
N Date Trade name 

International non-proprietary 

(generic) names or names of 

active substances

Dosage form
Dosage strength & output 

form (packaging)
Manufacturer Country License holder

License holder 

country

Prescription 

status

1 14.03.2018 Zocor simvastatin
tablets film-

coated

10mg; (14/1x14/) and 

(28/2x14/) in blister

Merck Sharp & Dohme B.V., 

Waarderweg 39, 2031 BN 

Haarlem- batch releaser, 

packager, Merck Sharp & 

Dohme Ltd., Shotton Lane, 

Cramlington, 

Northumberland NE23 3JU, 

United Kingdom- bulk 

manufacturer 

the Netherlands

Schering-Plough 

Central East AG, 

Weystrasse 20, 

P.O. Box CH-

6000 Lucerne 6

Switzerland R

2 14.03.2018 Zocor simvastatin
tablets film-

coated

20mg; (14/1x14/) and 

(28/2x14/) in blister

Merck Sharp & Dohme B.V., 

Waarderweg 39, 2031 BN 

Haarlem- batch releaser, 

packager, Merck Sharp & 

Dohme Ltd., Shotton Lane, 

Cramlington, 

Northumberland NE23 3JU, 

United Kingdom- bulk 

manufacturer 

the Netherlands

Schering-Plough 

Central East AG, 

Weystrasse 20, 

P.O. Box CH-

6000 Lucerne 6

Switzerland R

3 14.03.2018 Zocor Forte simvastatin
tablets film-

coated

40mg; (14/1x14/) in 

blister

Merck Sharp & Dohme B.V., 

Waarderweg 39, 2031 BN 

Haarlem- batch releaser, 

packager, Merck Sharp & 

Dohme Ltd., Shotton Lane, 

Cramlington, 

Northumberland NE23 3JU, 

United Kingdom- bulk 

manufacturer 

the Netherlands

Schering-Plough 

Central East AG, 

Weystrasse 20, 

P.O. Box CH-

6000 Lucerne 6

Switzerland R

Rejection for registration (2018)



4 26.03.2018 Alburex 20 albumin human
solution for 

infusion

200mg/ml; 100ml (20g) 

glass bottle

CSL Behring AG, 

Wankdorfstrasse 10, CH-

3000, Bern 22

Switzerland

CSL Behring AG, 

Wankdorfstrasse 

10, CH-3000, 

Bern 22

Switzerland R

5 26.03.2018 Alburex 20 albumin human
solution for 

infusion

200mg/ml; 50ml (10g) 

glass bottle

CSL Behring AG, 

Wankdorfstrasse 10, CH-

3000, Bern 22

Switzerland

CSL Behring AG, 

Wankdorfstrasse 

10, CH-3000, 

Bern 22

Switzerland R

6 26.03.2018 Allochol

bile dry, allium sativum siccum 

(garlic dried), urticae folia, 

activated charcoal

tablets coated

80mg+40mg+5mg+25mg 

(10/1x10/) and (50/5x10/) 

in blister

Belmedpreparaty RUE, 

220007, Minsk, Fabritsius 

St., 30

Belarus

Belmedpreparaty 

RUE, 220007, 

Minsk, Fabritsius 

St., 30

Belarus OTC

7 26.03.2018 Zerocold-P

paracetamol, phenylephrine 

(phenylephrine hydrochloride), 

caffeine, chlorpheniramine 

(chlorpheniramine maleate)

tablets

500mg+30mg+5mg+2mg; 

(4/1x4/) and (10/1x10/) in 

blister

Biomedicare (India) Pvt. 

Ltd., 120, 1dy Floor 

Meghraji Complex, Sarkhej, 

Dist. Ahemdabad Gujrat 

India

Biomedicare 

(India) Pvt. Ltd., 

H-2/102 Suneja 

Chamber, 

Alaknanda 

Commercial 

Complex, New 

Delhi- 110 019

India OTC

8 11.04.2018 Sanozol albendazole tablets 400mg; (1) in blister

Ravian Life Science Pvt. 

Ltd., Plot No. -34, Sector-

8A, ITE, S1DCUL, Haridwar-

249403, Uttarakand 

India

Croient Pharma 

Pvt. Ltd. 2, 

Srushti Society, 

Kolbad Road, 

Thane West, 

Maharashtra

India R

9 11.04.2018 Loxent loxoprofen (loxoprofen sodium) tablets
60mg; (10/1x10/) in 

blister

NEEL-NAYAN PHARMA 

PVT. LTD. (Subsidiary of 

PANTSON 

LABORATORIES PVT. 

LTD.) P.O. Pati, Gandevi-

Chikhali Road, Gandevi-396 

360, Gujarat 

India

Croient Pharma 

Pvt. Ltd. 2, 

Srushti Society, 

Kolbad Road, 

Thane West, 

Maharashtra

India R



10 11.04.2018 Keozol ketoconazole
cream for 

external use

20mg/g; 30g aluminium 

tube

Gopaldas Visram & Co. Ltd., 

A-327, TTC Ind. Area, 

MIDC, Mahape, Navi 

Mumbai- 400 701 

India

Croient Pharma 

Pvt. Ltd. 2, 

Srushti Society, 

Kolbad Road, 

Thane West, 

Maharashtra

India OTC

11 11.04.2018 Nebivol 5
nebivolol (nebivolol 

hydrochloride)
tablets 5mg; (10/1x10/) in blister

NEEL-NAYAN PHARMA 

PVT. LTD. (Subsidiary of 

PANTSON 

LABORATORIES PVT. 

LTD.) P.O. Pati, Gandevi-

Chikhali Road, Gandevi-396 

360, Gujarat 

India

Croient Pharma 

Pvt. Ltd. 2, 

Srushti Society, 

Kolbad Road, 

Thane West, 

Maharashtra

India R

12 11.04.2018 Mefdol Forte mefenamic acid tablets
500mg; (100/10x10/) in 

blister

M/s Bal Pharma Ltd., No 21 

& 22, Bommasandra 

Industrial area, Bangalore-

560099 

India

Bal Pharma 

Limited, 5th 

Floor, Laxami 

Narayan 

Complex, 10/1, 

Palace Road, 

Bangalore-

560052, 

Karnataka 

India R

13 07.05.2018 Ranitidine
ranitidine 

(ranitidinehydrochloride)

tabletsfilm-

coated

150mg; (10/1x10/) and 

(20/2x10/) in blister

Technolog PJSC, 

Manuylskogo str. 8, 20300 

Uman, Cherkassy region

Ukraine

Technolog PJSC, 

Manuylskogo str. 

8, 20300 Uman, 

Cherkassy region

Ukraine R



14 07.05.2018 Amoklav 625

amoxicillin (amoxicillin 

trihydrate), clavulanic acid 

(potassium clavulanate)

tablets
500mg+125mg; 

(10/1x10/) in blister

ChirosPharmaPlc, Vill. 

Loharon, P.O. : Ghatti, 

Solan-173212 

India

CroientPharma 

Pvt. Ltd. 2, 

Srushti Society, 

Kolbad Road, 

Thane West, 

Maharashtra 

India R

15 07.05.2018 Akstatin 20
atorvastatin 

(atorvastatincalcium)

tabletsfilm-

coated
20mg; (30/3x10/) inblister

Akriti Pharmaceuticals Pvt. 

Ltd., Plot No. D-10, D-11, 

M.I.D.C. Indl. Estate, Nira 

Road, Jejuri, Tal. Purandar 

(Saswad), Dist. Pune-412 

303, Maharashtra 

India

Akriti 

Pharmaceuticals 

Pvt. Ltd., 117, 

Block No. 2, 

Emerald Plaza, 

Hiranandani 

Meadows, 

Barrister NathPai 

Road, Thane 

(West) 400 610

India R

16 07.05.2018 Akstatin 10
atorvastatin 

(atorvastatincalcium)

tabletsfilm-

coated
10mg; (30/3x10/) inblister

Akriti Pharmaceuticals Pvt. 

Ltd., Plot No. D-10, D-11, 

M.I.D.C. Indl. Estate, Nira 

Road, Jejuri, Tal. Purandar 

(Saswad), Dist. Pune-412 

303, Maharashtra 

India

Akriti 

Pharmaceuticals 

Pvt. Ltd., 117, 

Block No. 2, 

Emerald Plaza, 

Hiranandani 

Meadows, 

Barrister NathPai 

Road, Thane 

India R

17 07.05.2018 Altebrel etanercept
solution for 

injection

50mg/ml; (4) pre-filled 

syringe 1ml

AryoGen Pharmed, No. 140, 

Corner of Tajbakhsh Street, 

24th Km Tehran-Karaj 

Makhsous Road, Alborz, 

3164819711

Iran

AryoGen 

Pharmed, No. 

140, Corner of 

Tajbakhsh Street, 

24th Km Tehran-

Karaj Makhsous 

Road, Alborz, 

3164819711

Iran R



18 07.05.2018 Altebrel etanercept
solution for 

injection

25mg/0.5ml; (4) pre-filled 

syringe 1ml

AryoGen Pharmed, No. 140, 

Corner of Tajbakhsh Street, 

24th Km Tehran-Karaj 

Makhsous Road, Alborz, 

3164819711

Iran

AryoGen 

Pharmed, No. 

140, Corner of 

Tajbakhsh Street, 

24th Km Tehran-

Karaj Makhsous 

Road, Alborz, 

3164819711

Iran R

19 07.05.2018 Zytux rituximab

concentrate for 

solution for 

infusion

10mg/ml; (4 /2/ glass vial 

10ml)

AryoGen Pharmed, No. 140, 

Corner of Tajbakhsh Street, 

24th Km Tehran-Karaj 

Makhsous Road, Alborz, 

3164819711

Iran

AryoGen 

Pharmed, No. 

140, Corner of 

Tajbakhsh Street, 

24th Km Tehran-

Karaj Makhsous 

Road, Alborz, 

3164819711

Iran R

20 07.05.2018 Zytux rituximab

concentrate for 

solution for 

infusion

10mg/ml; (4 /1/ glass vial 

50ml)

AryoGen Pharmed, No. 140, 

Corner of Tajbakhsh Street, 

24th Km Tehran-Karaj 

Makhsous Road, Alborz, 

3164819711

Iran

AryoGen 

Pharmed, No. 

140, Corner of 

Tajbakhsh Street, 

24th Km Tehran-

Karaj Makhsous 

Road, Alborz, 

3164819711

Iran R

21 07.05.2018 Cinnal f follitropinalfa

powder for 

solution for s/c 

injection

75IU; (1) glass vial and 

(1) ampoule 1ml with 

solvent

CinnaGen Co., West 6th St., 

3rd Sq., Simindasht 

Industrial Area, Karaj, 

Alborz

Iran

CinnaGen Co., 

West 6th St., 3rd 

Sq., Simindasht 

Industrial Area, 

Karaj, Alborz

Iran R

22 30.05.2018 Koromon
erythropoietinhumanrecombin

ant

solution for 

injection

4000IU/0,5ml; (10) pre-

filled syringe

Hankook Korus Pharm Co., 

Ltd, 11, Geodudanji 1-gil, 

Dongnae-myeon, 

Chuncheon-si, Gangwon-do 

KoreaSouth

GL Corporation, 

Woori Venture 

Tower  201, 70, 

Seonyu-ro, 

YoungDeungPo-

Ku, Seoul

South Korea R



23 30.05.2018 Koromon
erythropoietinhumanrecombin

ant

solution for 

injection

2000IU/0,5ml; (10) pre-

filled syringe

Hankook Korus Pharm Co., 

Ltd, 11, Geodudanji 1-gil, 

Dongnae-myeon, 

Chuncheon-si, Gangwon-do 

KoreaSouth

 GL Corporation, 

Woori Venture 

Tower  201, 70, 

Seonyu-ro, 

YoungDeungPo-

Ku, Seoul

South Korea R

24 30.05.2018
FilgrastimMoosm

ann
filgrastim

solution for 

injection

300mcg/ml; (1) and (5) 

pre-filled syringe

Laboratorios Clausen S.A., 

BR. Artigas 3896, 

Montevideo 

Uruguay

Moosmann 

Pharmaceuticals 

LLC, Vanahovit 8, 

Proshyan v., 

Ashtarak Ave., 

KotaykMarz 2413

Republic of 

Armenia
R

25 30.05.2018 Esomez esomeprazole
capsule sgastro-

resistant
20mg; (14/2x7/) inblister

Tonus-Les LLC, NI 

Laboratory complex, 6th str. 

of Nor Gyugh, Kotaykmarz-

batch releaser, secondary 

packager, Osmopharm S.A., 

Via alleFornaci, 6930 

Bedano, Switzerland- bulk 

manufacturer, primary 

packager 

RepublicofArmenia

Tonus-Les LLC, 1 

YervandKochar 

str., Yerevan 0070

Republic of 

Armenia
R

26 13.06.2018
IMMUNOHBs 

180IU/ml

human hepatitis B 

immunoglobulin

solution for 

injection
180IU/ml; 1ml glass vial

Kediron S.p.A., Via 

Provinciale Localita 

Bolognana 55027 Gallicano 

(Lucca) 

Italy

Kedrion Spa, Loc. 

Ai Conti-55051, 

Castelvecchio 

Pascoli- Barga 

(Lucca)

Italy R



27 13.06.2018 Bonprovid
ibandronic acid (ibandronic 

acid sodium monohydrate)

tablets film-

coated
150mg; (1) in blister

Eva pharma for 

pharmaceuticals and 

medicinal appliances, 176., 

Elsadat st., Kafr El-Gabl, El. 

Giza

Egypt

Eva pharma for 

pharmaceuticals 

and medicinal 

appliances, 176., 

Elsadat st., Kafr El-

Gabl, El. Giza

Egypt R

28 27.06.2018 Relief Ultra
hydrocortisone acetate, zinc 

sulfate monohydrate

suppositories 

rectal
10mg+11mg; (12/2x6/)

Istituto De Angeli S.R.L. 

Loc. Prulli, 103/C 50066 

Reggelo 

Italy

Bayer Consumer 

Care AG, Peter 

Merian strasse 84 

CH-4052 Basel

Switzerland OTC

29 27.06.2018 Genferon
interferon alfa-2b, benzocaine, 

taurine

suppositories 

vaginal and 

rectal

1000000IU+55mg+10mg; 

(10/2x5/) in blister

BIOCAD CJSC, Petrovo-

Dalnee, Krasnogorsky 

district, Moscow Region, 

143422 

Russia

BIOCAD CJSC, 34 

bld., lit. A, Svyazi 

st.,Strelna, 

Petrodvortsoviy 

district, Saint 

Petersburg, 

198515 

Russia R

30 27.06.2018 Genferon
interferon alfa-2b, benzocaine, 

taurine

suppositories 

vaginal and 

rectal

500000IU+55mg+10mg; 

(10/2x5/) in blister

BIOCAD CJSC, Petrovo-

Dalnee, Krasnogorsky 

district, Moscow Region, 

143422 

Russia

BIOCAD CJSC, 34 

bld., lit. A, Svyazi 

st.,Strelna, 

Petrodvortsoviy 

district, Saint 

Petersburg, 

198515 

Russia R

31 27.06.2018 Genferon
interferon alfa-2b, benzocaine, 

taurine

suppositories 

vaginal and 

rectal

1000000IU+55mg+10mg; 

(10/2x5/) in blister

BIOCAD CJSC, Petrovo-

Dalnee, Krasnogorsky 

district, Moscow Region, 

143422 

Russia

BIOCAD CJSC, 34 

bld., lit. A, Svyazi 

st.,Strelna, 

Petrodvortsoviy 

district, Saint 

Petersburg, 

198515 

Russia R



32 27.06.2018 Genferon
interferon alfa-2b, benzocaine, 

taurine

suppositories 

vaginal and 

rectal

500000IU+55mg+10mg; 

(10/2x5/) in blister

BIOCAD CJSC, Petrovo-

Dalnee, Krasnogorsky 

district, Moscow Region, 

143422 

Russia

BIOCAD CJSC, 34 

bld., lit. A, Svyazi 

st.,Strelna, 

Petrodvortsoviy 

district, Saint 

Petersburg, 

198515 

Russia R

33 07.08.2018 Cefproz
cefprozil (cefprozil 

monohydrate)

powder for oral 

suspension

250mg/5ml; 50ml and 

100ml glass bottle

Medpharma  Pharm. & 

Chem. Inds LLC, Sharjah, 

Industrial Area 13, P.O. Box: 

25235

United Arab 

Emirates

Medpharma  

Pharm. & Chem. 

Inds LLC, Sharjah, 

Industrial Area 

13, P.O. Box: 

25235

United Arab 

Emirates
R

34 07.08.2018 Cefproz
cefprozil (cefprozil 

monohydrate)

powder for oral 

suspension

125mg/5ml; 50ml glass 

bottle

Medpharma  Pharm. & 

Chem. Inds LLC, Sharjah, 

Industrial Area 13, P.O. Box: 

25235

United Arab 

Emirates

Medpharma  

Pharm. & Chem. 

Inds LLC, Sharjah, 

Industrial Area 

13, P.O. Box: 

25235

United Arab 

Emirates
R

35 07.08.2018 Polhumin Mix 5 insulin human
suspension for 

injection

100IU/ml; (5) cartridges 

3ml

Tarchomin Pharmaceutical 

Works "Polfa" S.A., 2,A. 

Fleminga str., 03-176 

Warsaw

Poland

Tarchomin 

Pharmaceutical 

Works "Polfa" 

S.A., 2,A. 

Fleminga str., 03-

176 Warsaw

Poland R

36 07.08.2018 Polhumin Mix 3 insulin human
suspension for 

injection

100IU/ml; (5) cartridges 

3ml

Tarchomin Pharmaceutical 

Works "Polfa" S.A., 2,A. 

Fleminga str., 03-176 

Warsaw

Poland

Tarchomin 

Pharmaceutical 

Works "Polfa" 

S.A., 2,A. 

Fleminga str., 03-

176 Warsaw

Poland R



37 07.08.2018 Polhumin R insulin human
suspension for 

injection

100IU/ml; (5) cartridges 

3ml

Tarchomin Pharmaceutical 

Works "Polfa" S.A., 2,A. 

Fleminga str., 03-176 

Warsaw

Poland

Tarchomin 

Pharmaceutical 

Works "Polfa" 

S.A., 2,A. 

Fleminga str., 03-

176 Warsaw

Poland R

38 07.08.2018 Polhumin Mix 2 insulin human
suspension for 

injection

100IU/ml; (5) cartridges 

3ml

Tarchomin Pharmaceutical 

Works "Polfa" S.A., 2,A. 

Fleminga str., 03-176 

Warsaw

Poland

Tarchomin 

Pharmaceutical 

Works "Polfa" 

S.A., 2,A. 

Fleminga str., 03-

176 Warsaw

Poland R

39 07.08.2018 Polhumin N insulin human
suspension for 

injection

100IU/ml; (5) cartridges 

3ml

Tarchomin Pharmaceutical 

Works "Polfa" S.A., 2,A. 

Fleminga str., 03-176 

Warsaw

Poland

Tarchomin 

Pharmaceutical 

Works "Polfa" 

S.A., 2,A. 

Fleminga str., 03-

176 Warsaw

Poland R

40 07.08.2018 Polhumin Mix 4 insulin human
suspension for 

injection

100IU/ml; (5) cartridges 

3ml

Tarchomin Pharmaceutical 

Works "Polfa" S.A., 2,A. 

Fleminga str., 03-176 

Warsaw

Poland

Tarchomin 

Pharmaceutical 

Works "Polfa" 

S.A., 2,A. 

Fleminga str., 03-

176 Warsaw

Poland R

41 31.08.2018 Angioflux sulodexide capsules
250LSU; (50/1x50/) in 

blister

MITIM S.r.l., 34-38- 25125 

Brescia (BS) - batch releaser, 

packager, Catalent Italy 

S.p.A., Via Nettunense km. 

20,100, Aprilia, 04011, Italy- 

bulk manufacturer 

Italy

Aesculapius 

Farmaceutici 

S.r.l., Via 

Cozzaglio, 24 -

25125 Brescia

Italy R



42 12.09.2018 Difosfocin citicoline
solution for 

injection

500mg/ml; (5) glass vial 

4ml

MITIM S.r.l., 34-38- 25125 

Brescia (BS) - batch releaser, 

packager, Catalent Italy 

S.p.A., Via Nettunense km. 

20,100, Aprilia, 04011, Italy- 

bulk manufacturer

Italy

Aesculapius 

Farmaceutici 

S.r.l., Via 

Cozzaglio, 24 -

25125 Brescia

Italy R

43 12.09.2018 Bifidumbacterin bifidobacterium

powder 

lyophilized for 

oral solution

not less than 10^7; (10) 

glass vial

Ecopolis CJSC, 601900 

Vladimirskaya oblast, 

Kovrov, Kuznechnaya str. 

143, korp. 1

Russia

Ecopolis CJSC, 

601900 

Vladimirskaya 

oblast, Kovrov, 

Kuznechnaya str. 

143, korp. 1

Russia OTC

44 12.09.2018 Zakon 200 cefpodoxime
tablets film-

coated

200mg; (10/2x5/) and 

(15/3x5/) in blister

Medpharma  Pharm. & 

Chem. Inds LLC, Sharjah, 

Industrial Area 13, P.O. Box: 

25235

United Arab 

Emirates

Medpharma  

Pharm. & Chem. 

Inds LLC, Sharjah, 

Industrial Area 

13, P.O. Box: 

25235

United Arab 

Emirates
R

45 03.10.2018 Enramax 8% enramycin
powder for oral 

solution
80mg/g; 20kg pack

Shanghai Bangcheng 

Biological Science & 

Thechnology Co., Ltd, 669, 

Jinzheng Road, Jinshan 

Industrial Park, Jinshan 

District, 201506 Shanghai

China

Shanghai 

Bangcheng 

Biological Science 

& Thechnology 

Co., Ltd, 669, 

Jinzheng Road, 

Jinshan Industrial 

Park, Jinshan 

District, 201506 

Shanghai

China OTC

46 16.10.2018 Doxyglobe
doxycycline (doxycycline 

hyclate)
capsules

100mg; (100/10x10/) in 

blister

Globela Pharma Pvt. Ltd, 

Plot No. 357, G.I.D.C., 

Sachin, Surat

India

Globela Pharma 

Pvt. Ltd, Plot No. 

357, G.I.D.C., 

Sachin, Surat

India R



47 16.10.2018 Esomecro 40
esomeprazole (esomeprazole 

magnesium trihydrate)
capsules

40mg; (10/1x10/) in 

blister

Pell Tech Health Care Pvt. 

Ltd, Plot No. 20B, Tansa 

Farm Estate, Village Met, 

Gonsai, Bhiwandi-

Wada,Thane 421312 

Maharashtra State 

India

 Croient Pharma 

Pvt. Ltd. 2, 

Srushti Society, 

Kolbad Road, 

Thane West, 

Maharashtra 

India R

48 16.10.2018 Rosuvastatin-SZ rosuvastatin
tablets film-

coated

40mg; (30/3x10/) in 

blister

Severnaya Zvezda CJSC, 

Leningradsky region, 

Vsevolojsky dist., t. 

Kuzmolovsky, sh. N188

Russia

Severnaya Zvezda 

CJSC, 

Leningradsky 

region, 

Vsevolojsky dist., 

t. Kuzmolovsky, 

sh. N188

Russia R

49 16.10.2018 Rosuvastatin-SZ rosuvastatin
tablets film-

coated
5mg; (30/3x10/) in blister

Severnaya Zvezda CJSC, 

Leningradsky region, 

Vsevolojsky dist., t. 

Kuzmolovsky, sh. N188

Russia

Severnaya Zvezda 

CJSC, 

Leningradsky 

region, 

Vsevolojsky dist., 

t. Kuzmolovsky, 

sh. N188

Russia R

50 16.10.2018 Rosuvastatin-SZ rosuvastatin
tablets film-

coated

20mg; (30/3x10/) in 

blister

Severnaya Zvezda CJSC, 

Leningradsky region, 

Vsevolojsky dist., t. 

Kuzmolovsky, sh. N188

Russia

Severnaya Zvezda 

CJSC, 

Leningradsky 

region, 

Vsevolojsky dist., 

t. Kuzmolovsky, 

sh. N188

Russia R

51 16.10.2018 Rosuvastatin-SZ rosuvastatin
tablets film-

coated

10mg; (30/3x10/) in 

blister

Severnaya Zvezda CJSC, 

Leningradsky region, 

Vsevolojsky dist., t. 

Kuzmolovsky, sh. N188

Russia

Severnaya Zvezda 

CJSC, 

Leningradsky 

region, 

Vsevolojsky dist., 

t. Kuzmolovsky, 

sh. N188

Russia R



52 26.10.2018 Pantocure D 20
pantoprazole (pantoprazole 

sodium), domperidone

tablets gastro-

resistant

20mg+10mg; (10/1x10/) 

in blister

Zenith Healthcare Ltd, 

388/34, Changodar 

Industrial Estate, Sarhej-

Bavla Highway, Changodar-

382210, Ahmedabad, 

Gujarat 

India

Vea Impex, 210 

Shiv Plaza, 

Railway Crossing 

Road, Near 

Railway Phatak, 

Kandivali (West), 

Mumbai-400067

India R

53 26.10.2018 Pantocure D 40
pantoprazole (pantoprazole 

sodium), domperidone

tablets gastro-

resistant

40mg+10mg; (10/1x10/) 

in blister

Zenith Healthcare Ltd, 

388/34, Changodar 

Industrial Estate, Sarhej-

Bavla Highway, Changodar-

382210, Ahmedabad, 

Gujarat 

India

 Vea Impex, 210 

Shiv Plaza, 

Railway Crossing 

Road, Near 

Railway Phatak, 

Kandivali (West), 

Mumbai-400067

India R

54 26.10.2018 Amlocure 2.5
amlodipine (amlodipine 

besilate)
tablets

2,5mg; (10/1x10/) in 

blister

Zenith Healthcare Ltd, 

388/34, Changodar 

Industrial Estate, Sarhej-

Bavla Highway, Changodar-

382210, Ahmedabad, 

Gujarat 

India

Vea Impex, 210 

Shiv Plaza, 

Railway Crossing 

Road, Near 

Railway Phatak, 

Kandivali (West), 

Mumbai-400067

India R



55 26.10.2018 Amlocure 5
amlodipine (amlodipine 

besilate)
tablets 5mg; (10/1x10/) in blister

Zenith Healthcare Ltd, 

388/34, Changodar 

Industrial Estate, Sarhej-

Bavla Highway, Changodar-

382210, Ahmedabad, 

Gujarat 

India

Vea Impex, 210 

Shiv Plaza, 

Railway Crossing 

Road, Near 

Railway Phatak, 

Kandivali (West), 

Mumbai-400067

India R

56 26.10.2018 Clarizen 250 clarithromycin tablets
250mg; (10/1x10/) in 

blister

Zenith Healthcare Ltd, 

388/34, Changodar 

Industrial Estate, Sarhej-

Bavla Highway, Changodar-

382210, Ahmedabad, 

Gujarat 

India

Zenith Healthcare 

Ltd, 504, Iscon 

Elegance, Near 

Prahladnagar 

Cross Road, S.G. 

Road, 

Ahmedabad, 

Gujarat

India R

57 26.10.2018 Clarizen 500 clarithromycin tablets
500mg; (10/1x10/) in 

blister

Zenith Healthcare Ltd, 

388/34, Changodar 

Industrial Estate, Sarhej-

Bavla Highway, Changodar-

382210, Ahmedabad, 

Gujarat 

India

Zenith Healthcare 

Ltd, 504, Iscon 

Elegance, Near 

Prahladnagar 

Cross Road, S.G. 

Road, 

Ahmedabad, 

Gujarat

India R

58 07.11.2018 Mildronat
meldonium (meldonium 

dihydrate)
capsules

250mg; (40/4x10/) in 

blister

Grindeks JSC, Krustpils 

street 53, LV-1057, Riga
Latvia

Grindeks JSC, 

Krustpils street 

53, LV-1057, Riga

Latvia R



59 07.11.2018 Dynapar QPS
diclofenac (diclofenac 

diethylamine)
solution topical 40mg/ml; 30ml glass vial

Troikaa Pharmaceuticals 

Ltd, Sanand-Kadi Road., 

Thol-382 728, Dist: 

Mehsana, Gujarat State 

India

 Troikaa 

Pharmaceuticals 

Ltd., Commerce 

House-1, Satya 

Marg, Bodakdev, 

Ahmedabad-

380054 

India R

60 07.11.2018 Oanmelt 10 olanzapine
tablets 

orodispersible
10mg; (10/1x10/) in strip

Zenith Healthcare Ltd, 

388/34, Changodar 

Industrial Estate, Sarhej-

Bavla Highway, Changodar-

382210, Ahmedabad, 

Gujarat 

India

Zenith Healthcare 

Ltd, 504, Iscon 

Elegance, Near 

Prahladnagar 

Cross Road, S.G. 

Road, 

Ahmedabad, 

Gujarat 

India R

61 07.11.2018 Oanmelt 20 olanzapine
tablets 

orodispersible
20mg; (10/1x10/) in strip

Zenith Healthcare Ltd, 

388/34, Changodar 

Industrial Estate, Sarhej-

Bavla Highway, Changodar-

382210, Ahmedabad, 

Gujarat  

India

Zenith Healthcare 

Ltd, 504, Iscon 

Elegance, Near 

Prahladnagar 

Cross Road, S.G. 

Road, 

Ahmedabad, 

Gujarat 

India R



62 07.11.2018 Caderon ceftriaxone, sulbactam

powder for 

solution for 

injection

1000mg+500mg; (1) glass 

vial

Aversi-Rational Ltd, 

Chirnakhuli Str. 14, 0198 

Tbilisi-batch releaser, 

secondary packager, 

Reyoung Pharmaceutical 

Co. Ltd, No.6, Erlangshan 

road, Yiyuan county, 

Shandong Province, China -

bulk manufacturer, primary 

packager 

Georgia

 Aversi-Rational 

Ltd, Chirnakhuli 

Str. 14, 0198 

Tbilisi

Georgia R

63 07.11.2018

Sophalor 5mg 

film-coated 

tablets

desloratadine
tablets film-

coated

5mg; (10/1x10/) and 

(30/3x10/) in blister

Sopharma JSC, str. Iliensko 

shosse 16, 1220 Sofia
Bulgaria

Sopharma JSC, str. 

Iliensko shosse 16, 

1220 Sofia

Bulgaria R

64 07.11.2018 Clopidogrel
clopidogrel (clopidogrel 

bisulfate)
tablets coated

75mg; (20/2x10/) in 

blister

NOKI JV LTD Co., Nor-

Kharberd, Ararat region
Republic of Armenia

NOKI JV LTD 

Co., Nor-

Kharberd, Ararat 

region

Republic of 

Armenia
R

65 27.11.2018 Synoestrol 2% synoestrol
solution for 

injection

20mg/ml; 1ml and 10ml 

glass vial

Firma "BioChimPharm 

LLC",  600910, 

Vladimirskaya region, 

Raduzhny city, block 16, 

build.23, SP-16, placement 1-

23

Russia

Firma 

"BioChimPharm 

LLC",  600910, 

Vladimirskaya 

region, Raduzhny 

city, block 16, 

build.23, SP-16, 

placement 1-23

Russia R



66 27.11.2018 Magne-B6 Forte

magnesium (magnesium 

citrate), pyridoxine 

hydrochloride

tablets film-

coated

100mg+10mg; (30/2x15/) 

in blister, (60/4x15/) in 

blister

Chinoin Pharmaceutical and 

Chemical Works Private Co. 

Ltd., 2112 Veresegyhaz, 

Levai u. 5  

Hungary

Sanofi-Aventis 

France, 82 avenue 

Raspail, 94250 

Gentilly

France OTC

67 27.11.2018
Para-Denk 125 

Suppos
paracetamol

suppositories 

rectal
125mg; (10/2x5/)

RubiePharm Arzneimittel 

GmbH, Bruder-Grimm-Str. 

62, 36396 Steinau an der 

Strasse 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen

Germany OTC

68 27.11.2018
Para-Denk 125 

Suppos
paracetamol

suppositories 

rectal
125mg; (10/2x5/)

bene-Arzneimittel GmbH, 

Herterichstrasse 1-3 81479 

Muenchen 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen

Germany OTC

69 27.11.2018
Para-Denk 250 

Suppos
paracetamol

suppositories 

rectal
250mg; (10/2x5/)

RubiePharm Arzneimittel 

GmbH, Bruder-Grimm-Str. 

62, 36396 Steinau an der 

Strasse 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen

Germany OTC

70 27.11.2018
Para-Denk 250 

Suppos
paracetamol

suppositories 

rectal
250mg; (10/2x5/)

bene-Arzneimittel GmbH, 

Herterichstrasse 1-3 81479 

Muenchen 

Germany

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Muenchen 

Germany OTC

71 13.12.2018 Arpoya aripiprazole
tablets 

orodispersible

15mg; (28/2x14/) in 

blister

Pharmathen International 

S.A., Industrial Park Sapes, 

Rodopi Prefecture, Block No 

5, Rodopi 69300 

Greece

Pharmathen 

S.A., 

Dervenakion 6, 

15351 Pallini, 

Attiki

Greece R



72 13.12.2018 Microgest 100mg progesterone tablets
100mg; (20/2x10/) in 

blister

Tufenkji Group LLC, 

Kochinyan 13/16, Yerevan-

batch releaser, secondary 

packager, Synokem 

Pharmaceuticals Ltd, Plot 

No 35-36; Sector-6(A), IIE, 

Ranipur, Haridwar, 

Uttarakhand, India-bulk 

manufacturer, primary 

packager  

Republic of Armenia

Tufenkji Group 

LLC, Kochinyan 

13/16, Yerevan 

Republic of 

Armenia
R

73 13.12.2018 Microgest 200mg progesterone tablets
200mg; (20/2x10/) in 

blister

Tufenkji Group LLC, 

Kochinyan 13/16, Yerevan-

batch releaser, secondary 

packager, Synokem 

Pharmaceuticals Ltd, Plot 

No 35-36; Sector-6(A), IIE, 

Ranipur, Haridwar, 

Uttarakhand, India-bulk 

manufacturer, primary 

packager  

Republic of Armenia

Tufenkji Group 

LLC, Kochinyan 

13/16, Yerevan 

Republic of 

Armenia
R

74 13.12.2018 Turbocaina
articaine (articaine 

hydrochloride), epinephrine

solution for 

injection

40mg/ml+10mcg/ml; 

(50/5x10/) glass or plastic 

cartridges 1.8ml in blister

LABORATORIOS ZEYCO, 

S.A. DE C.V., Camino a 

Santa Ana Tepetitlan No. 

2230-C Col. Santa Ana 

Tepetitlan C.P. 45230, 

Zapopan

Mexico

LABORATORI

OS ZEYCO, 

S.A. DE C.V., 

Camino a Santa 

Ana Tepetitlan 

No. 2230-C Col. 

Santa Ana 

Tepetitlan C.P. 

45230, Zapopan

Mexico R



75 24.12.2018
Amva-Denk 

5/80mg

amlodipine (amlodipine besilate), 

valsartan

tablets film-

coated

5mg+80mg; (28/2x14/) in 

blister

Balkanpharma-Dupnitsa AD, 

str."Samokovsko Shosse" , 

Dupnitsa 2600 

Bulgaria

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Munchen

Germany R

76 24.12.2018
Amva-Denk 

5/160mg

amlodipine (amlodipine besilate), 

valsartan

tablets film-

coated

5mg+160mg; (28/2x14/) in 

blister

Balkanpharma-Dupnitsa AD, 

str."Samokovsko Shosse" , 

Dupnitsa 2600 

Bulgaria

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Munchen

Germany R

77 24.12.2018
Amva-Denk 

10/160mg

amlodipine (amlodipine besilate), 

valsartan

tablets film-

coated

10mg+160mg; (28/2x14/) in 

blister

Balkanpharma-Dupnitsa AD, 

str."Samokovsko Shosse" , 

Dupnitsa 2600 

Bulgaria

Denk Pharma 

GmbH & Co. KG, 

Prinzregentenstr. 

79, 81675 

Munchen

Germany R

78 24.12.2018 Butachem-50 buparvaquone
solution for i/m 

injection
50mg/ml; glass vial 50ml

Interchemie werken De 

Adelaar Eesti AS, Vanapere tee 

14, Viimsi, Harju county- bulk 

manufacturer, primary 

packager, batch releaser, 

Interchemie werken "De 

Adelaar" B.V., Metaalweg 8, 

5804 CG Venray, the 

Netherlands- secondary 

packager 

Estonia

Interchemie 

werken "De 

Adelaar" B.V., 

Metaalweg 8, 

5804 CG Venray

the 

Netherlands
R


