List

of the medicines recommended for registration by N 11-1/16 meeting decision of

the Pharmacological Council of MoH of RA dated on November 11, 2016

President E. Amroyan
International non-
. . Pres-
proprietary dosage strength & License . .
Trade . . crip- | Conclusion
(generic) names or | dosage form output form Manufacturer country License holder holder .
name . . tion N & date
names of active (packaging) country
status
substances
KRKA d.d., Novo mesto, KRKA d.d., Novo 16144
Sulfasala- . tablets film- 500mg; (50/5x10/) . . mesto, Smarjeska .
. sulfasalazine S Smarjeska cesta 6, 8501 Slovenia Slovenia R
zin coated in blister cesta 6, 8501 Novo
Novo Mesto 11.11.2016
Mesto
KRKA d.d., Novo mesto,
Smarjeska cesta 6, 8501
Novo Mesto - batch KRKA d.d., Novo 16145
Sulfasala- . tablets film- 500mg; (50/5x10/) releaser, bulk . mesto, Smarjeska .
. sulfasalazine N Slovenia Slovenia R
zin coated in blister manufacturer, KRKA d.d., cesta 6, 8501 Novo 11.11.2016
Novo mesto, Ulica Rada Mesto o
Pusenjaka 10, Ljutomer,
9240, Slovenia-packager
ciprofloxacin . KRKA d.d., Novo mesto, KRKA d.d., Novo 16146
. (ciprofloxacin tablets film- 750mg; (10/1x10/) . . mesto, Smarjeska .
Ciprinol , 0 Smarjeska cesta 6, 8501 Slovenia Slovenia R
hydrochloride coated in blister cesta 6, 8501 Novo
Novo Mesto 11.11.2016
monohydrate) Mesto
Vinpoce- 5ma: (25/1x25/) in Kern Pharma S.L., Covex S.A., C/Acero, 16147
. . . . C/Venus, 72 Pol. Ind. . 25, Pol. Ind. Sur .
tine Covex vinpocetine tablets blister, (50/2x25/) Spain Spain R
o Colon Il, 08228 Terrasa, 28770 Colmenar
5mg in blister . ; 11.11.2016
(Barcelona) Viejo, (Madrid)
Ciprofio- C|profloxa0|_n 3mg/ml; 1.0mI Ligvor CJSC, OQ89, Republic of Ligvor CJSC, 0089, Republic of 16148
xacin (ciprofloxacin drops eye plastic vial- Yerevan, str. Kochinyan, Armenia Yerevan, str. Armenia R
hydrochloride) dropper 7/9 Kochinyan, 7/9 11.11.2016




dolutegravir

Glaxo Wellcome S.A,,
Avenida Extremadura, 3,
09400 Aranda de Duero,

ViiV Healthcare UK

. (@Iutegrawr ' tablets film- 50mg+600mg+30 Burgos- batch releaser, ' Ltd., 980 Great West 16149
Triumeq sodium), abacavir Omg; (30) in packager, Glaxo Spain UK R
6. ; coated . . . . Road, Brentford,
(abacavir sulfate), plastic container Operations UK Ltd, Priory Middlesex TW8 9GS 11.11.2016
lamivudine Street, Ware, Hertfordshire ’
SG12 0DJ, UK-bulk
manufacturer
Pharmaceutical
amlodipine Pharmaceutical Works Works Polfa in 16150
Pl 10mg; (30/3x10/) | Polfa in Pabianice JSC, 5 Pabianice JSC, 5 5
Amlonor (amlodipine tablets N . . Poland Poland R
7. . in blister Marszalka J. Pilsudskiego Marszalka J.
besilate) o . ) 11.11.2016
Str., 95-200 Pabianice Pilsudskiego Str., 95-
200 Pabianice
Pharmaceutical
amlodipine Pharmaceutical Works Works Polfa in 16151
.p. 5mg; (30/3x10/) in Polfa in Pabianice JSC, 5 Pabianice JSC, 5
Amlonor (amlodipine tablets ) . ) Poland Poland R
8. . blister Marszalka J. Pilsudskiego Marszalka J.
besilate) o . ) 11.11.2016
Str., 95-200 Pabianice Pilsudskiego Str., 95-
200 Pabianice
Dongkook Pharmaceutical Dongkook
Pofol . Co,, Ltd., 33-19, Yongso 2- Pharmaceutical Co., 16152
- emulsion for 10mg/ml; (1) 50ml .
9 Injection propofol I\ iniection lass vial gil, Gwanghyewon-myeon, Korea South Ltd., 7, Teheran-ro Korea South R
' V. J 9 Jincheon-gun, 108-gil, Gangnam-gu, 11.11.2016
Chungcheongbuk-do Seoul
Contract Pharmacal
. Corporation, 135 Adams
acetaminophen,
henylephrine avenue, Hauppauge, New
P . York 11788-batch releaser, Bayer Consumer
(phenylephrine tablets film- (325mg+Smg+2m ackager, Contract Care AG, Peter 16153
Antiflu hydrochloride), 9); (12/1x12/) in P ger, - USA - ’ Switzerland OoTC
10. ) ] coated . Pharmacal Corporation, Merian-Strasse 84,
chlorpheniramine blister 11.11.2016

(chlorpheniramine
maleate)

160 Commerce Drive
Hauppauge, New York
11788, USA-bulk
manufacturer

4052 Basel




acetaminophen,

Contract Pharmacal
Corporation, 135 Adams
avenue, Hauppauge, New

(F;:erlz F;Trlif:; powder for oral York 11788-batch releaser, Bayer Consumer 16154
+ +
Antiflu hydrochloride), solution with 650mg+10mg+4m packager, Contra(';t USA Cgre AG, Peter Switzerland | OTC
11. o g; (5) sachets Pharmacal Corporation, Merian-Strasse 84,
chlorpheniramine lemon flavour . 11.11.2016
L 160 Commerce Drive 4052 Basel
(chlorpheniramine
maleate) Hauppauge, New York
11788, USA-bulk
manufacturer
Contract Pharmacal
Corporation, 135 Adams
aracetamol avenue, Hauppauge, New
:scorbic aci d’ powder for oral York 11788-batch releaser, AO BAYER, 3rd 16155
Antiflu Kids | chlorpheniramine solution with 160mg+50mg+1m packager, Contrac?t USA Rybllnskaya St., 18, Russia oTC
12. R raspberry g; (5), sachets Pharmacal Corporation, build. 2, 107113
(chlorpheniramine . 11.11.2016
flavour 160 Commerce Drive Moscow
maleate)
Hauppauge, New York
11788, USA-bulk
manufacturer
clobetasol Birzeit Pharmaceutical P'?(:Tg:?r;ealnm' 16156
. solution for 0,5mg/ml; 25ml Company (BPC), . e . .
Psoriderm (clobetasol . . . ) Palestine Palestinian Joint Palestine R
13. } topical use plastic container Ramallah,Industrial Zone,
propionate) P.O. box 79 Venture, Jerusalem, 11.11.2016
o P.O. box 51621
Trommsdorff GmbH & Co. . .
sertaconazole suppositories KG. Arzneimittel Egis Pharmaceuticals 16157
Zalain (sertaconazole PP . 300mg; (1) ’ ’ Germany PLC, 1106 Budapest, Hungary R
14. nitrate) vaginal Trommsdorffstrasse 2-6, Kereszturi st. 30-38 11.11.2016
52477, Alsdorf ' T
Egis Pharmaceuticals PLC,
1165 Budapest,
sertaconazole SubDOSitories Bokenyfoldi st. 118-120 - Egis Pharmaceuticals 16158
15 Zalain (sertaconazole PP il 300mg; (1) batch releaser, Hungary PLC, 1106 Budapest, Hungary R
' nitrate) vagina Trommsdorff GmbH & Co. Kereszturi st. 30-38 11.11.2016

KG, Arzneimittel,
Trommsdorffstrasse 2-6,
52477, Alsdorf, Germany-




bulk manufacturer,
packager

Cyndea Pharma SL,

200mg; (14/2x7/) P'olllgono InFjustrlaI ' Besins Healthcgre . 16159
16 Utrogestan progesterone capsules soft in blister Emiliano Revilla Sanz, Spain SA, Avenue Louise Belgium
' Avenida de Agreda, 31, 287, 1050 Brussels 11.11.2016
Olvega 42110(Soria)
Cyndea Pharma SL,
100mg; (28/2x14/) P_olllgono In.dustrlal _ Besins Healthcgre . 16160
17 Utrogestan progesterone capsules soft in blister Emiliano Revilla Sanz, Spain SA, Avenue Louise Belgium
' Avenida de Agreda, 31, 287, 1050 Brussels 11.11.2016
Olvega 42110(Soria)
bisoprolol
) (bisoprolol ) 10mg+10mg; (30) Les Laboratoires Servier Les L_aboratowes 16161
Prestilol fumarate), tablets film- ; - . Servier, 50, rue
18.| 10mg/1omg perindopril coated in plastic Industrie 905, route de France Carnot. 92284 France
’ . . container Saran, 45520 Gidy ’ 11.11.2016
(perindopril Suresnes cedex
arginine)
bisoprolol
(bisoprolol . . . Les Laboratoires
Prestilol fumarate), tablets film- 10m.g+5mg., (30) Les Labgratowes Servier Servier, 50, rue 16162
19.1 10ma/5m erindooril coated in plastic Industrie 905, route de France Carnot. 92284 France
' g/sma perincopri container Saran, 45520 Gidy ’ 11.11.2016
(perindopril Suresnes cedex
arginine)
bisoprolol
. (bisoprolol 5mg+10mg; (30) Les Laboratoires Servier Les L'aborat0|res 16163
Prestilol fumarate), tablets film- . . . Servier, 50, rue
20.| 5ma/10m erindooril coated in plastic Industrie 905, route de France Carnot. 92284 France
' g 9 perincopri container Saran, 45520 Gidy ’ 11.11.2016
(perindopril Suresnes cedex
arginine)
bisoprolol Les Laboratoires Servier Les Laboratoires 16164
Prestilol (bisoprolol tablets film- 5mg+5mg; (30) in : Servier, 50, rue
21.| 5mg/5mg fumarate), coated plastic container Industrie 905, route de France Carnot, 92284 France
. : Saran, 45520 Gidy ’ 11.11.2016
perindopril Suresnes cedex

(perindopril




arginine)

150mcg/0,5ml; (1)

Organon (Ireland) Ltd.,

Drynam Road, Swords, Co.

Dublin - batch releaser,
secondary packager,
Vetter Pharma-Fertigung

Schering-Plough

16165

Elonva corifollitropin alfa S(.')|l.,|tIOI.’1 for pre-filled syringe GmbH & Co. KG, Ireland Central East AG, Switzerland R
22. injection Weystrasse 20, CH-
0,5ml and needle Schutzenstrasse 87 and 6000 Lucerne 6 11.11.2016
99/101, D-88212
Ravensburg, Germany-
bulk manufacturer, primary
packager
Organon (Ireland) Ltd.,
Drynam Road, Swords, Co.
Dublin - batch releaser,
secondary packager, .
. 100mcg/0,5ml; (1) Vetter Pharma-Fertigung Schering-Plough 16166
- . solution for : . Central East AG, .
Elonva corifollitropin alfa . pre-filled syringe GmbH & Co. KG, Ireland Switzerland R
23. injection Weystrasse 20, CH-
0,5ml and needle Schutzenstrasse 87 and 6000 Lucerne 6 11.11.2016
99/101, D-88212
Ravensburg, Germany-
bulk manufacturer, primary
packager
. KRKA d.d., N
. fluphenazine . | 25mg/ml; (5/1x5/) | KRKA d.d., Novo mesto, d.d., Novo 16167
Moditen . solution for i/m . . . mesto, Smarjeska .
(fluphenazine . ampoules 1ml, in Smarjeska cesta 6, 8501 Slovenia Slovenia R
24. depo injection . cesta 6, 8501 Novo
decanoate) blister Novo Mesto 11.11.2016
Mesto
terbinafine Gedeon Richter OJSC, Gedeon Richter 16168
. . cream for 10mg/g; 159 ) 0OJSC, Gyomroi ut
Terbisil (terbinafine e Gyomroi ut 19-21, 1103 Hungary Hungary OoTC
25. . external use aluminium tube 19-21, 1103
hydrochloride) Budapest 11.11.2016
Budapest
humaq blood powder and 14-38IU/ml+9- Octapharma Octapharm.a 16169
o | coagulation factor solvent for 241U/ml+251U/ml+ Pharmazeutika Aust Pharmazeutika Austri R
26.| O | il humanblood | solutionfor | 18-30IU/mI+13- | FRETTEZSE Here Produktionsges. ete 11.11.2016
coagulation factor infusion 311U/ml+12- ges. m.b.A., m.b.H., Oberlaaer o

VI, human blood

321U/ml; (1) glass

Oberlaaer Strasse 235, A-

Strasse 235, A-1100




coagulation factor
IX, human blood
coagulation factor
X, protein C,
protein S

vial with powder,
(1) 20ml glass vial
with solvent, (1)
transfer set, (1)
disposable
syringe, (1)
infusion set, (2)
alcohol swabs

1100 Vienna

Vienna

GM Pharmaceuticals Ltd,

GM Pharmaceuticals

16170

Thrombas- acetylsalicylic acid tablet§ gastro- 100mg PSP group 65, Qvemo Georgia Lid, PSP grogp 65, Georgia oTC
27. pin resistant . o Qvemo Phonichala
Phonichala str., Tbilisi e 11.11.2016
str., Thilisi
Hemofarm A.D. 26300,
250mg/5ml; 40g Vrsac, Beogradskii put bb-
granules for granules in 100ml | batch releaser, Hemofarm Hemofarm A.D., 16171
8 Amoxicillin amoxicillin oral glass bottle and A.D., Vrsac, 26224, Serbia 26300, Vrsac, Serbia R
' suspension measuring spoon | Dubovac, str. Cara Lazara Beogradskii put bb 11.11.2016
5ml bb, Serbia-bulk
manufacturere, packager
concentrate for 30mg/5ml; (1) Belmedpreparaty RUE, Belmedpreparaty 16172
29 Paclitaxel paclitaxel solution for glass vial ,5ml 220007, Minsk, Fabritsius Belarus RUE, 220007, Minsk, Belarus R
’ infusion St., 30 Fabritsius St., 30 11.11.2016
concentrate for 100mg/16,7ml: (1) Belmedpreparaty RUE, Belmedpreparaty 16173
30 Paclitaxel paclitaxel solution for glass vial’16 7’ml 220007, Minsk, Fabritsius Belarus RUE, 220007, Minsk, Belarus R
’ infusion ' St., 30 Fabritsius St., 30 11.11.2016
EBEWE Pharma Ges. EBEWE Pharma Ges.
Mitoxant- mitoxantrone concentrate for 2mg/ml: (1) glass m.b.H. Nfg. KG, m.b.H. Nfg. KG, 16174
31 ron Ebewe (mitoxantrone solution for vial‘ 10m Mondseestrasse 11, A- Austria Mondseestrasse 11, Austria R
| 2mg/ml hydrochloride) infusion 4866 Unterach am A-4866 Unterach am 11.11.2016
Attersee Attersee
Mitoxant- mitoxantrone concentrate for 2mg/ml: (1) glass EBEWE Pharma Ges. EBEWE Pharma Ges. 16175
ap | TON Ebewe (mitoxantrone solution for via’l 5l m.b.H. Nfg. KG, Austria m.b.H. Nfg. KG, Austria R
' 2mg/ml hydrochloride) infusion Mondseestrasse 11, A- Mondseestrasse 11, 11.11.2016

4866 Unterach am

A-4866 Unterach am




Attersee

Attersee

Sanofi-Aventis

. . . tablets scored | 400mg; (30/3x10/) Sanofi Winthrop Industrie, France, 1-13, 16176
Solian amisulpride ) o 6, Boulevard de | Europe France . France
33. film-coated in blister 21800 Quetign boulevard Romain 11.11.2016
any Rolland, 75014 Paris o
g . Sanofi-Aventis
. . . 100mg: (30/3x10) Sanofi Winthrop Industrie, France, 1-13, 16177
Solian amisulpride tablets scored L 6, Boulevard de | Europe France . France
34. in blister 21800 Quetign boulevard Romain 11.11.2016
gny Rolland, 75014 Paris o
g . Sanofi-Aventis
. o 200mg; (30/3x107) | Sanofi Winthrop Industrie, France, 1-13, 16178
Solian amisulpride tablets scored N 6, Boulevard de | Europe France . France
35. in blister 21800 Quetign boulevard Romain 11.11.2016
gny Rolland, 75014 Paris o
gamma-amino- 250mg: (20/2x10/) | Olainfarm JSC, 5 Rupnicu . Olainfarm JSC, 5 . 16179
36 Noofen beta-phenylbutyric capsules in blister Str. Olaine. LV-2114 Latvia Rupnicu Str., Olaine, Latvia
’ acid hydrochloride v ’ LV-2114 11.11.2016
gamma-amlno-. 500mg; (24/4x6/) | Olainfarm JSC, 5 Rupnicu . Ola|-nfarm JSC’.S . 16180
37 Noofen beta-phenylbutyric capsules in blister Str. Olaine. LV-2114 Latvia Rupnicu Str., Olaine, Latvia
' acid hydrochloride v ’ LV-2114 11.11.2016
sertaconazole suppositories “Rubicon” LLC, 62B, M. “Rubicon” LLC, 62B, 16181
38 Sertazol (sertaconazole pvz inal 300mg; (1) Gorky street, 210002, Belarus M. Gorky street, Belarus
' nitrate) 9 Vitebsk 210002, Vitebsk 11.11.2016
Chiesi Pharmaceuticals
GmbH, Gonzagagasse
16/16, Wien, 1010-batch L
o Chiesi
releaser, Chiesi Ph tical
suspension 80mg/ml; 1.5ml Farmaceutici S.p.A, Via . armaceuficals . 16182
Curosurf poractant alfa . Austria GmbH, Austria
39. endotracheal glass vial Palermo 26/A-43122 G 16/16 11.11.2016
Parma(PR), Italy-bulk onzagagasse ’ o
Wien, 1010

manufacturer, primary

packager, G.L. Pharma

GmbH, Arnethgasse 3,
1160 Wien, Austria-




secondary packager

Salutas Pharma GmbH,
Betriebsstaette

Sandoz

. iclof X .
Diclac gel d'.c otenac gel for external 50mg/g; 50g Osterweddingen, Lange Pharmaceuticals d.d., . 16183
(diclofenac o Germany Slovenia OoTC
40. 5% sodium) use aluminium tube Goehren 3,Suelzetal, OT Verovskova Str. 57, 11.11.2016
Osterweddingen,Sachsen- 1000 Ljubljana o
Anhalt, 39171
KRKA d.d., Novo mesto,
Smarjeska cesta 6, 8501
Novo Mesto-batch KRKA d.d., Novo 16184
Septolete benzalkonium . 1mg; (30/2x15/) in | releaser, KRKA d.d., Novo . mesto, Smarjeska .
. pastilles . ) Slovenia Slovenia OoTC
41.| D menthol chloride blister mesto, Ulica Rada cesta 6, 8501 Novo 11.11.2016
Pusenjaka 10, Ljutomer, Mesto o
9240, Slovenia-bulk
manufacturer, packager
50mg; (?8/2x14/) Novartis Farmaceutica Novartis Pharma AG, 16187
Galvus vildagliptin tablets in blister, S-A., Ronda de Santa Spain Lichtstrasse 35, 4056 | Switzerland | R
42. glip (56/4x14/) in Maria 158, 08210 Barbera P ’
X Basel 11.11.2016
blister del Valles, Barcelona
atuparasone Sanjivan Paranteral S.P. Incomed Pt
) f Limited R-40, T.T.C. o ’
Cefrobac- sodium), powderfor | 0 mg+1000mg: imited R-40, T.T.C . Ltd., H-680, Palam . 16188
solution for . Rabale, Thane-Belapur India . India R
43. tum sulbactam . (1) glass vial 20ml . . Extn.-1, New Delhi
injection Road, Navi Mumbai 400 11.11.2016
(sulbactam 110 045

sodium)

701




