List

of the medicines recommended for registration by N 6-2/16 meeting decision of
the Pharmacological Council of MoH of RA dated on June 24, 2016

President E. Amroyan
International non-
roprietary dosage strength & Pres-
Trade P . . License holder crip- | Conclusion
(generic) names or | dosage form output form Manufacturer country License holder .
name . . country tion N & date
names of active (packaging)
status
substances
affinity purified thzr:géfit;;orf ) NPF Materia Medica NPF Materia Medica 15744
antibodies to brain | tablets to be 995 Holding LLC, 54, . Holding LLC, 9 bld., 3rd .
Tenoten o (20/1x20/) in Russia Russia oTC
specific S-100 sucked . Buguruslanskaya st., Samotyochny per.,
. blister, (40/2x20/) . 24.06.2016
protein L Chelyabinsk 454139 Moscow 127473
in blister
affinity purified thzr:ﬁ' éfitB”:’r/e . | NPF Materia Medica NPF Materia Medica 1574
Tenoten antibodies to brain tablets to be g 9k Holding LLC, 54, . Holding LLC, 9 bld., 3rd . 5745
. e (20/1x20/) in Russia Russia OTC
kids specific S-100 sucked . Buguruslanskaya st., Samotyochny per.,
. blister, (40/2x20/) . 24.06.2016
protein T Chelyabinsk 454139 Moscow 127473
in blister
dexmedetomidine ol 0,1mg/ml: (1) pre- Orion Corporation, Orion Corporation, 15747
Sileo | (dexmedetomidine Oron?ucosal ol dgs o ?E)ml Orionintie 1, 02200 Finland Orionintie 1, 02200 Finland oTc
hydrochloride) yring Espoo Espoo 24.06.2016
Haupt Pharma
Wolfratshausen GmbH,
Pfaffenrieder strasse 5,
der f 25mg; (1) gl 82515, Astellas Ph
bendamustine powder for : mg; ( )gas:s Wolfratshausen-batch stellas Fharma 15748
. . . concentrate for | vial, (5) glass vial, Europe B.V.,
Ribomustin (bendamustine lution f 10 al ial releaser, secondary Germany Svivi 62 2333 the Netherlands R
hydrochloride) S(,) L]: |o.n or (20) 9 Iass V',a I, packager, Cenexi- y vugs;vig.d ’ 24.06.2016
infusion (20) glass via Laboratories Thissen eiden
S.A.,, Ruedela
Papyree 2-4-6, Braine-
L"Alleud, B-1420,
Belgium-bulk




manufacturer, primary
packager

Ribomustin

bendamustine
(bendamustine
hydrochloride)

powder for
concentrate for
solution for
infusion

100mg; (1) glass
vial, (5) glass vial

Haupt Pharma
Wolfratshausen GmbH,
Pfaffenrieder strasse 5,
82515, Wolfratshausen-

batch releaser,

secondary packager,

Cenexi-Laboratories
Thissen S.A., Rue de la
Papyree 2-4-6, Braine-

L"Alleud, B-1420,
Belgium-bulk
manufacturer, primary
packager

Germany

Astellas Pharma
Europe B.V.,
Sylviusweg 62, 2333
BE Leiden

the Netherlands

15749

24.06.2016

Eligard

leuprorelin
(leuprorelin
acetate)

powder
lyophilized and
solvent for
solution for s/c
injection

7,5mg; (1) syringe
A- 343mg solvent
and plunger for
syringe B, in
plastic pack, (II)-
syringe B- 10.6mg
lyophilized powder
and needle, in
plastic pack

Astellas Pharma
Europe B.V., Hogemaat
2, 7942 JG Meppel-
batch releaser,
secondary packager,
Tolmar Inc., 701 Centre
Avenue, Ft. Collins, CO
80526, USA-bulk
manufacturer, primary
packager (syringe A
and syringe B)

the Netherlands

Astellas Pharma
Europe B.V.,
Sylviusweg 62, 2333
BE Leiden

the Netherlands

15750

24.06.2016

Eligard

leuprorelin
(leuprorelin
acetate)

powder
lyophilized and
solvent for
solution for s/c
injection

45mg; (I) syringe
A- 434mg solvent
and plunger for
syringe B, in
plastic pack, (Il)
syringe B- 59.2mg
lyophilized powder
and needle, in
plastic pack

Astellas Pharma
Europe B.V., Hogemaat
2, 7942 JG Meppel-
batch releaser,
secondary packager,
Tolmar Inc., 701 Centre
Avenue, Ft. Collins, CO
80526, USA-bulk
manufacturer, primary
packager (syringe A
and syringe B)

the Netherlands

Astellas Pharma
Europe B.V.,
Sylviusweg 62, 2333
BE Leiden

the Netherlands

15751

24.06.2016




Astellas Pharma

s rirzwzf,r:?ilg;m Europe B.V., Hogemaat
yrng 91 2 7942 JG Meppel-
solvent and
powder batch releaser,
. . plunger for Astellas Pharma
leuprorelin lyophilized and svrinae B. in secondary packager, Europe B.V 15752
Eligard (leuprorelin solvent for yringe S, Tolmar Inc., 701 Centre | the Netherlands =urope B, v, the Netherlands R
8. ) plastic pack, (Il) . Sylviusweg 62, 2333
acetate) solution for s/c svrinae B- 29 2m Avenue, Ft. Collins, CO BE Leiden 24.06.2016
injection yringe -<mg 80526, USA-bulk
lyophilized powder .
. manufacturer, primary
and needle, in .
lastic pack packager (syringe A
P P and syringe B)
. . . Tatchempharmpreparat Tatchempharmpreparat 15753
o | Heparin hepz:')rc'ﬁ(uhrii’a”“ gel fOngtema' ;8&?% ?n' i%ge y JSC, 420091 Kazan, Russia y JSC, 420091 Kazan, Russia oTC
' str. Belomorskaya 260 str. Belomorskaya 260 24.06.2016
G.L. Pharma GmbH,
Schlossplatz 1, 8502
Lannach -batch
200mg; (50/5x10/) VALEANT LLC,
R releaser, G.L. Pharma 15754
Carbalex . in blister, . Shabolovka st. 31, .
10 200m carbamazepine tablets (100/10x10/) in GmbH, Austria building 5. 115162 Russia R
’ 9 blister Industriestrasse 1, I\/?os;:ow ’ 24.06.2016
8502 Lannach, Austria
-bulk manufacturer,
packager
G.L. Pharma GmbH,
Schlossplatz 1, 8502
Lannach -batch
300mg; (50/5x10/) VALEANT LLC,
Carbalex tablets o releaser, G.L. Pharma 15755
. in blister, . Shabolovka st. 31, .
11 300mg carbamazepine prolonged- (100/10x10/) in GmbH, Austria building 5. 115162 Russia R
' retard release blister Industriestrasse 1, I\/?os;:ow ’ 24.06.2016
8502 Lannach, Austria
-bulk manufacturer,
packager
Carbalex tablets 600mg; (50/5x10/) G.L. Pharma GmbH, VALEANT LLC, 15756
600m carbamazepine rolonged- in blister, Schiossplatz 1, 8502 Austria Shabolovka st. 31, Russia R o7
12. t (? P P | 9 (100/10x10/) in Lannach -batch building 5, 115162, 94.06.2016
retar release blister releaser, G.L. Pharma Moscow o

GmbH,




Industriestrasse 1,
8502 Lannach, Austria
-bulk manufacturer,
packager

ipidacrine

solution for i/m

Olainfarm JSC, 5
Rupnicu Str., Olaine,
LV-2114-batch

Olainfarm JSC, 5

15757

Neiromidin (ipidacrine and s/c Smg/ml; (10) releaser, Sopharma Latvia Rupnicu Str., Olaine, Latvia R
13. hydrochloride) iniection ampoules 1ml JSC, str. lliensko LV-2114 24 06.2016
y J shosse 16, 1220 Sofia, e
Bulgaria-bulk
manufacturer, packager
Olainfarm JSC, 5
Rupnicu Str., Olaine,
ipidacrine solution for i/m . LV-2114-batch Olainfarm JSC, 5 15758
N . . 15mg/ml; (10) releaser, Sopharma . . . .
Neiromidin (ipidacrine and s/c . Latvia Rupnicu Str., Olaine, Latvia R
14. hydrochloride) injection ampoules 1mi JSC, str. lliensko LV-2114 24.06.2016
y J shosse 16, 1220 Sofia, o
Bulgaria-bulk
manufacturer, packager
8mg/ml; 100ml Krewel Meuselbach Krewel Meuselbach 15759
15 Hedelix ivy leaves extract syrup glass bottle and GmbH, Krewel str. 2, Germany GmbH, Krewel str. 2, Germany OTC
’ measuring spoon 53783 Eitorf 53783 Eitorf 24.06.2016
Healthcare
Pharmaceuticals
escitalopram Healthcare Limited, Probashi 15761
. . P tablets film- 5mg; (20/2x10/) in Pharmaceuticals ’
Esita (escitalopram ) - . Bangladesh Kallyan Bhabon 71-72, Bangladesh R
16. coated blister Limited, Gazaria Para,
oxalate) Raiendrapur. Gaziour Old Elephant Road, 24.06.2016
J pur, P Eskaton Garden,
Dhaka-1000
Healthcare
escitalopram Healthcare Pharmaceuticals 15762
. . P tablets film- 10mg; (20/2x10/) Pharmaceuticals . .
17 Esita (escitalopram ted in blist Limited G o p Bangladesh Limited, Probashi Bangladesh R
' oxalate) coate in blister Imited, ©azara Fara, Kallyan Bhabon 71-72, 24.06.2016

Rajendrapur, Gazipur

Old Elephant Road,
Eskaton Garden,




Dhaka-1000

Hennig Arzneimittel

Menarini International

+ .
. - 20mg 40m.g, GmbH & Co. KG, Operations 15763
cinnarizine, (20/1x20/) in o
18 Arlevert dimenhvdrinate tablets blister, (50/2x25) Liebigstrasse 1 - 2, Germany Luxembourg S.A.,1, Luxembourg R
' 4 N 65439 Floersheim-am- avenue de la Gare, 24.06.2016
in blister )
Main 1611
atorvastatin ) Egis Pharmaceuticals Egis Pharmaceuticals 15764
19 Torvazin (atorvastatin tatzlstaséef"gm- 20mig:], t(j(s)gfml) PLC, 1165 Budapest, Hungary PLC, 1106 Budapest, Hungary R
’ calcium) Bokenyfoldi st. 118-120 Kereszturi st. 30-38 24.06.2016
atorvastatin . Egis Pharmaceuticals Egis Pharmaceuticals 15765
20 Torvazin (atorvastatin tat;ls;steﬂcljm- 10mign, Sgg;(m/) PLC, 1165 Budapest, Hungary PLC, 1106 Budapest, Hungary R
' calcium) Bokenyfoldi st. 118-120 Kereszturi st. 30-38 24.06.2016
atorvastatin . Egis Pharmaceuticals Egis Pharmaceuticals 15766
21 Torvazin (atorvastatin tai'g;j(;m_ 40m§1‘ t():l)’i(s)g;(w/) PLC, 1165 Budapest, Hungary PLC, 1106 Budapest, Hungary R
’ calcium) Bokenyfoldi st. 118-120 Kereszturi st. 30-38 24.06.2016
. . Help S.A., 1
diclofenac _ Help S.A., Pedini elp S.A., 10 15767
. gel for external 10mg/g; 259 . . Valaoritou str., GR
22 Vurdon (diclofenac Use aluminium tube loanninon, loannina, Greece 14452 Metamorphosis Greece R
' sodium) 45500 MOrphosis, 24.06.2016
Attica
Open joint stock Open joint stock
company "Borisovskiy company "Borisovskiy 15768
Azithro- . . tablets film- 500mg; (3/1x3/) in zavod medicinskikh zavod medicinskikh
. azithromycin . N Belarus N Belarus R
23. mycin coated blister preparatov" 64, preparatov" 64, 24 .06.2016
Chapaev str., Borisov Chapaev str., Borisov R
222518, Minsk region 222518, Minsk region
gramicidin S
(gramicidin S Valent Valent
Grammidin | dihydrochloride), o a eth al Jsc o a etrll aI e
with oxybuprocaine tablets to be | 3mg+0.2mg+1mg; armaceuticals ’ ) armaceutcals ’ ) 15769
24.| anesthetic (oxybuprocaine sucked (18/2x9/) in blister 141101, Moscow Russia 141101, Moscow Russia OoTC
’ eo hydrochloride) Region, Shchelkovo, Region, Shchelkovo, 24.06.2016
cetylpyridinium Fabrichnaya str., 2 Fabrichnaya str., 2
chloride

(cetylpyridinium




chloride
monohydrate)

gramicidin S
(gramicidin S
dihydrochloride),

Valenta

Valenta

- e ) Pharmaceuticals JSC, Pharmaceuticals JSC, 15770
Grammidin cetylpyridinium tablets to be 3mg+1mg; . .
25. neo chloride sucked (18/2x9/) in blister 14'1 101, Moscow Russia 14.1 101, Moscow Russia OTC
(cetylpyridinium Reglo.n, Shchelkovo, Reglo_n, Shchelkovo, 24.06.2016
. Fabrichnaya str., 2 Fabrichnaya str., 2
chloride
monohydrate)
Famar Lyon, 29 Sanofi-Aventis France,
Rovamy- spiramycin tablets film- 30000001U; Avenue Charles de France 1-13, boulevard France R 15771
26. cine coated (10/2x5/) in blister Gaulle, 69230 Saint Romain Rolland, 75014 24.06.2016
Genis Laval Paris
Diazoline- . 50mg; (10) and | PJSC "Farmal’, 74 . PJSC "Farmak”, 63 . 15772
27 Farmak mebhydrolin tablets coated (20/2x10/) in Frunze str., Kiev, Ukraine Frunze str. Kiev. 04080 Ukraine OTC
blister 04080 ’ ’ 24.06.2016
Haupt Pharma Munster Denk Pharma GmbH &
Letrozole trosole tablets fim- | 2,5mg: (30/3x10/) GmbH, Germany Co. KG, Germany o 15773
28.| Denk2.5 coated in blister Schleebruggenkamp Prinzregentenstr. 79, 24 06.2016
15, 48159 Munster 81675 Munchen
10mg/ml; . .
phenylephrine solution for (10/1?(10/) Pharmaceutical Experimental Plant 15774
. S Company "Zdorovye" . "GNCLS" LLC, 61075, .
29, Mesatone (phenylephrine i/m, i/v and s/c ampoules 1ml, LLC. str. Shevchenko Ukraine Kharkov, Vorobyov str. Ukraine R
hydrochloride) injection (10/2x5/) ’ ’ ’ ’ 24.06.2016

ampoules 1ml

22, Kharkov

8




