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NATIONAL DRUG REGISTER OF UGANDA HUMAN JUNE 2021

NDA REGISTRATI(LICENSE LOCAL TECHNIC/NAME OF |GENERIC NAME QSTRENGTH OF COUNTRY OF REGISTRATION
A NUMBER HOLDER REPRESENTATIVDRUG DRUG DRUG MANUFACTURER MANUFACTURE DOSAGE FORM PACK SIZE DATE

NDA/MAL/HDP/00QABACUS ABACUS X-SONE-N |DEXAMETHASONH0.1W/V+ ABACUS PARENTERAL DIUGANDA OPHTHALMIC DRQJ1.0X10.0 ML 7/1/2011]
2 PARENTERAPARENTERAL NEOMYCIN 0.35W/v LTD.-PLOT NO. 114, BLO( VIAL,1.0X5.0 ML

DRUGS DRUGS LIMITED 191, GWAGAMYA, KINGA, VIAL

LIMITED. KAPEKE,

MUKONO

NDA/MAL/HDP/O0QGITTOES |GITTOES PROCIP CYPROHEPTADIN|2MG/5ML AGOG PHARMA LTD-PLO]INDIA ORAL LIQUID 1.0X100.0 ML 7/1/2013
7 PHARMACE|PHARMACEUTIC{SYRUP HYDROCHLORIDH NO.33,SECTOR ORDINARY SYRUP|BOTTLE

TICALS S LIMITED II,VASAI,TALUKA INDL CQ

LIMITED ESTATE LTD,GAURAI

PADA,VASAI(E)DIST.THAN
INDIA
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NDA/MAL/HDP/00}MSD (PTY) |SURGIPHARM (U[IMPLANON [ETONOGESTREL [68MG N.V. ORGANON- NETHERLANDYPARENTERAL RET]1.0X68.0 MG 7/1/2015]
3 LIMITED SA|LIMITED NXT KLOOSTERSTRAAT 6, 534 IMPLANTS IMPLANT
OSS, THE NETHERLAND
NDA/MAL/HDP/O0REGAL REGAL PHARMA |CODIMEX-C|CETIRIZINE 10MG REGAL PHARMACEUTICAKENYA ORAL SOLID 1.0X10.0X10.0 7/1/2014
6 PHARMACE|LTD TABLETS |DIHYDROCHLORI LIMITED -PLOT 7879/18 O ORDINARY FILM- |TABLET BLISTER
TICALS LTD BABA DOGO ROAD, COATED TABLETS
RUARAKA, NAIROBI
NDA/MAL/HDP/00 SWISS SHREEJI CARE [S-HYDRO |HYDROCORTISONEOOMG SWISS PARENTERALS LT|INDIA PARENTERAL 1.0X10.0X7.5 ML 7/1/2011]
7 PARENTERALIMITED KERALA IND ESTATE GID| ORDINARY DRY VIJVIAL
SLTD NEAR BAVLA DIST
AHMEDABAD 382220
GUJARAT INDIA
NDA/MAL/HDP/002SAKAR ROYAL PHARMA|QUINS QUININE 300MG/ML SAKAR HEALTHCARE PV{INDIA PARENTERAL 1.0X100.0X2.0 ML 7/1/2013
1 HEALTH CAj2011 LIMITED DIHYDROCHLORI PLOT 10/13 SAKHEJ-BAV ORDINARY AMPOULE,1.0X2.0|
PVT .LTD ROAD, AMPOULES .0X2.0 ML AMPOU
AHMEDABAD,GUJURAT,IN
A
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NDA/MAL/HDP/O0JGITTOES |GITTOES QUININE _ |QUININE SULPHAJEOMG AGOG PHARMA LTD-PLO]INDIA ORAL SOLID 1.0X10.0X10.0 7/1/2009
2 PHARMACE|PHARMACEUTIC|SULPHATE NO.33,SECTOR ORDINARY TABLE|TABLET
TICALS  [sLIMITED 11, VASAI, TALUKA INDL CQ BLISTER,1.0X100
LIMITED ESTATE LTD,GAURAI TABLET CONTAIN
7 PADA,VASAI(E)DIST.THAN
INDIA
NDA/MAL/HDP/00AKOPRAN _ |TATA UGANDA |AMPICLOXA/AMPICILLIN +  |250 MG + 250 |KOPRAN LIMITED-VILLAG|INDIA ORAL SOLID 1.0X10.0X10.0 71171997
4 LIMITED  |LIMITED CLOXACILLIN  [MG SAVROLI (KHOPOLI), TAL| ORDINARY CAPSU|CAPSULE BLISTER
KHALAPUR, DIST. RAIGAI
MAHARASHTRA, INDIA
8
NDA/MAL/HDP/003UNOSOURC|ABACUS PHARM|TRADMIN | TRAMADOL 50MG/ML AKUMS DRUGS & INDIA PARENTERAL  |1.0X5.0X2.0 ML 71172015
0 PHARMA LT|(AFRICA) LIMITE] HYDROCHLORIDE PHARMACEUTICALS LTD) ORDINARY AMPOULE
PLANT III,-PLOT NO. 2, 3, ] AMPOULES
5, SECTOR 6-B, IIE,
9 SIDCUL,RANIPUR, 249 40
NDA/MAL/HDP/OO3MANKIND |TATA UGANDA |CEFTATIME|CEFTRIAXONE+S(|1000MG+500MMANKIND PHARMA LTD-- |INDIA PARENTERAL  |L.0X1.5 G VIAL 7/1/2015
1 PHARM LTD|LIMITED SB15 ACTAM VILLAGE KISHANPURA P. ORDINARY DRY V|
JAMNI WALA TEHSIL PAQO
SAHIB DISTT SIRMOUR
10 173025 HIMACHAL PRADE
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NDA/MAL/HDP/004 RENE RENE INDUSTRIHJRECIM CIMETIDINE 200MG RENE INDUSTRIES LIMITHUGANDA ORAL SOLID 1.0X10.0X10.0 7/1/2013
1 INDUSTRIEYLIMITED PLOT 680, KAMULI ROAD{ ORDINARY TABLE|TABLET BLISTER
LTD KIREKA
11
NDA/MAL/HDP/0O04GITTOES |GITTOES AGOMOL |PARACETAMOL [500MG AGOG PHARMA LTD-PLO]INDIA ORAL SOLID 1.0X1000.0 TABLE 7/1/2007|
5 PHARMACE|PHARMACEUTIC{CAPLETS NO.33,SECTOR ORDINARY TABLE|CONTAINER,1.0X1}
TICALS S LIMITED ILVASAI, TALUKA INDL COj .0X10.0 TABLET
LIMITED ESTATE LTD,GAURAI BLISTER,1.0X10.0.
12 PADA,VASAI(E)DIST.THAN .0 TABLET BLISTE
INDIA
NDA/MAL/HDP/005H. LUNDBE(QPHILLIPS CLOPIXOL | ZUCLOPENTHIXQ50MG/ML H. LUNDBECK A/S - DENMARK PARENTERAL 1.0X1.0 ML 7/1/2015|
1 AIS PHARMACEUTIC{ACUPHASE |ACETATE OTTILIAVEJ 9,2500 VALBY ORDINARY AMPOULE
S (UGANDA) AMPOULES
LIMITED
13
NDA/MAL/HDP/O0O9MEDICAL  |KARURI DISPERCAMPIROXICAM 0.5%W/V MEDICAL UNION EGYPT TOPICAL EXTERNA1.0X15.0 G 7/1/2014
2 UNION PHARMACEUTIC PHARMACEUTICAL CO.- GELS AND SOLS |TUBE,1.0X30.0 G
PHARMACE(S LTD. PLANT: ABU-SULTAN, TUBE
TICALS ISMAILIA, EGYPT
14
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NDA/MAL/HDP/009H. LUNDBE(QPHILLIPS FLUANXOL |FLUPENTIXOL 20MG/ML H. LUNDBECK A/S ,.,- DENMARK PARENTERAL RET]1.0X1.0 ML 7/1/2015]
3 AIS PHARMACEUTIC{DEPOT DECANOATE OTTILIAVEJ 9, DK-2500, AMPOULES AMPOULE
S (UGANDA) VALBY-COPENHAGEN
LIMITED
15
NDA/MAL/HDP/00§GOOD DAY |PLANET FUNGOAL |CLOTRIMAZOLE |1%W/W KREMOINT PHARMA PVT|INDIA TOPICAL EXTERNA1.0X20.0 G TUBE 7/1/2013
4 PHARMACY|PHARMACEUTIC --B-8 ADDITIONAL CREAMS
LIMITED S UGANDA LTD AMBERNATH MIDC OPP.
ANAND NAGAR POLICE
16 CHECK POST AMBERNAT]
DIST THANE 421 506
NDA/MAL/HDP/005H.LUNDBEC|PHILLIPS CLOPIXOL | ZUCLOPENTHIXO200MG/ML H. LUNDBECK A/S ,.,- DENMARK PARENTERAL 1.0X1.0 ML 7/1/2015|
5 AIS PHARMACEUTIC|{DEPOT DECANOATE OTTILIAVEJ 9, DK-2500, ORDINARY AMPOULE
S (UGANDA) VALBY-COPENHAGEN AMPOULES
LIMITED
17
NDA/MAL/HDP/O04TROIKAA  |ABACUS PHARM{DYNAPAR |[DICLOFENAC 4%W/IV TROIKAA PHARMACEUTI(INDIA TOPICAL EXTERNA1.0X30.0 ML 7/1/2015)
6 PHARMACE|(AFRICA) LIMITEJQPS LTD-THOL VILLAGE, DIST SPRAYS WITHOUT|BOTTLE,1.0X15.0
TICALS MEHSANA- 382728, GAS BOTTLE
LIMITED GUJARAT, INDIA TROIKA
18 PHARMACEUTICALS LTD;

BLOCK NO. 2019, 2020, 2(
VILLAGE VIROCHANNAG/
TAL-SANAND CITY:

AHMEDABAD, DIST.
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NDA/MAL/HDP/OOJACULIFE _ |ASTRA PHARMA [WATER FOHWATER FOR N/A ACULIFE HEALTHCARE P|INDIA PARENTERAL  [1.0X5.0 ML 7/1/1997
8 HEALTHCAHLIMITED INJECTION [INJECTION LTD-VILLAGE SACHANA ORDINARY AMPOULE, 1.0X10.
PVT LTD B.P. TALUKA - VIRAMGAM , AMPOULES ML AMPOULE
AHMEDABAD 382150
19 GUJARAT
NDA/MAL/HDP/O0HNABIQASIM [JEET VAGIBACT |CLINDAMYCIN _ |[2%W/W NABIQASIM INDUSTRIES [PAKISTAN _ |TOPICAL EXTERNA1.0X40.0 G TUBE 1 7/1/2006
9 INDUSTRIEJPHARMACEUTIC{CREAM  |PHOSPHATE 6t +¢0 [ ¢5KTMI CREAMS APPLICATOR
(PVT)LTD. |s LIMITED INDUSTRIAL AREA, KORA
KARACHI- PAKISTAN.
20
NDA/MAL/HDP/O0GMERCK (PT{UNITED GONAL-F PHFOLLITROPIN ALAR2 uG/0,5 ML |MERCK SERONO SPA (BAITALY PARENTERAL _ |1.0X1.0 CARTRIDJ7/1/2015
0 LTD HEALTHCARE  [300 1U/0,5 VIA DELLE MAGNOLIE, 15SWITZERLAND|ORDINARY PRE- |PREFILLED PEN +
DISTRIBUTORS LML (22 (LOC FRAZ ZONA FILLED PENS NEEDLES FOR
HG/0,5 ML) INDUSTRIALE) 70026, INJECTION
21 MODUGNO, BARI
NDA/MAL/HDP/OOGHETERO LA[AIVEEN (U) ABACAVIR |ABACAVIR SULFA|600MG + 300MEHETERO LABS LTD. UNIT|INDIA ORAL SOLID 1.0X30.0 TABLET |7/1/2015
3 LTD LIMITED SULPHATE {+ LAMIVUDINE 439, 440, 4418 458, APIIC, ORDINARY FILM- |CONTAINER
LAMIVUDINE PHARMA SEZ, POLLEPAL COATED TABLETS
(VILLAGE),
22 JADCHERLA (MANDAL)

MAHABOOB NAGAR (DIST
509301 INDIA.
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NDA/MAL/HDP/OOGMERCK (PT{UNITED GONAL-F PJFOLLITROPIN ALAB31G/ 0.7ML _|[MERCK SERONO S.A. (MJSWITZERLAND|PARENTERAL __ |1.0X1.0 CARTRID{7/1/2015
4 LTD HEALTHCARE  [450 IU/ IE 1170 SUCCURSALE ORDINARY PREFILLED PEN +
DISTRIBUTORS 1{0,75 ML (33 5Q!! . hbb9 %hi| CARTRIDGES  |NEEDLES FOR
uG) INDUSTRIELLE DE INJECTION
23 [Qh! wL9¢C! %3
NDA/MAL/HDP/007 SUN STAR SYNRIAM |ARTEROLANE _ |150 MG + 750 |SUN PHARMACEUTICALS|INDIA ORAL SOLID 1.0X3.0 TABLET 71172014
5 PHARMACE|PHARMACEUTIC MALEATE + MG LTD-B-2,MADAKAI ORDINARY TABLE|BLISTER
TICAL SLTD PIPERAQUINE INDUSTRIAL ESTATE,
INDUSTRIES PHOSPHATE PONDA,GOA-403404, IND|
24 LIMITED
NDA/MAL/HDP/OO//ABACUS _ |ABACUS X-SONE | DEXAMETHASON{0.1 % WV ABACUS PARENTERAL DJUGANDA OPHTHALMIC DRO|1.0X10.0 ML VIAL 71172018
7 PARENTERAPARENTERAL SODIUM LTD.-PLOT NO. 114, BLOC
DRUGS  |DRUGS LIMITED PHOSPHATE 191, GWAGAMYA, KINGA,
LIMITED KAPEKE,
25 MUKONO
NDA/MAL/HDP/OOMYLAN _|KIMSY MEDS LTQREVOKE 72 |LEVONORGESTREI50MCG MYLAN LABORATORIES [INDIA ORAL SOLID 1.0X2.0 TABLET 77112014
9 LABORATOF LIMITED.--PLOT NO. 1606/ ORDINARY TABLE|BLISTER
ES LIMITED 1609, SARIGAM INDUSTR
AREA, GIDC, SARIGAM, T
26 UMERGAM, DIST VALSAD

396155, GUJARAT, INDIA.
MYLAN LABORATORIES
LIMITED..-PLOT NO.20 & 4

PHARMEZ, SARKHEJ-BAV
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NDA/MAL/HDP/OO§MYLAN  |KIMSY MEDS LTOZINNIA-F _ |LEVONORGESTRJ150MCG + __ |MYLAN LABORATORIES |INDIA ORAL SOLID 1.0X3.0X28.0 77172014
3 LABORATOF ETHINYLESTRADI|30MCG + 75MLIMITED.~-PLOT NO. 1606} ORDINARY TABLE|TABLET BLISTER
ES LIMITED + FERROUS 1609, SARIGAM INDUSTR
FUMARATE AREA, GIDC, SARIGAM, T
27 UMERGAM, DIST VALSAD
396155, GUJARAT, INDIA.
MYLAN LABORATORIES
LIMITED..-PLOT NO.20 & ?
PHARMEZ, SARKHEJ-BAV
NDA/MAL/HDP/OOJGITTOES |GITTOES D-LYTE CO-|[ANHYDROUS __ [|2.7MG+0.52MG|AGOG PHARMA LTD-PLO{INDIA ORAL LIQUID 4.0X500.0 ML 7112015
8 PHARMACE[PHARMACEUTIC|PACK GLUCOSE+SODIU0.58MG+0.30M{NO.33,SECTOR ORDINARY SACHET +1*10
TICALS  [suMITED CHLORIDE+TRISQ+20MG PER |1, VASAIL, TALUKA INDL CO COMBINATION PA{BLISTERS,10.0X2(
LIMITED UM 200ML ,6.75MG{ESTATE LTD,GAURAI POWDERS/GRANUML SACHET + 1*1
28 CITRATE+POTASY1.30MG+1.45M{PADA,VASAI(E)DIST.THAN s BLISTERS,2.0X10(
M +0.75MG+20MdINDIA ML SACHET + 1*1
CHLORIDE/ZINC,APER 500ML BLISTERS
HYDROUS SACHET,13.5M
GLUCOSE+SODIU+2.60MG+2.90M
NDA/MAL/HDP/O0YMSN METRO SAFELEVO |LEVOFLOXACIN [750MG MSN LABORATORIES LTC|INDIA ORAL SOLID 1.0X3.0X10.0 71172013
7 LABORATOHPHARMACEUTIC{ 750 PLOT 42 ANRICH INDUST ORDINARY FILM- |TABLET
ESLTD  [SLIMITED ESTATE BOLLARAM MED) COATED TABLETS|BLISTER,1.0X1.0X
DISTRICT 502325 ANDHR, 0 TABLET BLISTEH
29 PRADESH
NDA/MAL/HDP/O0YMSN METRO ATOREM 10|ATORVASTATIN |10MG MSN LABORATORIES LTL|INDIA ORAL SOLID 1.0X3.0X10.0 7/112013
8 LABORATOHPHARMACEUTIC PLOT 42 ANRICH INDUST ORDINARY FILM- |TABLET BLISTER
ESLTD  [SLIMITED ESTATE BOLLARAM MED) COATED TABLETS
DISTRICT 502325 ANDHR,
30 PRADESH
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NDA/MAL/HDP/OIJGITTOES |GITTOES AGOTETRA[TETRACYCLINE [250MG AGOG PHARMA LTD-PLOJINDIA ORAL SOLID 10.0X10.0 CAPSUIL 7/1/1998
1 PHARMACE(PHARMACEUTIC|{CAPSULES |HYDROCHLORIDE NO.33,SECTOR ORDINARY CAPSU|BLISTER,1.0X500.
TICALS  |SLIMITED II,VASAI, TALUKA INDL CO| CAPSULE
LIMITED ESTATE LTD,GAURAI CONTAINER,1.0X1
31 PADA,VASAI(E)DIST. THAN 0.0 CAPSULE
INDIA CONTAINER,1.0X1
.0 CAPSULE
CONTAINER,1.0X1
.0X10.0 CAPSULE
NDA/MAL/HDP/01QMSN METRO SILMELT 10¢SILDENAFIL CITRATEOIMG MSN LABORATORIES LT INDIA ORAL SOLID 1.0X2.0X2.0 TABLE 7112014
2 LABORATOHPHARMACEUTIC PLOT 42 ANRICH INDUST ORDINARY FILM- [BLISTER
ES PRIVATHS LIMITED ESTATE BOLLARAM MED] COATED TABLETS
LIMITED DISTRICT 502325 ANDHR|
32 PRADESH
NDA/MAL/HDP/01QMSN METRO ATOREM 20[ATORVASTATIN [20MG MSN LABORATORIES LT INDIA ORAL SOLID 1.0X3.0X10.0 7112013
3 LABORATOHPHARMACEUTIC PLOT N0.42, ANRICH ORDINARY FILM- [TABLET BLISTER
ES PRIVATHS LIMITED INDUSTRIAL ESTATE COATED TABLETS
LIMITED
33
NDA/MAL/HDP/01QMSN METRO SILMELT 50 |SILDENAFIL CITRASEMG MSN LABORATORIES LTL]INDIA ORAL SOLID 1.0X2.0X2.0 TABLE 7112014
4 LABORATOHPHARMACEUTIC PLOT 42 ANRICH INDUST ORDINARY TABLEBLISTER
ES PRIVATES LIMITED ESTATE BOLLARAM MED]
LIMITED DISTRICT 502325 ANDHR|
34 PRADESH
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NDA/MAL/HDP/O1JGITTOES |GITTOES AGOSPRIN [ACETYL SALICYLI[300MG AGOG PHARMA LTD-PLO]INDIA ORAL SOLID 10.0X10.0 TABLET| 7/1/1998
5 PHARMACE|PHARMACEUTIC|{TABLETS  |ACID NO.33,SECTOR ORDINARY TABLE|BLISTER,1.0X500.
TICALS  [suMITED II,VASAI TALUKA INDL CO TABLET
LIMITED ESTATE LTD,GAURAI CONTAINER,1.0X1
35 PADA,VASAI(E)DIST.THAN .0 TABLET
INDIA CONTAINER,1.0X1
0.0 TABLET
CONTAINER
NDA/MAL/HDP/O10NVS KENYA|SURGIPHARM (U[ASUNRA  |DEFERASIROX _ |400MG NOVARTIS PHARMA STEI[SWITZERLAND|ORAL SOLID 1.0X5.0X6.0 TABLH 71172018
7 LTD LIMITED H-4332 STEIN ORDINARY SOLUB|BLISTER
SCHAFFAUSERTRASSE TABLETS
36
NDA/MAL/HDP/O11MSN ABACUS PHARMJSAFETELMI[TELMISARTAN _ |40MG MSN LABORATORIES LTC|INDIA ORAL SOLID 1.0X3.0X10.0 71172013
0 LABORATOH(AFRICA) LIMITE]40 PLOT 42 ANRICH INDUST ORDINARY TABLE|TABLET BLISTER
ES PRIVATE ESTATE BOLLARAM MED)
LIMITED DISTRICT 502325 ANDHR,
37 PRADESH
NDA/MAL/HDP/O1MSN ABACUS PHARMJSAFETELMI|[TELMISARTAN _ |80MG MSN LABORATORIES LTL|INDIA ORAL SOLID 1.0X3.0X10.0 7/112013
1 LABORATOH(AFRICA) LIMITE]80 PLOT 42 ANRICH INDUST ORDINARY TABLE|TABLET BLISTER
ES PRIVATE ESTATE BOLLARAM MED)
LIMITED DISTRICT 502325 ANDHR,
38 PRADESH
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NDA/MAL/HDP/O1INORVATIS |SURGIPHARM (U[EXFORGE |AMLODIPINE + |5 MG + 160 MG|[NOVARTIS PHARMA STEI|SWITZERLAND|ORAL SOLID 1.0X2.0X14.0 7/1/2007
2 PHARMA AJLIMITED 5MG/160MG|VALSARTAN H-4332 STEIN ORDINARY FILM- |TABLET BLISTER
SCHAFFAUSERTRASSE COATED TABLETS
NOVARTIS FARMACEUTI(
39 SA-RONDA DE SANTA
MARIA,158, E-08210
BARBERA DEL VALLES
BARCELONA SPAIN
NDA/MAL/HDP/OTIMSN METRO BREATHEZYMONTELUKAST [4MG MSN LABORATORIES LTC|INDIA ORAL SOLID 1.0X3.0X10.0 71172013
4 LABORATOHPHARMACEUTIC SODIUM PLOT NO. 42 INDUSTRIAL ORDINARY TABLET BLISTER
ES PRIVATHS LIMITED ESTARE BOLLARAM MED CHEWABLE TABLH
LIMITED DISTRIC 502325 ANDHRA
20 PRADESH
NDA/MAL/HDP/O11MSN METRO BREATHEZYMONTELUKAST [5MG MSN LABORATORIES LTC|INDIA ORAL SOLID 1.0X3.0X10.0 71172013
6 LABORATOHPHARMACEUTIC|CW 5 SODIUM PLOT 42 ANRICH INDUST ORDINARY TABLET BLISTER
ES PRIVATHS LIMITED ESTATE BOLLARAM MED) CHEWABLE TABLH
LIMITED DISTRICT 502325 ANDHR,
a PRADESH
NDA/MAL/HDP/O1JALKEM  |ABACUS PHARMJZOCEF 1.5GICEFUROXIME  |1.5G SANCE LABORATORIES HINDIA PARENTERAL  |L.0X1.0XL5 G VIA 7/112013
7 LABORATOH(AFRICA) LIMITE] SODIUM LTD-VI/51B, P.B. NO.2, ORDINARY DRY VI|+ 1 AMPOULE OF
ES LIMITED KOZHUVANAL, PALA, WFI
KOTTAYAM DISTRICT-
42 686573, KERALA, INDIA.

Page 11 of 1010



NATIONAL DRUG REGISTER OF UGANDA - HUMAN MEDICINES - JUNE 2021

NDA/MAL/HDP/0O11ALKEM ABACUS PHARMJZOCEF CEFUROXIME 750MG SANCE LABORATORIES HINDIA PARENTERAL 1.0X750.0 MG VIAL 7/1/2013
8 LABORATOH(AFRICA) LIMITEL750MG SODIUM LTD-VI/51B, P.B. NO.2, ORDINARY DRY VIJ+ 1 AMPOULE WFI
ES LIMITED KOZHUVANAL, PALA,
KOTTAYAM DISTRICT-
43 686573, KERALA, INDIA.
NDA/MAL/HDP/011DAWA SUPER MEDIC LTDACOLD CAFFEINE 30MG+4MG+40|DAWA LIMITED -BABA DOJKENYA ORAL SOLID 1.0X10.0X10.0 7/1/2013
9 LIMITED ANHYDROUS+CHIMG+30MG RWARAKA ORDINARY CAPSU|CAPSULE BLISTEHR
RPHENIRAMINE
MALEATE+PARA(
44 AMOL+PSEUDOEH
DRINE
NDA/MAL/HDP/012SHELYS BETA HEALTHCAIPEDZINC |ZINC SULPHATE |20MG BETA HEALTH CARE TANZANIA ORAL SOLID 1.0X10.0 TABLET 7/1/2015|
1 PHARMACE|UGANDA LIMITEL INTERNATIONAL LIMITED ORDINARY TABLEBLISTER
TICALS LTD PLOT NO. LR 209/ 6534
MOGADISHU ROAD, KEN}
45
NDA/MAL/HDP/012DAWA SUPER MEDIC LTBMPECIN  |AMPICILLIN 125MG/5ML DAWA LTD -PLOT NO.787|KENYA ORAL LIQUID 1.0X100.0 ML 7/1/2015)
4 LIMITED TRIHYDRATE BABA ROAD RUARAKA ORDINARY DRY [BOTTLE
NAIROBI SUSPENSIONS/SYI
S/DROPS
46
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NDA/MAL/HDP/012DELORBIS |ABACUS PHARMJCORYCARD|IRBESARTAN + |300MG + DELORBIS CYPRUS ORAL SOLID 1.0X3.0X10.0 7/1/2013
7 PHARMACE(|(AFRICA) LIMITEILN HYDROCHLOROT|12.5MG PHARMACEUTICALS LTD/{ ORDINARY FILM- |TABLET BLISTER
TICALS LTD ZIDE ATHINON STREET, ERGA] COATED TABLETS
INDUSTRIAL AREA, 2643
47 ERGATES P.O. BOX 28624
2081 LEFKOSIA
NDA/MAL/HDP/012DELORBIS |ABACUS PHARM/CORYCARD|IRBESARTAN + |150MG + DELORBIS CHINA ORAL SOLID 1.0X3.0X10.0 7/1/2013
8 PHARMACE(|(AFRICA) LIMITEIN HYDROCHLOROT|12.5MG PHARMACEUTICALS LTD/{ ORDINARY FILM- |TABLET BLISTER
TICALS LTD ZIDE ATHINON STREET, ERGA] COATED TABLETS
INDUSTRIAL AREA, 2643
48 ERGATES P.O. BOX 2862
2081 LEFKOSIA
NDA/MAL/HDP/013SHELYS BETA HEALTHCAIHEMOVIT [IRON + FOLIC ACI|200MG + 1.5M{BETA HEALTHCARE TANZANIA ORAL LIQUID 1.0X200.0 ML 7/1/2013
5 PHARMACE|UGANDA LIMITESYRUP PYRIDOXINE + +0.5MG + 50 |[INTERNATIONAL LTD -PL( ORDINARY SYRUP|BOTTLE
TICALS LTD CYANOCOBALAM|MCG + 2.33MG|NO LR 209/6534
+ ZINC MOGADISHU ROAD
49
NDA/MAL/HDP/013DAWA SUPER MEDIC LTMOXAFORTHLUCLOXACILLIN|250MG + 250MEDAWA PHARMACEUTICAIKENYA ORAL SOLID 1.0X2.0X10.0 7/1/2014
9 LIMITED- SODIUM + LIMITED-PLOT 7879, BAB/ ORDINARY CAPSU|CAPSULE BLISTEH
AMOXICILLIN DOGO ROAD RUARAKA
TRIHYDRATE
50
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NDA/MAL/HDP/014COSMOS LBSTRA PHARMA [NYCOSTAT [NYSTATIN 100,000 I.U/ML [COSMOS LIMITED--RANG[KENYA ORAL LIQUID 1.0X30.0 ML BOTTLE _ 7/1/1998
1 LIMITED SUSPENSIO ROAD, OFF LUNGA LUNG ORDINARY
ROAD,P.O BOX 414 33, SUSPENSIONS
NAIORBI INDUSTRIAL AR}
51
NDA/MAL/HDP/014PFIZER LAB|LABOREX UGAN]PREVENAR [RNEUMOCOCCAL|2.2MCG OF _ |WYETH PHARMACEUTICAUNITED STATEPARENTERAL  |1.0X0.5 ML VIAL (1 7/1/2011
2 LTD LIMITED POLYSACCHARID|POLYSACCHARINC-401 N MIDDLETOWN ORDINARY VIALS [DOSE)
CONJUGATE  |EFOR PEARL RIVER NY 10965
VACCINE (13- |SEROTYPES
52 VALENT.ADSORBI1,3,4,5,6A,7F.9
14,18C,19A,19
23F,AND 4.4Md
FOR SEROTYP
6B
NDA/MAL/HDP/01§DELORBIS [ABACUS PHARM|RYCARDON|IRBESARTAN _ |150MG DELORBIS CHINA ORAL SOLID 1.0X3.0X10.0 7/1/2013
2 PHARMACE((AFRICA) LIMITE[150 PHARMACEUTICALS LTD] ORDINARY FILM- [TABLET BLISTER
TICALS LTD ATHINON STR., ERGATES COATED TABLETS
INDUSTRIAL AREA, 2643
53 ERGATES, P.O. BOX 2862
2081 LEFKOSIA, CYPRUS
NDA/MAL/HDP/01§DELORBIS [ABACUS PHARM|RYCARDON|IRBESARTAN  |[300MG DELORBIS CHINA ORAL SOLID 1.0X3.0X10.0 7/1/2013
3 PHARMACE((AFRICA) LIMITE]300 PHARMACEUTICALS LTD] ORDINARY FILM- [TABLET BLISTER
TICALS LTD ATHINON STR., ERGATES COATED TABLETS
INDUSTRIAL AREA, 2643
54 ERGATES, P.O. BOX 2862

2081 LEFKOSIA, CYPRUS
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NDA/MAL/HDP/01§TORRENT |KARURI ASTHATOR [lAONTELUKAST |10MG TORRENT INDIA ORAL SOLID 1.0X3.0X10.0 7/1/2013
5 PHARMACE|PHARMACEUTIC SODIUM PHARMACEUTICALS LTD ORDINARY TABLE|TABLET BLISTER
TICALS  [sLTD. AHMEDABAD-MEHSANA
LIMITED HIGHWAY, TALUKA-KADI,
55 DIST. MEHSANA, INDRAD
382721, GUIARAT
NDA/MAL/HDP/015RENE RENE INDUSTRIfRECODIN |CODEINE 10MG + 4MG _|RENE INDUSTRIES LIMIT{UGANDA ORAL LIQUID 1.0X100.0 ML 71172018
7 INDUSTRIE]LIMITED PHOSPHATE +  [/5ML PLOT 680, KAMULI ROAD, ORDINARY SYRUP|BOTTLE
LTD CHLORPHENIRAM KIREKA
E MALEATE
56
NDA/MAL/HDP/01§MEGA ABACUS PHARMJKIPEL 10 |[MONTELUKAST |10MG MSN LABORATORIES LTC|INDIA ORAL SOLID 1.0X3.0X10.0 71172015
8 LIFESCIENQ(AFRICA) LIMITE] SODIUM PLOT 42 ANRICH INDUST ORDINARY FILM- |TABLET BLISTER
(AUSTRALIA ESTATE BOLLARAM MED) COATED TABLETS
PTY LTD DISTRICT 502325 ANDHR,
57 PRADESH
NDA/MAL/HDP/01UNICHEM |EUROPA TIZIGESIC |TIZANIDINE 2MG UNICHEM LABORATORIE{INDIA ORAL SOLID 1.0X3.0X10.0 7/1/2016
0 LABORATORHEALTHCARE (U HYDROCHLORIDH [LaLt95T/ oM} ORDINARY TABLE|TABLET BLISTER
ESLTD  |LTD INDUSTRIAL AREA, MEE}
ROAD, GHAZIABAD, U.P.
58
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NDA/MAL/HDP/01q4 RENE RENE INDUSTRIJCOSYP-D |DEXTROMETHOR|10MG +4MG RENE INDUSTRIES LIMITHUGANDA ORAL LIQUID 1.0X100.0 ML 7/1/2015]
2 INDUSTRIEYLIMITED LINCTUS |AN HYDROBROMI|/5ML PLOT 680, KAMULI ROAD{ ORDINARY SYRUP|BOTTLE
LTD + KIREKA
CHLORPHENAMIN
59 MALEATE
NDA/MAL/HDP/O1§RENE RENE INDUSTRIfPHENAREN [PROMETHAZINE [5MG/5ML RENE INDUSTRIES LIMITHUGANDA ORAL LIQUID 1.0X60.0 ML BOTTLE 7/1/2015|
3 INDUSTRIEYLIMITED HYDROCHLORIDH PLOT 680, KAMULI ROAD{ ORDINARY SYRUP]
LIMITED KIREKA
60
NDA/MAL/HDP/O1§RENE RENE INDUSTRIHRENPRESS [PROPRANOLOL |40MG RENE INDUSTRIES LIMITHUGANDA ORAL SOLID 1.0X10.0X10.0 711/2014
4 INDUSTRIEYLIMITED PLOT 680, KAMULI ROAD{ ORDINARY TABLE|TABLET BLISTER
LIMITED KIREKA
61
NDA/MAL/HDP/01RENE RENE INDUSTRIfX-PEL MEBENDAZOLE [100MG/5ML RENE INDUSTRIES LIMITHUGANDA ORAL LIQUID 1.0X30.0 ML BOTTLE 7/1/2015)
6 INDUSTRIE{LIMITED PLOT 680, KAMULI ROAD, ORDINARY
LTD KIREKA SUSPENSIONS
62
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NDA/MAL/HDP/0O1§TORRENT |KARURI TOLANZ 10 [OLANZAPINE __ [10MG TORRENT INDIA ORAL SOLID 1.0X3.0X10.0 7/1/2013
7 PHARMACE|PHARMACEUTIC ORODISPERSIBLE PHARMACEUTICALS LTD ORDINARY ORALL|TABLET BLISTER
TICALS  [sLTD. TABLETS AHMEDABAD-MEHSANA DISINTEGRATING
LIMITED HIGHWAY, TALUKA-KADI, TABLETS
63 DIST. MEHSANA, INDRAD
382721, GUIARAT
NDA/MAL/HDP/O1EMSN METRO FEBUDAY |FEBUXOSTAT _ [80MG MSN LABORATORIES LTC|INDIA ORAL SOLID 1.0X3.0X10.0 71172014
8 LABORATOHPHARMACEUTIC PLOT 42 ANRICH INDUST ORDINARY TABLE|TABLET BLISTER
ES PRIVATHS LIMITED ESTATE BOLLARAM MED)
LIMITED DISTRICT 502325 ANDHR,
64 PRADESH
NDA/MAL/HDP/O1T/REGAL _ |REGAL PHARMA|[COLDCAP |DAY DAY TIME REGAL PHARMACEUTICAKENYA ORAL SOLID 1.0X3.0X8.0 71172013
8 PHARMACE|LTD DAYTIME  [TIME(PARACETAN(500MG + 30MLIMITED -PLOT 7879/18 O ORDINARY CAPSU|CAPSULE BLISTEH
TICALS LTD AND NIGHT |L +CAFFEINE [+ 30MG) AND [BABA DOGO ROAD,
TIME ANHYDROUS+PSHNIGHT TIME ~ |RUARAKA, NAIROBI
65 CAPSULE [OEPHEDRINE HCI(500MG +2MG)
AND NIGHT
TIME(PARACETA
L
+CHLORPHENIRA
NDA/MAL/HDP/O1gMSN METRO FEBUDAY 4QFEBUXOSTAT _ |[40MG MSN LABORATORIES LTL|INDIA ORAL SOLID 1.0X3.0X10.0 77112014
2 LABORATOHPHARMACEUTIC PLOT 42 ANRICH INDUST ORDINARY FILM- |TABLET BLISTER
ES PRIVATHS LIMITED ESTATE BOLLARAM MED) COATED TABLETS
LIMITED DISTRICT 502325 ANDHR,
66 PRADESH
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NDA/MAL/HDP/01§WIDE WIDE SPECTRUNBBC SPRAY|BENZOCAINE+BE|1.5%W/V+0.159AMOUN PHARMACEUTIC{EGYPT ORAL TOPICAL 1.0X25.0 ML BOTTLE 7/1/2014
6 SPECTRUM|ENTERPRISES (U DAMINE+CATALK(W/V+0.0413%WCO. S.A.E-1ST INDUSTRIA SPRAYS WITHOUT]
ENTERPRIS|LIMITED IUM CHLORIDE |/V ZONE, EL-OBOUR CITY, GAS
(U) LIMITED EGYPT.
67
NDA/MAL/HDP/01§AMOUN WIDE SPECTRUMKAPRON TRANEXAMIC ACI[300 MG AMOUN PHARMACEUTIC{EGYPT ORAL SOLID 1.0X2.0X10.0 7/1/2014
7 PHARMACE|ENTERPRISES (UTABLET CO. S.A.E-1ST INDUSTRIA ORDINARY TABLE|TABLET BLISTER
TICAL LIMITED ZONE, EL-OBOUR CITY,
COMPANY EGYPT.
68
NDA/MAL/HDP/01§AMOUN BOOTS LEVOXIN LEVOFLOXACIN [500MG AMOUN PHARMACEUTIC{EGYPT ORAL SOLID 1.0X5.0 TABLET 7/1/2014
8 PHARMACE{PHARMACEUTIC. CO. S.A.E-1ST INDUSTRIA ORDINARY FILM- [BLISTER
TICALS LTD|S LIMITED ZONE, EL-OBOUR CITY, COATED TABLETS
EGYPT.
69
NDA/MAL/HDP/019MEDOPHAR|PLANET CLEDOMOX|AMOXICILLIN + |200 MG + 28.5 [MEDOPHARM PVT LTD.-NJINDIA ORAL LIQUID 1.0X70.0 ML BOTT|#1/2013
1 M PRIVATE |[PHARMACEUTIC}228.5 CLAVULANATE |MG 50 KAYARAMBEDU VILLA{ ORDINARY DRY
LIMITED S UGANDA LTD GUDUVANCHERY 603 209 SUSPENSIONS/SY]
CHENGALPET DISTRICT T S/DROPS
70 NADU
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NDA/MAL/HDP/019AMOUN BOOTS AMOCOMB |[NEOMYCIN + 0.25GM + 0.1G |AMOUN PHARMACEUTIC|EGYPT TOPICAL EXTERNA1.0X15.0 G TUBE 7/1/2014
2 PHARMACE|PHARMACEUTIC{CREAM TRIAMCINOLONE |1000001U + CO. S.A.E-1ST INDUSTRIA CREAMS
TICALS S LIMITED ACETONIDE + 0.025G/100G |ZONE, EL-OBOUR CITY,
COMPANY GRAMICIDIN EGYPT.
71
NDA/MAL/HDP/019MEDOPHAR|PLANET CLEDOMOX|AMOXICILLIN + |500 MG + 125 |MEDOPHARM PVT LTD.-NJINDIA ORAL SOLID 1.0X2.0X7.0 TABLH 7/1/2013
3 M, INDIA PHARMACEUTICJ]625 CLAVULANIC ACIOMG 50 KAYARAMBEDU VILLA({ ORDINARY FILM- |BLISTER,1.0X2.0X
S UGANDA LTD GUDUVANCHERY 603 209 COATED TABLETS|0 TABLET STRIP
CHENGALPET DISTRICT T
72 NADU
NDA/MAL/HDP/019CIPLA CIPLA QUALITY |LAMIVUDINHLAMIVUDINE/ZIDJ150MG/300MG |CIPLA QUALITY CHEMICAUGANDA ORAL SOLID 1.0X60.0 TABLET 7/1/2013
6 QUALITY CHEMICAL AND UDINE INDUSTRIES LIMITED - -P| ORDINARY OTHER|CONTAINER
CHEMICAL [INDUSTRIES ZIDOVUDIN 1-7 1ST RING ROAD, LUZI COATED TABLETS
INDUSTRIEYLIMITED TABLETS KAMPALA
73 LIMITED
NDA/MAL/HDP/019CIPLA CIPLA QUALITY |NEVIRAPINHNEVIRAPINE 200MG CIPLA QUALITY CHEMICAUGANDA ORAL SOLID 1.0X60.0 TABLET |7/1/2013
8 LIMITED CHEMICAL TABLETS 20 INDUSTRIES LIMITED - -P| ORDINARY TABLE|BOTTLE
INDUSTRIES MG 1-7 1ST RING ROAD, LUZ|
LIMITED KAMPALA
74
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NDA/MAL/HDP/02JGLAXOSMITUNITED SERETIDE |SALMETEROL _ |25MCG + GLAXO WELLCOME- _ |[FRANCE LUNG 1.0X120.0 METERE 7112015
3 LINELTD [HEALTHCARE |EVOHALER |XINAFOATE +  [250MCG PRODUCTION ZONE ADMINISTRATION |DOSE CANNISTER
DISTRIBUTORS L|250 FLUTICASONE INDUSTRIELLE NO. 2 23, | CFC-FREE METER]
PROPIONATE LAVOISIER 27000 EVREU] DOSE INHALER
75
NDA/MAL/HDP/02JGLAXOSMITUNITED TIVICAY  |DOLUTEGRAVIR [50MG GLAXO OPERATIONS UK [UNITED ORAL SOLID 1.0X30.0 TABLET [7/1/2015
4 KLINE HEALTHCARE SODIUM WARE SG120DJ UNITED |KINGDOM  |ORDINARY TABLE|CONTAINER
PHARMACE(DISTRIBUTORS | KINGDOM
TICAL KENY] GLAXOSMITHKLINE
76 LTD PHARMACEUTICALS SA-
GRUNWALDZKA 189 STRI
60-322 POZNANA
NDA/MAL/HDP/02JMACLEODS|VITACARE LIMITETENOFOVIR TENOFOVIR 300MG MACLEODS INDIA ORAL SOLID 1.0X30.0 TABLET 7112013
5 PHARMACE DISOPROXI|DISOPROXIL PHARMACEUTICALS LTD ORDINARY TABLE|BOTTLE
TICALS LTD FUMARATE [FUMARATE PLOT 25-27 SURVEY NO.
LTD PREMEIRE INDUSTRIAL
77 ESTATE KACHIGAN DAM/
396210 INDIA
NDA/MAL/HDP/02JMACLEODS|VITACARE LIMITEDAMIVUDINJLAMIVUDINE +  |300MG +300MGMACLEODS INDIA ORAL SOLID 1.0X30.0 TABLET 7/10/2013
7 PHARMACE AND TENOFOVIR PHARMACEUTICALS LTD] ORDINARY FILM- [BOTTLE
TICALS LTD TENOFOVIR|IDISOPROXIL PLOT NO 25-27 SURVEY COATED TABLETS
DISOPROXI[FUMARATE PREMEIRE INDUSTRIAL
78 FUMARATE ESTATE KACHIGAM DAM/

(U.T) 396401 MACLEODS
PHARMACEUTICALS LIMI]
0.[h/Y ¢bmU T

P.O. LODHI MAJRA, TEHSI
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NDA/MAL/HDP/02JHETERO LAJAIVEEN (U) ABACAVIR |ABACAVIR 20MG/ML HETERO LABS PRIVATE |INDIA ORAL LIQUID 1.0X240.0 ML 7/1/2013
9 LTD LIMITED SULPHATE [SULPHATE LIMITED UNIT IlI-SURVEY ORDINARY LIQUID|BOTTLE
ORAL 51, PLOT 22-110, INDUST}
SOLUTION DEVELOPMENT AREA (1.0
79 JEEDIMETLA, HYDERAB/
500 055, TELANGANA ST#
NDA/MAL/HDP/021]MEDICAL _ |KARURI HEPATICUMSILYMARIN 140MG MEDICAL UNION EGYPT ORAL SOLID 1.0X3.0X10.0 7/1/2011
0 UNION PHARMACEUTIC PHARMACEUTICAL CO.- ORDINARY CAPSU|CAPSULE BLISTEH
PHARMACE(S LTD. PLANT: ABU-SULTAN,
TICALS ISMAILIA, EGYPT
80
NDA/MAL/HDP/021]MEDICAL _ |KARURI HEPATICUMSILYMARIN 1G/100ML MEDICAL UNION EGYPT ORAL LIQUID 1.0X120.0 ML 7/1/2012
2 UNION PHARMACEUTIC PHARMACEUTICAL CO.- ORDINARY BOTTLE
PHARMACE(S LTD. PLANT: ABU-SULTAN, SUSPENSIONS
TICALS ISMAILIA, EGYPT
81
NDA/MAL/HDP/021] AUROBINDJPHILLIPS AUROPODC|CEFPODOXIME  |[200MG AUROBINDO PHARMA _ [INDIA ORAL SOLID 1.0X10.0 TABLET 7/1/2013
3 PHARMA LT|PHARMACEUTIC]200 LIMITED, FORMULATIONS ORDINARY FILM- [BLISTER
(UNITVI)  |S (UGANDA) UNIT-VI- R7-AUROBINDO COATED TABLETS
LIMITED PHARMA LIMITED,
82 FORMULATIONS UNIT-VI

SY.NO.329/39 & 329/47
CHITKUL(V) PATANCHERI
MANDAL, SANGA REDDY
DISTTELANGANAS502307
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NDA/MAL/HDP/02]]PHARMACIHABACUS PALETHER JARTEMETHER  |80MG/ML LINCOLN PARENTERAL L]INDIA PARENTERAL 2.0X3.0X1.0 ML 7/1/2014
7 BETHEL |PARENTERAL 11, TRIMUL ESTATE, NEA ORDINARY IM  [AMPOULE
DRUGS LIMITED KHATRAJ CHOKADI, P.O. AMPOULES
KHATRAJ 382721 TA: KAL
83 DIST. GANDHINAGAR
GUJARAT
NDA/MAL/HDP/02JABACUS  |ABACUS ZENOCET-1fCETIRIZINE 10MG LINCOLN PHARMACEUTI(]INDIA ORAL SOLID 1.0X10.0X10.0 7/1/2013
0 PARENTERAPARENTERAL LTD .-10,12,13 TRIMUL ORDINARY TABLE{TABLET BLISTER
DRUGS  |DRUGS LIMITED ESTATE, NEAR KHATRAJ
LIMITED CHOKADI, P.O. KHATRAJ-
84 382721 TA: KALOL, DIST.
GANDHINAGAR, GUJARA]
NDA/MAL/HDP/023DAWA SUPER MEDIC LTBMPICLO- |AMPICILLIN +  |250 MG + 250 |DAWA PHARMACEUTICA[KENYA ORAL SOLID 1.0X10.0X10.0 7/1/2013
1 LIMITED DAWA CLOXACILLIN  [mMG LIMITED-PLOT 7879, BAB/ ORDINARY CAPSU|CAPSULE BLISTEH
DOGO ROAD RUARAKA
85
NDA/MAL/HDP/02JABACUS  |ABACUS AVIR-400 |ACYCLOVIR 400 LINCOLN PHARMACEUTI]INDIA ORAL SOLID 1.0X10.0X10.0 7/1/2013
4 PARENTERAPARENTERAL LTD .-10,12,13 TRIMUL ORDINARY TABLE{TABLET BLISTER
DRUGS  |DRUGS LIMITED ESTATE, NEAR KHATRAJ
LIMITED CHOKADI, P.O. KHATRAJ-
86 382721 TA: KALOL, DIST.

GANDHINAGAR, GUJARA]
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NDA/MAL/HDP/022AMOUM BOOTS ULTRASOLVJOXOMEMAZINE H|2MG+125MG+1|AMOUN PHARMACEUTIC/EGYPT ORAL LIQUID 1.0X120.0 ML 7/1/2014
6 PHARMACE|PHARMACEUTIC{SYRUP & CARBOCYSTEINOMG/5ML CO. S.A.E-1ST INDUSTRIA ORDINARY SYRUP|BOTTLE
TICALS LTD|S LIMITED & GUAIFENESIN ZONE, EL-OBOUR CITY,
EGYPT.
87
NDA/MAL/HDP/022KOPRAN TATA UGANDA [TRIM-960 |TRIMETHOPRIM/S160MG/800MG |[KOPRAN LTD-VILLAGE |INDIA ORAL SOLID 1.0X1000.0 TABLE]|7/1/2014
8 LIMITED LIMITED FAMETHOXAZOLH SAVROLI TAL KHARAPUR] ORDINARY TABLE|CONTAINER,1.0X1}
RAIGAD 410 202 0X10.0 TABLET
BLISTER
88
NDA/MAL/HDP/023STRIDES  |DELMAW COMBIART |ARTHEMETHER 420MG +120MG [STRIDES PHARMA SCIEN|INDIA ORAL SOLID 1.0X4.0X6.0 TABLH 7/1/2013
0 SHASUN ENTERPRISES LUMEFANTRINE LIMITED (STRIDES SHASU ORDINARY TABLEBLISTER,1.0X1.0X
LIMITED LIMITED KRS GARDENS, PLOT 36/ TABLET
SURAGAJKKANAHALLI, BLISTER,1.0X1.0X
89 INDLAWADI CROSS, ANK; 0 TABLET
TALUK, BANGALORE SOl BLISTER,1.0X1.0X
562106, INDIA 0 TABLET
BLISTER,1.0X1.0X
0 TABLET
NDA/MAL/HDP/023TORRENT |KARURI BRANTA LOSARTAN 50MG +5MG |TORRENT INDIA ORAL SOLID 1.0X3.0X10.0 7/1/2013
2 PHARAMAC|PHARMACEUTIC POTASSIUM + PHARMACEUTICALS LTD ORDINARY TABLE|TABLET BLISTER
UTICALS LT|S LTD. AMLODIPINE AHMEDABAD-MEHSANA
BESILATE HIGHWAY, TALUKA-KADI,
90 DIST. MEHSANA, INDRAD

382721, GUJARAT

Page 23 of 1010




NATIONAL DRUG REGISTER OF UGANDA - HUMAN MEDICINES - JUNE 2021

NDA/MAL/HDP/02§MEDOCHEMBOOTS CEFIMED 4JCEFIXIME 400MG MEDOCHEMIE LTD CYPRUS ORAL SOLID 1.0X5.0 TABLET 7/1/2014
3 ELTD PHARMACEUTIC TRIHYDRATE PHARMACEUTICAL ORDINARY FILM- [BLISTER
S LIMITED INDUSTRY,FACTORY C-2 COATED TABLETS
MICHAEL ERAKLEOUS
01 STREET, AGIOS ATHANA!
INDUSTRIALAREA 4101
AGIOS ATHANASSIOUS
LIMASSOL CYPRUS
NDA/MAL/HDP/02dMEDOCHEMBOOTS CEFIMED 2JCEFIXIME 200MG MEDOCHEMIE LTD CYPRUS ORAL SOLID 1.0X8.0 TABLET 7/1/2014)
4 ELTD PHARMACEUTIC TRIHYDRATE PHARMACEUTICAL ORDINARY FILM- |BLISTER,1.0X2.0X
S LIMITED INDUSTRY.-2 MICHAEL COATED TABLETS|TABLET
ERAKLEOUS STREET, AG BLISTER,1.0X10.0
92 ATHANASSIOS INDUSTRI, .0 TABLET BLISTE
AREA
NDA/MAL/HDP/02dMEDOCHEMBOOTS AXETINE 50fCEFUROXIME AXES00MG MEDOCHEMIE LTD CYPRUS ORAL SOLID 1.0X10.0 TABLET 7/1/2014)
5 ELTD PHARMACEUTIC PHARMACEUTICAL ORDINARY FILM- [STRIP
S LIMITED INDUSTRY.-2 MICHAEL COATED TABLETS
ERAKLEOUS STREET, AG
93 ATHANASSIOS INDUSTRI)
AREA
NDA/MAL/HDP/023MYLAN KIMSY MEDS LTQKOMEFAN |ARTEMETHER + |40 MG + 240 MEMYLAN LABORATORIES L|INDIA ORAL SOLID 1.0X12.0 TABLET 7/1/2041
7 LABORATOH 280 LUMEFANTRINE F-4,F-12 MALEGAON MID( ORDINARY TABLE{BLISTER
ES LIMITED SINNAR NASHIK 422113
MAHARASHTRA STATE
94
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NDA/MAL/HDP/02IMYLAN _ |KIMSY MEDS LTQKOMEFAN |ARTEMETHER + |20 MG+ 120 MQMYLAN LABORATORIES LJINDIA ORAL SOLID 1.0X6.0X3.0 TABLH 77172014
9 LABORATOF 140 LUMEFANTRINE F-4,F-12 MALEGAON MID( ORDINARY TABLE|BLISTER,1.0X18.0
ES LIMITED SINNAR NASHIK 422113 TABLET
MAHARASHTRA STATE BLISTER,1.0X24.0
95 TABLET BLISTER
NDA/MAL/HDP/024CADILA _ |ABACUS PHARMJEUGLIM 4 |GLIMEPIRIDE __ [4MG CADILA HEALTHCARE _ |INDIA ORAL SOLID 1.0X10.0X10.0 71172014
5 HEALTHCAH(AFRICA) LIMITE] LIMITED -KUNDAIM ORDINARY TABLE|TABLET BLISTER
LTD INDUSTRIAL ESTATE,PLG
NO.203-213, KUNDAIM GC
9% 403115,
NDA/MAL/HDP/024PCA MEDVIN PHARM/PANTONEX [PANTOPRAZOLE |40 MG IPCA LABORATORIES LT|[INDIA ORAL SOLID 1.0X3.0X10.0 71172013
8 LABORATOHLIMITED DR-40 PLOT NO. 255/1, ORDINARY ENTER|TABLET BLISTER
ESLTD VILLAGE ATHAL, COATED TABLETS
SILVASSA-396230,
97 DADRA AND NAGAR HAVI
INDIA.
NDA/MAL/HDP/025ABACUS _ |ABACUS DIKON DICLOFENAC  |1%W/W LINCOLN PHARMACEUTI]INDIA TOPICAL EXTERNAL.0X20.0 G 7/112013
0 PARENTERAPARENTERAL LTD .-10,12,13 TRIMUL GELS AND SOLS |CONTAINER
DRUGS  |DRUGS LIMITED ESTATE, NEAR KHATRAJ
LIMITED CHOKADI, P.O. KHATRAJ-
08 382721 TA: KALOL, DIST.

GANDHINAGAR, GUJARA]
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NDA/MAL/HDP/02LINCOLN _|METRO VAST-40  |ATORVASTATIN [40MG LINCOLN PHARMACEUTI]INDIA ORAL SOLID 1.0X3.0X10.0 77172014
2 PHARMACE|PHARMACEUTIC LTD .-10,12,13 TRIMUL ORDINARY TABLE|TABLET BLISTER
TICALS LTD|S LIMITED ESTATE, NEAR KHATRAJ
CHOKADI, P.O. KHATRAJ-
99 382721 TA: KALOL, DIST.
GANDHINAGAR, GUJARA]
NDA/MAL/HDP/025ABACUS _ |ABACUS PHARMJTENLOW-5 |AMLODIPINE 5MG LINCO N PHARMACEUTIC|INDIA ORAL SOLID 71172013
3 PARENTERA(AFRICA) LIMITE] BESYLATE LIMITED-TRIMUL ESTATE ORDINARY TABLE]
DRUGS KHATRAJ KALOL GUJARA
LIMITED INDIA
100
NDA/MAL/HDP/025MERCK (PT{UNITED CONCOR 5 [BISOPROLOL __ [5MG MERCK KGAA-250 GERMANY __ |ORAL SOLID 1.0X3.0X10.0 71172013
4 LTD HEALTHCARE HEMIFUMARATE FRANKFRUTER STRASSE ORDINARY FILM- |TABLET BLISTER
DISTRIBUTORS L 64293 DARMSTADT COATED TABLETS
101
NDA/MAL/HDP/025HETERO LA[AIVEEN (U) CAPETERO [CAPECITABINE |500MG HETERO LABS (UNIT V1), [INDIA ORAL SOLID 1.0X120.0 TABLET| 77112018
6 LTD LIMITED 500 INDIA-APIIC, FORMULATI( ORDINARY FILM- |CONTAINER
SEZ, POLEPALLY COATED TABLETS
(V),JEDCHERLA(M)
102 MAHABOOBNAGER DISTF

ANDHRA PRADESH-5093(
INDIA.
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NDA/MAL/HDP/02§SANOFI  |SURGIPHARM (U[CORDARONBMIODARONE _ |[200MG SANOFI WINTHROP FRANCE ORAL SOLID 1.0X3.0X10.0 7/1/1998
7 AVENTS  |LIMITED HYDROCHLORIDH INDUSTRIE-LAGRAGE 33t ORDINARY TABLE|TABLET
FRANCE CARBON BLANC CEDEX BLISTER,1.0X2.0X
FRANCE 0 TABLET BLISTER
103
NDA/MAL/HDP/026ASTRA _ |ASTRA PHARMA [BENZATHIN[BENZATHINE _ |2.400.000 [U _|[CSPC ZHONGNUO CHINA PARENTERAL  |1.0X50.0 VIAL _ [7/1/2001
6 PHARMA (UJLIMITED PENICILLIN [PENICILLIN PHARMACEUTICAL ORDINARY DRY VI|CARTON
LTD INJECTION (SHIJIAZHUANG)CO. LTD-
88, YANGZI ROAD,
104 SHIJIAZHUANG CITY, HEE
PROVINCE(WORKSHOP 4
AND 407)
NDA/MAL/HDP/02LINCOLN _|METRO VOMISTAT-§JONDANSETRON [8MG LINCOLN PHARMACEUTI]INDIA ORAL SOLID 1.0X10.0X10.0 71172014
9 PHARMACE|PHARMACEUTIC LIMITED -10, 12, 13, TRIM| ORDINARY FILM- |TABLET BLISTER
TICALS LTD|S LIMITED ESTATE, AFTER VADSCA COATED TABLETS
VILLAGE, NEAR
105 KHATRAJ CHOKADI, KHA
382721, GHANDHINAGAR
GUJARAT, INDIA
NDA/MAL/HDP/02HETERO LA[AIVEEN (U) LEVIN 500MEEVOFLOXACIN |500MG HETERO LABS LTD (UNIT]INDIA ORAL SOLID 1.0X10.0X10.0 _ |7/1/2001
0 LTD LIMITED HEMIHYDRATE SY.NO.438,439,440 & 458 ORDINARY FILM- |TABLET
APIIC FORMULATION SEZ COATED TABLETS|BLISTER,1.0X10.0
POLEPALLY (V), JEDCHEF TABLET BLISTER
106 (M) MAHABOOBNAGAR

DISTRICT, ANDHRA PRAL
INDIA
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NDA/MAL/HDP/027BIOLOGICA[GITTOES BETT TETANUS VACCN[40 1.U BIOLOGICAL E LTD-PLOT|[INDIA PARENTERAL  |1.0X20.0X10.0 ML [7/1/2001
1 E.LTD PHARMACEUTIC ADSORBED NO.1, S.P BIOTECHNOLO| ORDINARY AMPOULE, 1.0X24.
S LIMITED PARK, PHASE Il KOLTHER AMPOULES 10.0 ML
SHAMEERPET(M), RANGA AMPOULE,1.0X5.0)
107 REDDY(DIST), ANDHRA ML VIAL (10 DOSE
PRADESH, INDIA 500078
NDA/MAL/HDP/02HETERO LA[AIVEEN (U) LEVIN 250 |LEVOFLOXACIN [250MG HETERO LABS LTD. UNIT [INDIA ORAL SOLID 1.0X10.0X10.0 7/1/2019
2 LTD LIMITED 439, 440, 4418& 458, APIIC, ORDINARY FILM- |TABLET BLISTER
PHARMA SEZ, POLLEPAL COATED TABLETS
(VILLAGE),
108 JADCHERLA (MANDAL)
MAHABOOB NAGAR (DIS]
509301 INDIA.
NDA/MAL/HDP/02]GLAXO _ |UNITED ZENTEL  |ALBENDAZOLE |400MG GLAXOSMITHKLINE SOU{SOUTH AFRICAORAL SOLID 1.0X1.0 TABLET 71172011
5 SMITHLINE [HEALTHCARE AFRICA (PTY) LTD-39 ORDINARY BLISTER
LIMITED  |DISTRIBUTORS | HAWKINS AVENUE, EPPI) CHEWABLE TABLH
INDUSTRIAL, CAPE TOWI)
109 7460, SOUTH AFRICA
NDA/MAL/HDP/027MICRO LAB{LABOREX UGANIMELANOV 8[GLICLAZIDE 80MG MICRO LABS LTD--NO 92,[INDIA ORAL SOLID 1.0X3.0X10.0 7/112013
6 LTD LIMITED SIPCOT, HOSUR-635 126, ORDINARY TABLE|TABLET BLISTER
TAMIL NADU, INDIA
110
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