G 

TUBE,1.0X22.0 G 

TUBE

14/03/2018



125 NDA/MAL/HHP/9085

BRAWN 

COSMETICS & 

HERBALS PVT LTD

MEDVIN PHARMA LIMITED ACH..OO 2 IN 1

BRAWN COSMETICS & HERBALS 

PVT LTD-PLOT NO-30, SECTOR 

–33, NEAR INFOCITY,GURGAON 

II–122001,HARYANA,INDIA  

INDIA  
TOPICAL EXTERNAL 

TABLETS     
1.0X2.0X6.0 ML ROD

126 NDA/MAL/HHP/9086

DR. KIM 

AYURVEDIC 

PHARMACY

J.P.IMPEX PHARMACY (U) 

LIMITED

SMOOTH C-

COOL COUGH 

TABLETS

DR KIM AYURVEDIC PHARMACY-

SHED NO. 139, ADARSH ESTATE, 

NEAR CHAKUDIA TEMPLE, 

RAKHIAL AHMEDABAD GUJARAT - 

INDIA  

INDIA  
ORAL SOLID ORDINARY 

LOZENGES    

1.0X100.0 LOZENGE 

CARTON

127 NDA/MAL/HHP/9087

HIMONT 

LABORATORIES 

PVT LTD

BOOTS PHARMACEUTICALS 

LIMITED
EPITIZE

HIMONT LABORATORIES PVT 

LIMITED-17-KM FEROZEPUR 

ROAD LAHORE

PAKISTAN

PAKISTAN  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X120.0 ML BOTTLE 01/07/2015

128 NDA/MAL/HHP/9088

HIMOT 

LABORATORIES 

PVT LIMITED

BOOTS PHARMACEUTICALS 

LIMITED

PASMOLEX 

DROPS

HIMOT LABORATORIES PVT LTD-

17KM FEROZEPUR ROAD LAHORE 

PAKISTAN  

PAKISTAN  
ORAL LIQUID ORDINARY 

DROPS    
1.0X120.0 ML BOTTLE 01/07/2015

129 NDA/MAL/HHP/9090
I_CARE PHARMA 

LIMITED
AIVEEN (U) LIMITED FATNILE INDIA  

ORAL SOLID ORDINARY 

OTHER CAPSULES   

1.0X4.0X15.0 

CAPSULE BLISTER
28/01/2019



130 NDA/MAL/HHP/9091
UNOSOURCE 

PHARMA LTD

ABACUS PHARMA (AFRICA) 

LIMITED

KOFCLEAN 

SYRUP (HERBAL 

COUGH SYRUP)

INDIA  
ORAL LIQUID ORDINARY 

SYRUPS    
1.0X100.0 ML BOTTLE 28/01/2019


