List

of the medicines recommended for registration by N 5-2/16 meeting decision of
the Pharmacological Council of MoH of RA dated on May 27, 2016

President E. Amroyan
International non-
prc.>pr|etary dosage strength & . License holder P.rescnp- Conclusion
Trade name (generic) names or | dosage form output form Manufacturer country License holder tion sta-
. . country N & date
names of active (packaging) tus
substances
Bayer Pharma 15653
. tablets film- | 20mg; (28/2x14/), Bayer Pharma AG, D-
Xarelto rivaroxaban ted in blister 51368 Leverkusen Germany AG, D-13342, Germany R
coate in bliste everkuse Berlin 27 05.2016
tablets film- | 15mg; (28/2x14/), | Bayer Pharma AG, D- Bayer Pharma 15654
Xarelto rivaroxaban ted g blist ’ 5);368 L K ' Germany AG, D-13342, Germany R
coate in blister everkusen Berlin 27 05.2016
GlaxoSmithKline
not less than Biologicals s.a., Rue de’l
diphtheria toxoid, 30lU/dose-+not Ingtltut, 89 B-1330 s
) less than Rixensart- batch GlaxoSmithKline
tetanus toxoid, . .
ertussis toxoid suspenion 40lU/dose+25mcg releaser, Biologicals s.a., 15655
Infanrix P fil ¢ ’ f p i /dose+25mcg/dos GlaxoSmithKline Belgium Rue de I' Institut, Belgium R
h ! amenlotL.Js. or injection e+8mcg/dose; Biologicals SA, Rue des 89 B-1330 27.05.2016
aerr;ar?agczr:nln, 0.5ml/dose pre- Aulnois, 637 59230 Rixensart
P filled glass Syringe Saint-Amand-LeS-EaUX,
and needle France-bulk
manufacturer, packager
amlodipine KRKA d.d., Novo KRKA d.d., Novo 15656
Tenox (amlodipine tablets 10mg; (3.0/3)(10/) mesto, Smarjeska Slovenia mesto, Smarjeska Slovenia R
in blister cesta 6, 8501 Novo cesta 6, 8501
maleate) 27.05.2016
Mesto Novo Mesto
amlodipine KRKA d.d., Novo KRKA d.d., Novo 15657
Tenox (amlodipine tablets Smg; (39/3)(10/) n mesto, Smarjeska Slovenia mesto, Smarjeska Slovenia R
blister cesta 6, 8501 Novo cesta 6, 8501
maleate) 27.05.2016
Mesto Novo Mesto




. Ligvor CJSC,
. . potassium solution for 40mg/ml; 200ml Liqvor CJSC, 0089, Republic of 0089, Yerevan, Republic of 15658
6 Kalium chloride chloride i/v infusion lastic pack Yerevan, str. Armenia str. Kochinyan Armenia R
' plastic p Kochinyan, 7/9 Rl yan, 27.05.2016
powder Belmedpreparaty
.y .y lyophilized | 100mg; (1) glass | Comedpreparaty RUE, RUE, 220007, 15659
Oxaliplatin oxaliplatin . . 220007, Minsk, Belarus . o Belarus R
7. for solution bottle or vial o Minsk, Fabritsius
. . Fabritsius St., 30 27.05.2016
for infusion St., 30
powder Belmedpreparaty
.y . lyophilized | 50mg: (1) glass | Comedpreparaty RUE, RUE, 220007, 15660
Oxaliplatin oxaliplatin ) . 220007, Minsk, Belarus . Y Belarus R
8. for solution bottle or vial e Minsk, Fabritsius
. . Fabritsius St., 30 27.05.2016
for infusion St., 30
hexamidine
(h.exa.\mldlne 100mg/100mI+0.5 Plerr.e Fabre Plerr.e Fabre
diisetionate), . Medicament Medicament 15661
. solution for | ml/100mI+300mg/ . . .
9 Cyteal chlorhexidine external use 100ml: 250m! Production, site France Production, 45, France OoTC
' (chlorhexidine lastic c;ontainer Progipharm, Rue du place Abel Gance, 27.05.2016
digluconate), P Lycee, 45500 Gien 92100 Boulogne
chlorocresol
Hemofarm A.D. 26300,
Vrsac, Beogradskii put
cefalexin bb-batch releaser, Hemofarm A.D., 15662
Cefalexin (cefalexin capsules SOOmg; (.16/2)(8/) Hemomont D.0.0., Serbia 26300, Vrﬁac, Serbia R
10. monohydrate) in blister Montenegro 81000, Beogradskii put 27 05.2016
y Podgorica, 8 marta bb o
55a, Montenegro-bulk
manufacturer, packager
ambroxol 15mg/5ml: 100ml Arpimed LLC, Kotayk . Tonus-Les " LLC, ' 15663
Marz, Abovyan, 2nd Republic of Yerevan, 1 Republic of
Ambroton (ambroxol syrup glass bottle and . o . . oTC
11. hydrochloride) measuring spoon Micro-District, 19 Armenia Yervand Kochar Armenia 27 05.2016
Y gsp Building str., 0070 e
monoammonium 35mg+25mg+25m Minophagen Minophagen 15664
Glycyron - tablets ] . . .
12 Tablet glycyrrhizinate ted g; (100/10x10/) in Pharmaceutical Co., Japan Pharmaceutical Japan R
' abiets (glycyrrhizic acid), coate blister Ltd,. 2-3, Komatsubara Co., Ltd., Shinjuku 27.05.2016
glycine, DL- 2-chome, Zama-shi, Mitsui Building #2,




methionine

Kanagawa-batch
releaser, secondary
packager, Akiyama

Jozai Co. Ltd., 2-4-21
Hiratsuka, Shinagawa-
ku,Tokyo, Japan-bulk
manufacturer, primary
packager

3-2-11, Nishi-
Shinjuku,
Shinjuku-ku,
Tokyo,160-0023

13.

Edarbi

azilsartan
medoxomil

tablets

40mg; (28/2x14/),
in blister

Takeda Ireland Ltd.,
Bray Business Park
Kilruddery Co. Wicklow-
batch releaser,
packager, Takeda
Pharmaceutical
Company Limited,
Osaka Plant, 17-85,
Jusohonmachi 2-
chome, Yodogawa-ku,
Osaka, 532-8686,
Japan-bulk
manufacturer

Ireland

Takeda Pharma
A/S, Dybendal
Alle 10, 2630

Taastrup

Denmark

15665

27.05.2016

14.

Edarbi

azilsartan
medoxomil

tablets

80mg; (28/2x14/),
in blister

Takeda Ireland Ltd.,
Bray Business Park
Kilruddery Co. Wicklow-
batch releaser,
packager, Takeda
Pharmaceutical
Company Limited,
Osaka Plant, 17-85,
Jusohonmachi 2-
chome, Yodogawa-ku,
Osaka, 532-8686,
Japan-bulk
manufacturer

Ireland

Takeda Pharma
A/S, Dybendal
Alle 10, 2630

Taastrup

Denmark

15666

27.05.2016

15.

Valsacor H 80

valsartan,
hydrochlorothiazid
e

tablets film-
coated

80mg+12,5mg;
(28/2x14/) in
blister

KRKA d.d., Novo
mesto, Smarjeska
cesta 6, 8501 Novo

Slovenia

KRKA d.d., Novo
mesto, Smarjeska
cesta 6, 8501

Slovenia

15667

27.05.2016




Mesto

Novo Mesto

160mg+25mg;

KRKA d.d., Novo

KRKA d.d., Novo

Valsacor HD h dr\éiI:I?Jrrt:t?iazid tablets film- (14/1x14/) in mesto, Smarjeska Slovenia mesto, Smarjeska Slovenia 15668
16. 160 y o coated blister, (28/2x14/) cesta 6, 8501 Novo cesta 6, 8501 27 05.2016
in blister Mesto Novo Mesto o
KRKA d.d., Novo KRKA d.d., Novo
valsartan, tablets film- 160mg+12,5mg; mesto, Smarjeska mesto, Smarjeska 15669
Valsacor H 160 | hydrochlorothiazid (28/2x14/) in 4 Slovenia ’ Slovenia
17. coated . cesta 6, 8501 Novo cesta 6, 8501
e blister 27.05.2016
Mesto Novo Mesto
enalapril (enalapril 20mg+12,5mg; KRKA d.d., Novo KRKA d.d., Novo 15670
maleate), . mesto, Smarjeska . mesto, Smarjeska .
Enap-HL 20 . tablets (20/2x10/) in Slovenia Slovenia
18. hydrochlorothiazid . cesta 6, 8501 Novo cesta 6, 8501
blister 27.05.2016
e Mesto Novo Mesto
GlaxoSmithKline
Biologicals s.a., Rue de
| Institut, 89 B-1330
live attenuated Rixensart- batch
measles not less than releaser, Corixa
virus(Schwarz 103.0CCIDS0/dos Corporation, 325 North L
Sy powder e+not less than . . GlaxoSmithKline
strain), live . Bridge Street, Marietta, . .
lyophilized 103.7CCID50/dos . Biologicals s.a., 15671
. attenuated Pennsylvania (PA) . . . .
19 Priorix mumps virus(RIT and solvent e+not less than 17547 USA-bulk Belgium Rue de I' Institut, Belgium
' P N for solution 103.0CCID50/dos ; . 89 B-1330 27.05.2016
4385 strain), live L . manufacturer, primary .
for injection e; glass vial/dose Rixensart
attenuated rubella and 0.5ml solvent packager, CRNA SA,
virus(Wistar RA in ..am oule Zoning Industriel d
27/3 strain) P Heppignies Ouest,
Avenue d Heppignies,
Fleurus, 6220, Belgium-
secondary packager
live attenuated g not less than GlaxoSmithKline GlaxoSmithKii
measles | po:]v.rerd 103.0CCID50/dos | Biologicals s.a., Rue de B,a’l“’ ,m'l ine
Priori virus(Schwarz yc()jp ':Ze ¢ e+not less than I" Institut, 89 B-1330 Belai R 10 c:jgltlz‘als St?t Belai 15672
20. riorix strain), live ‘fi” SCI’ ‘:_e” 103.7CCID50/dos Rixensart- batch elgium “‘;998 1;;)' ut, elgium 27 05,2016
attenuated or.scl) u |.on e+not less than releaser, Fidia ad R
for injection Rixensart

mumps virus(RIT
4385 strain), live

103.0CCID50/dos
e; glass vial/dose

Farmaceutici S.P.A.,
Via Ponte Della




attenuated rubella

and 0.5ml solvent

Fabbrica 3/A-35031

virus(Wistar RA in ampoule Abano Terme (PD),
27/3 strain) Italy-bulk manufacturer,
primary packager,
CRNA SA, Zoning
Industriel d Heppignies
Ouest, Avenue d
Heppignies, Fleurus,
6220, Belgium-
secondary packager
RubiePharm for Denk Pharma
. Arzneimittel GmbH, GmbH & Co. KG, 15673
Acyclovir Denk L cream for 50mg/g; 79 . .
21 5% Cream aciclovir topical use aluminium tube Bruder-Grimm-Str. 62, Germany Prinzregentenstr. Germany
' 36396 Steinau an der 79, 81675 27.05.2016
Strasse Muenchen
Yerevan Chemical- Yere\'/an
Pharmaceutical firm Chemical- 15674
. solution for 10mg/ml; (10) Republic of Pharmaceutical Republic of
Dibazol bendazol o OJSC, Yerevan, . ) .
22. i/m injection ampoules 1ml . . Armenia firm OJSC, Armenia
Ajaryan street, 2 Line, . 27.05.2016
No6 Yerevan, Ajaryan
street, 2 Line, No6
Yerevan Chemical- Yere\'/an
Pharmaceutical firm Chemical- 15675
. solution for 10mg/ml; (10) Republic of Pharmaceutical Republic of
Dibazol bendazol L OJSC, Yerevan, . ) .
23. i/m injection ampoules 5ml . . Armenia firm OJSC, Armenia
Ajaryan street, 2 Line, i 27.05.2016
No6 Yerevan, Ajaryan
street, 2 Line, No6
100mcg/ dose; . Altayvitaminy
. Al
salbutamol suspension, | 11g (300 doses) tayvitaminy CJSC CJSC 659325, 15676
Salbutamol- . _ 659325, Altay region, . . .
24 Alta (salbutamol pressurised aluminium Bivsk st. Zavodskava Russia Altay region, Russia
' y sulfate) inhalation container with ysk, st ya, Biysk, st. 27.05.2016
: 69
pump dispenser Zavodskaya, 69
Aminool | isoleucine, lution f 5mg/ml+8.9mg/ml B.Braun Melsungen B.Braun 15677
5 Bménop aSETg leucine, lysine sO Lfl 'onfor 1 g 56mg/mi+4.4m | AG, Carl-Braun-Strasse Germany Melsungen AG, Germany
: -Braun (lysine infuston g/ml+4.7mg/mi+4. | 1, 34212 Melsungen Carl-Braun- 27.05.2016
hydrochloride), 2mg/ml+1.6mg/ml Strasse 1, 34212




methionine,
phenylalanine,
threonine,
tryptophan, valine,
arginine, histidine,
alanine, glycine,
aspartic acid,
glutamic acid,
proline, serine,
tyrosine, sodium
acetate trihydrate,

+6.2mg/ml+11.5m
g/ml+3mg/mi+10.
5mg/ml+12mg/ml
+5.6mg/ml+7.2mg
/ml+5.5mg/ml+2.3
mg/ml+0.4mg/ml+
2.858mg/ml+0.36
mg/ml+2.453mg/
ml+0.508mg/ml+3
.581mg/ml; (10)
glass bottles

Melsungen

sodium hydroxide, 500ml
potassium
acetate,
magnesium
chloride
hexahydrate,
disodium
phosphate
dodecahydrate
Roche Diagnostics
GmbH, Sandhofer
Strasse 116, D-68305
Mannheim-batch
releaser, bulk F. Hoffmann-La
. concentr.ate 30mg/ml: (1) glass manufacturer, primary Roche Lid., . 15678
26. Perjeta pertuzumab for solution vial 14ml packager, F. Hoffmann- Germany Grenzacherstrass Switzerland R
for infusion La Roche AG, e 124 Basel, CH- 27.05.2016
Betriebsstandort 4070
Kaiseraugst, 4303
Kaiseraugst,
Switzerland-secondary
packager
] Engelhard Arzneimittel Engelhard
Prospan cough . 7mg/mi; 100m| GmbH& Co. KG, Arzneimittel 15679
hedera helix syrup glass vial and Germany Germany OTC
27. syrup measuring cup Herzbergstrasse 3, GmbH& Co. KG, 27 05.2016
61138 Niederdorfelden Herzbergstrasse

3,61138




Niederdorfelden

Engelhard
Engelhard Arzneimittel Arzneimittel 15680
Prospan cough . 20mg/ml; 20ml GmbH& Co. KG, GmbH& Co. KG,
hedera helix drops oral . Germany Germany OoTC
28. drops glass vial-dropper Herzbergstrasse 3, Herzbergstrasse 27 05.2016
61138 Niederdorfelden 3,61138 o
Niederdorfelden
dimethyl sulfoxide, ggzgjg:ggmgjgi
camphor racemic, ointment for zmg/g_ 30 gn?i Tallinn Pharmaceutical Grindeks JSC, 15681
29 Capsicam turpentine oil, external use 509 gl’umi?ﬂum Plant JSC, Tondi 33, Estonia Krustpils street Latvia OTC
' benzyl nicotinate, 9 11316 Tallinn 53, LV-1057, Riga 27.05.2016
. . tube and
nonivamide :
applicator
Open joint stock
Open joint stock R cor"npanyl
"D . Borisovskiy
company "Borisovskiy
zavod medicinskikh zavod 15683
Furazolidone furazolidone tablets 50mg; (10) in strip N Belarus medicinskikh Belarus R
30. preparatov" 64, "
: preparatov" 64, 27.05.2016
Chapaev str., Borisov Chapaev str
222518, Minsk region Borisov 222518,
Minsk region
trimetazidine Hemofarm LLC, Nézg%f;%rmgﬁC 15684
. . L tablets film- 20mg; (30/3x10/), 249030, Obninsk, . ’ y . 5
31 Rimecor (trimetazidine coated i blister Kaluga Region. 62 Russia Novgorod, GSP- Russia R
' dihydrochloride) a'uga region, 459, Salganskaya 27.05.2016
Kievskoye highway
st., 7
10mg/ml; (10) . Open joint stock
ampoules 2mi, con?S::;?Q;rT;ztzkiy company
"Borisovski
. . solution for (10) ampoules zavod medicinskikh iSoveily 15685
32 Furosemide furosemide iniecti 2ml label tov" 64 Belarus zavod Belarus R
. injection banderol, (10) preparatov b4, medicinskikh 27.05.2016

ampoules 2mi
dividella

Chapaev str., Borisov
222518, Minsk region

preparatov" 64,
Chapaev str.,
Borisov 222518,




Minsk region

clostridium

Ipsen Biopharm

Ipsen Pharma, 65

. powder - .
botulinum type A . . Limited, Ash Road, quai Georges 15686
33 Dysport toxin- g?gg:tzzi SOOU’V(;? glass Wrexham Industrial UK Gorse, 92100 France
' haemagglutinin L Estate, Wrexham, LL13 Boulogne- 27.05.2016
for injection .
complex 9UF Billancourt
PharmaTech
. i . I; 1 l, Ph Tech , , .
Novocaine procaine solution for |  2mg/mi; 100m armatech CJSC, | oo blic of CJSC, 0064, Republic of 15687
34 solution 0,5% (procaine injection 200ml and 250ml, 0064, Yerevan, Raffi Armenia Yerevan, Raffi str Armenia
' = hydrochloride) J in plastic pack str. 111 1‘11 ’ 27.05.2016
Yerevan Chemical- Yere\_/an
Pharmaceutical firm Chemical- 15688
L L solution for 20mg/ml; (10) Republic of Pharmaceutical Republic of 5
Riboxin inosine S OJSC, Yerevan, . , .
35. injection ampoules 5ml Armenia firm OJSC, Armenia 27 05.2016

Ajaryan street, 2 Line,
No6

Yerevan, Ajaryan
street, 2 Line, No6




