List

of the medicines recommended for registration by N 10-1/16 meeting decision of
the Pharmacological Council of MoH of RA dated on October 07, 2016

President E. Amroyan
International non-
Trade pr(?prletary dosage strength & . License holder F?re.s ) Conclusion
(generic) names or | dosage form output form Manufacturer country License holder cription
name . . country N & date
names of active (packaging) status
substances
Diclofenac diclofenac solution for i/m amzir;zg ms'nsf;n 4 | Lekhim-Kharkiv JSC, 36, Lekhim-Kharkiv JSC, 16024
sodium (diclofenac and ilv (5/$x5/) ampoules 17-go Partsyezda str., Ukraine 36, 17-go Partsyezda Ukraine R
sodium) injection ) amp 61115 Kharkov str., 61115 Kharkov 07.10.2016
3ml, in blister
50mg; (10/2x5/)
glass vial, in
blister,
(10/1x10//(5)
Cocarboxyl | powder glzzlsv‘;ft':r(f) “BIOFARMA” "PP" LLC, “BIOFARMA” "PP" 16025
ase y lyophilized for . 37, Kyivska Str., Bila . LLC, 37, Kyivska Str., .
. (cocarboxylase ) ampoule 2ml/), in ) Ukraine . Ukraine R
hydrochlori . solution for ) Tserkva, 09100, Kyiv Bila Tserkva, 09100,
de hydrochloride) injection blister, region Kyiv region 07.10.2016
y (20/2x10//(10) 9 yivreg
glass vial +(10)
solvent in
ampoule 2ml/) in
blister
KRKA d.d., Novo mesto,
benzvdamine Smarjeska cesta 6, 8501
Y . 3mg+1mg; Novo Mesto-batch KRKA d.d., Novo
(benzydamine . 16026
Septolete . . (8/1x8/), (16/2x8/), | releaser, KRKA d.d., Novo ) mesto, Smarjeska .
hydrochloride), pastilles . Slovenia Slovenia oTC
total - (24/3x8/) and mesto, Ulica Rada cesta 6, 8501 Novo
cetylpyridinium L . . 07.10.2016
chloride (32/4x8/) in blister Pusenjaka 10, Ljutomer, Mesto
9240, Slovenia-bulk
manufacturer, packager




KRKA d.d., Novo

. L 200mg; (20/2x10/) KRKA d.d., Novo mesto, . mesto, Smarjeska . 16027
Virolex aciclovir tablets L Smarjeska cesta 6, 8501 Slovenia Slovenia
in blister cesta 6, 8501 Novo
Novo Mesto 07.10.2016
Mesto
. [-10mg, 11-2,5mg; .
I-enalapril tablets and (45/3x15//10 | Hemofarm LLC, 249030, Nizhpharm JSC, 16028
. (enalapril ) i . . . 603950, Nizhny .
Enzix Duo film-coated tablets + 5 Il film- Obninsk, Kaluga Region, Russia Russia
maleate), Il - . . Novgorod, GSP-459,
) : tablets coated tablets/) in 62 Kievskoye shosse 07.10.2016
indapamide ) Salganskaya st., 7
blister
. [-10mg, 1l-2,5mg; .
-enalapril tablets and (30/3x10//5-I Hemofarm LLC, 249030, Nizhpharm JSC, 16029
. (enalapril ) i . . . 603950, Nizhny .
Enzix maleate), II- film-coated tablets +5-Il film- Obninsk, Kaluga Region, Russia Novgorod, GSP-459 Russia
. : tablets coated tablets/) in 62 Kievskoye shosse ’ ’ 07.10.2016
indapamide ) Salganskaya st., 7
blister
. I-20mg, 11-2,5mg; .
. I-enalapril tablets and (45/3x15/10-1 Hemofarm LLC, 249030, Nizhpharm JSC, 16030
Enzix Duo (enalapril ) i . . . 603950, Nizhny .
Forte maleate), II- film-coated tablets +5 Il-film Obninsk, Kaluga Region, Russia Novaorod. GSP-459 Russia
. , tablets coated tablets/) in 62 Kievskoye shosse 9 ’ ’ 07.10.2016
indapamide . Salganskaya st., 7
blister
testosterone
(testosterone
propionate),
testosterone
(testosterone 30mg/ml+60mg/m | Pharmaceutical Company VALEANT LLC, 16031
Omnadren | phenylpropionate) | solution fori/m | 1+60mg/mi+100m | Jelfa S.A., ul. Wincentego Poland Shabolovka st. 31, Russia
250 , testosterone injection, oily g/ml; (5) Pola 21, 58-500 Jelenia building 5, 115162, 07.10.2016
(testosterone ampoules 1ml Gora Moscow o
isocaproate),
testosterone
(testosterone
decanoate)
. ciprofloxacin 3mg/ml; 5ml S.C. Rompharm Company S-C. Rompharm 16032
Ciprofloxac X . L . Company S.R.L., .
in (ciprofloxacin drops eye/ear plastic vial- S.R.L., lifov, 075100 Romania lifov. 075100 Otopeni Romania
hydrochloride) dropper Otopeni, Str. Eroilor, Nr. 1A ' pent, 07.10.2016

Str. Eroilor, Nr. 1A




20mg/ml; (10)
ampoules 2mi

Open joint stock company

Open joint stock
company "Borisovskiy

Papaverlnelz papaverlpe solution for label banderol, BQ”SO.VSkly zavod i zavod medicinskikh 16033
10 hydrochlori (papaverine iniection (10/1x10/) medicinskikh preparatov Belarus reparatov” 64 Belarus R
' de hydrochloride) I | 64, Chapaev str., Borisov prep " 07.10.2016
ampoules 2ml, in 222518 Minsk region Chapaev str., Borisov
blister ’ 9 222518, Minsk region
. powder . Kievmedpreparat
thiopental - . Kievmedpreparat PJSC, . 16034
Thiopental (thiopental lyophilized for | 500mg; (40) glass 01032, Kiev, Ukraine PJSC, 01032, Kiev, Ukraine R
11. . solution for i/lv vial Saksaganskogo
sodium) S Saksaganskogo street, 139 07.10.2016
injection street, 139
. powder . Kievmedpreparat
. thiopental lyophilized for |  1000mg; (40) Kievmedpreparat PJSC, . PJSC, 01032, Kiev, . 16035
12 Thiopental (thiopental solution for ilv lass vial 01032, Kiev, Ukraine Saksaganskodo Ukraine R
' sodium) s 9 Saksaganskogo street, 139 9 9 07.10.2016
injection street, 139
. 25mg/ml; . . . .
solution for (10/2x5/) Egis Pharmaceuticals PLC, Egis Pharmaceuticals 16036
13 Tisercin levomepromazine injection and amooules 1ml in 1165 Budapest, Hungary PLC, 1106 Budapest, Hungary R
' infusion P blister Bokenyfoldi st. 118-120 Kereszturi st. 30-38 07.10.2016
— " - -
dequalllnllum 0,25mg+30mg; Balkanpharma-Razgrad Balkgnpharma 16037
' (dequalinium (20/1x20/) and . ) . Dupnitsa AD, 3, .
Efisol . . lozenges . AD, 68, Aprilsko vastanie Bulgaria Bulgaria oTC
14. chloride), ascorbic (40/2x20/) in Bivd 7200 Razarad Samokovsko shosse 07.10.2016
acid blister ’ 9 str., 2600 Dupnitsa o
. S.C. Rompharm
Dexameth drops eye, 1mg/m|, 1.0mI S-C. Rompharm Company . Company S.R.L., . 16038
dexamethasone g plastic vial- S.R.L,, lifov, 075100 Romania . Romania R
15. asone suspension dropper Otopeni. Str. Eroilor. Nr. 1A lIfov, 075100 Otopeni, 07.10.2016
PP pent, Str S Str. Eroilor, Nr. 1A e
Les Laboratoires Servier
Industrie 905, route de
‘ irid Saran, 45520 Gidy- batch Les Laboratoires
Eurespal enspinice 2mg/ml; 150ml releaser, Les Laboratoires Servier, 50, rue 16039
16 syrup (fenspiride syrip plastic bottle Servier Industrie-Fleury les France Carnot, 92284 France R
' hydrochloride) ’ 07.10.2016

Aubrais, 326 rue Marcellin
Berthelot, Fleury les
Aubrais, 45407, France-
bulk manufacturer,

Suresnes cedex




packager

fenspiride Les Laboratoires Servier Les Laboratoires 16040
p. . tablets film- 80mg; (30/2x15/) . Servier, 50, rue
17 Eurespal (fenspiride coated in blister Industrie, 905, route de France Carnot 92284 France R
' hydrochloride) Saran, 45520 Gidy 07.10.2016
Suresnes cedex
Spasmal- metamizole
P (metamizole 500mg/ml+2mg/m
gon sodium) 1+0.02mg/ml;
500mg/2m . ’ . . : ' Sopharma JSC, str. Sopharma JSC, str. 16041
pitofenone solution for i/m (5/1x5/) and . . . .
18 g/0,02mg/ (pitofenone iniection (10/1x10/) lliensko shosse 16, 1220 Bulgaria lliensko shosse 16, Bulgaria R
“|' ml solution P ; I , Sofia 1220 Sofia 07.10.2016
for hydrochloride), ampoules 5ml, in
S fenpiverinium blister
injection .
bromide
metamizole
Spasmal- (metamizole
gon sodium) 500mg/ml+2mg/m
500mg/2m itofenon,e solution for i/m [+0.0.2mg/ml; Sopharma JSC, str. Sopharma JSC, str. 16042
19 g/0,02mg/ (p itofenone iniection (10/1x10/) lliensko shosse 16, 1220 Bulgaria lliensko shosse 16, Bulgaria R
“| ml solution P . I ampoules 2ml, in Sofia 1220 Sofia 07.10.2016
hydrochloride), .
for L blister
injection fenpiverinium
bromide
Gedeon Rlchter.PoIska Gedeon Richter PLC, 16043
. tablets film- 80mg; (30/3x10/) Sp.z 0.0., ul.Graniczna 35, )
Nortivan valsartan o . L Poland Gyomroi ut 19-21, Hungary R
20. coated in blister Grodzisk Mazowiecki, 05-
1103 Budapest 07.10.2016
825
Gedeon Rlchter.PoIska Gedeon Richter PLC, 16044
. tablets film- 160mg; (30/3x10/) | Sp.z 0.0., ul.Graniczna 35, .
21 Nortivan valsartan coated in blister Grodzisk Mazowiecki. 05- Poland Gyomroi ut 19-21, Hungary R
' ’ 1103 Budapest 07.10.2016
825
xylometazoline 1mg/ml; 10ml Novartis Consume:\r Health Novartis Consumer 16045
. . . . S.A., Route de I'Etraz, . . .
22 Otrivin (xylometazoline spray nasal plastic vial with Case postale 269. 1260 Switzerland Health Schweiz S.A., Switzerland oTC
' hydrochloride) metering pump P Nyon ’ 6343 Rish 07.10.2016




Engelhard
Arzneimittel GmbH&

container

Martin Luther King, 13,
Pessano Con Bornago,
20060, Italy-bulk

1611

Engelhard Arzneimittel 16046
Tyrosur tyrothricin gel for topical 1”.‘9.’9; 59 GmbH& Co. KG, Germany Co. KG, Germany oTC
23. use aluminium tube Herzbergstrasse 3, 61138 Herzbergstrasse 3, 07.10.2016
Niederdorfelden 61138 o
Niederdorfelden
250mg; (10/2x5/), " "
amoxicillin (10/1x10/), “AVVA RUS” JSC, 53a, g\(g/\S/)Agulits\liiseC’ 16047
o4 Ecobol (amoxicillin tablets (20/4x5/) and Luganskaya Str., Kirov, Russia Holm, rl\Xoscow Russia R
' trihydrate) (20/2x10/) in 610044 Y, ’ 07.10.2016
. 121614
blister
500mg; (10/2x5/), R "
amoxicillin (10/1x10/), “AVVA RUS” JSC, 533, g\éX)A;UlitsiiseC’ 16048
o5 Ecobol (amoxicillin tablets (20/4x5/) and Luganskaya Str., Kirov, Russia Holm, rl\xoscow Russia R
' trihydrate) (20/2x10/) in 610044 Y, ’ 07.10.2016
; 121614
blister
Astellas Pharma Europe
B.V., Hogemaat 2, 7942
JG Meppel - secondary
packager, batch releaser,
Catalent Pharma Solutions Astellas Pharma
40mg; LLC, 2725 Scherer Drive, the Europe B.V the 16049
26 Xtandi enzalutamide capsules (112/4x28/7x4/) in St. Petersburg, 33716- Netherlands S Iviuswg 62’ "2333 Netherlands R
' blister 1016, USA- bulk y 952, 07.10.2016
) BE Leiden
manufacturer, Packaging
Coordinators Inc., 2200
Lake Shore Dr Woodstock,
lllinois 60098, USA-primary
packager
Berlin-Chemie M L
10000U+not less | A.G.,Glienicker Weg 125, it e”":‘,””' |
pancreatin (lipase, | capsules hard than9000U+not D-12489 Berlin-batch nieratona 16050
Pangrol Operations
o7 10000 amylase, gastro- less than 500U; releaser, Adare Germany Luxemb SA 1 Luxembourg oTC
’ protease) resistant (20) in plastic Pharmaceuticals Srl., Via uxembourg S.A.,1, 07.10.2016
avenue de la Gare,




manufacturer, Artesan
Pharma GmbH & Co. KG,
Albrecht-Thaer-Str. 9,
29439 Luchow, Germany-
packager

25000U+not less

Berlin-Chemie
A.G.,Glienicker Weg 125,
D-12489 Berlin-batch
releaser, Adare
Pharmaceuticals Srl., Via

Menarini International

Panarol pancreatin (lipase, | capsules hard | than 22500U+not Martin Luther King, 13, Operations 16051
8 250%0 amylase, gastro- less than 1250U; Pessano Con Bornago, Germany Luxembourg S.A.,1, Luxembourg oTC
' protease) resistant (20) plastic 20060, Italy-bulk avenue de la Gare, 07.10.2016
container manufacturer, Artesan 1611
Pharma GmbH & Co. KG,
Albrecht-Thaer-Str. 9,
29439 Luchow, Germany-
packager
EBEWE Pharma Ges. EBEWE Pharma Ges.
solution for . m.b.H. Nfg. KG, m.b.H. Nfg. KG, 16052
29 ’\:l?éhbo;\ri;? methotrexate injection/infusi ;?nmgiqu;(;z)l Mondseestrasse 11, A- Austria Mondseestrasse 11, Austria R
’ on P 4866 Unterach am A-4866 Unterach am 07.10.2016
Attersee Attersee
EBEWE Pharma Ges. EBEWE Pharma Ges.
solution for . m.b.H. Nfg. KG, m.b.H. Nfg. KG, 16053
30 I\:I?Itzhboet\r,\(/a;a methotrexate injection/infusi a1n(:mogljlr22 g-r’r)ﬂ Mondseestrasse 11, A- Austria Mondseestrasse 11, Austria R
’ on P 4866 Unterach am A-4866 Unterach am 07.10.2016
Attersee Attersee
EBEWE Pharma Ges. EBEWE Pharma Ges.
Gemcitabin gemcitabine concentrate for 10mg/ml: (1) glass m.b.H. Nfg. KG, m.b.H. Nfg. KG, 16054
31 Ebewe (gemcitabine solution for i/v g\;/ial ’20m|g Mondseestrasse 11, A- Austria Mondseestrasse 11, Austria R
' hydrochloride) infusion 4866 Unterach am A-4866 Unterach am 07.10.2016
Attersee Attersee
Gemcitabin I 10mg/ml; (1) glass EBEWE Pharma Ges. ) EBEWE Pharma Ges. )
32 Ebewe gemcitabine concentrate for vial 100mi m.b.H. Nig. KG, Austria m.b.H. Nfg. KG, Austria R 16055

(gemcitabine

solution for i/v

Mondseestrasse 11, A-

Mondseestrasse 11,




Manuel Lourenco Ferreira,

hydrochloride) infusion 4866 Unterach am A-4866 Unterach am 07.10.2016
Attersee Attersee
Interchemie werken De
Adelaar Eesti AS,
- Vanapere tee 14, Viimsi,
amoxicillin .
- Harju county- bulk .
(amoxicillin 150ma/mi+40ma/ manufacturer. prima Interchemie werken 16056
. trihydrate), suspension for 9 9 P M . "De Adelaar" B.V., the
Biogenta . C e ml; glass bottle packager, batch releaser, Estonia R
33. gentamicin i/m injection ) R Metaalweg 8, 5804 Netherlands
.. 100ml Interchemie werken "De 07.10.2016
(gentamicin N CG Venray
sulphate) Adelaar" B.V., Metaalweg
P 8, 5804 CG Venray, the
Netherlands- secondary
packager
Gedeon Richter Polska .
. montelukast tablets film- | 10mg; (28/4x7/)in | Sp.z 0.0., ul.Graniczna 35, Gedeon Richter PLC, 16057
34 Singlon (montelukast coated blister Grodzisk Mazowiecki. 05- Poland Gyomroi ut 19-21, Hungary R
’ sodium) 895 ’ 1103 Budapest 07.10.2016
Gedeon Richter Polska .
. montelukast tablets 5mg; (28/4x7/)in | Sp.z 0.0., ul.Graniczna 35, Gedeon Richter PLC, 16058
35 Singlon (montelukast chewable blister Grodzisk Mazowiecki. 05- Poland Gyomroi ut 19-21, Hungary R
’ sodium) 895 ’ 1103 Budapest 07.10.2016
; 16059
montelukast tablets 4mg; (28/4x7/) in stiegn S'Zhrfﬁifﬂzkgs Gedeon Richter PLC,
Singlon (montelukast 9 (£ p-z 0.0., uL.Lraniczha 5o, Poland Gyomroi ut 19-21, Hungary R | 07.102016
36. . chewable blister Grodzisk Mazowiecki, 05-
sodium) 1103 Budapest
825
Pharmaceutical Works V\l;)ohrakrsm;;z:g:r?wla 16060
Trichopol |  metronidazole tablets 250mg; (20/2x10/) Polpharma S.A., 19 Poland S.A., 19 Pelplinska Poland R
37. in blister Pelplinska Str., 83-200
Staroaard Gdanski Str., 83-200 07.10.2016
aroga ans«i Starogard Gdanski
o 667mg/ml; glass Labo_ratonos BaS|_- GM Pharmaceuticals _ 16061
38 Peristalid lactulose syrup bottle 200ml and Industria Farmaceutica, Portugal Ltd, 65, Georgia OTC
’ . S.A., Parque Industrial Phonichala, Tbilisi 07.10.2016
measuring cup




20ml

Lote 15, Mortagua, 3450-
232

J&P Pharma UK Ltd,

. Anf Hell A., 61st
ceftriaxone powder and 1000mg; (1) glass n a”‘.’ ellas S.A., 61s Ashcombe House, 5 16062
. ) solvent for ) . Km National Road Athens-
Marion (ceftriaxone . . vial and solvent in . . e Greece The Crescent, UK R
39. . solution for i/m Lamia, Sximatari Viotias,
sodium) iniection ampoule 3.5ml 32009 Leatherhead, Surrey, 07.10.2016
) KT22 8DY
. powder for Anfarm Hellas S.A., 61st J&P Pharma UK Ltd,
ceftriaxone ) . Ashcombe House, 5 16063
. . solution for 1000mg; (1) glass | Km National Road Athens-
Marion (ceftriaxone e . . . . S\ Greece The Crescent, UK R
40. . injection/infusi vial Lamia, Sximatari Viotias,
sodium) on 32009 Leatherhead, Surrey, 07.10.2016
KT22 8DY
Interchemie werken De
Adelaar Eesti AS,
Vanapere tee 14, Viimsi,
maH:L?f:c?t?Jl:g:y :rl::; Interchemie werken 16064
solution for s/c | 50mg/ml; 100m > primary . "De Adelaar" B.V., the
Closan-50 closantel L packager, batch releaser, Estonia R
41. injection glass bottle . R Metaalweg 8, 5804 Netherlands
Interchemie werken "De CG Venra 07.10.2016
Adelaar’ B.V., Metaalweg y
8, 5804 CG Venray, the
Netherlands- secondary
packager
Dr. Willmar Schwabe Dr. Willmar Schwabe
. 800mg/g; glass - GmbH & Co. KG, 16065
pelargonium . ) GmbH & Co. KG, Willmar- .
42 Umckalor sidoides solution oral vial-dropper 20mi Schwabe-Strasse 4. 76227 Germany Willmar-Schwabe- Germany oTC
' and 50ml ’ Strasse 4, 76227 07.10.2016
Karlsruhe
Karlsruhe
. Kievmedpreparat
Laevomve 500mg; (10) and Kievmedpreparat PJSC, PJSC. 01032 Kiev 16066
43 otin y chloramphenicol tablets (500/50x10/) in 01032, Kiev, Ukraine Sak,sa ansI;o o ’ Ukraine R
' blister Saksaganskogo street, 139 9 9 07.10.2016
street, 139
Laevomyc . . . ) Kievmedpreparat .
44, otin chloramphenicol tablets 250mg; (10) and Kievmedpreparat PJSC, Ukraine PJSC, 01032, Kiev, Ukraine R 16067

(500/50x10/) in

01032, Kiev,

Saksaganskogo




blister Saksaganskogo street, 139 street, 139 07.10.2016
A. Menarini Industrie
. 10001U/g; 30g, A. Me.na.rlnl Manufagturlng Far.me?ceutlche 16068
Lioton heparin sodium gel for external 509 and100 Logistics and Services ltal Riunite S.r.l. ltal oTC
45, 1000 P use alur?ﬂnium tuge S.r.l., Via Sette Santi, 3 y (Menarini Group), Via y 07.10.2016
50131 Firenze Sette Santi, 3 50131 o
Firenze
methylpredniso- powder 500mg; (1) glass . . Pfizer H.C.P.
lone lyophilized for o Pfizer Manufacturing . 16069
Solu- . . . vial with powder . N . Corporation, 235,
(methylprednisolo | solution for i/m . Belgium N.V., Rijksweg 12, Belgium USA R
46. Medrol ne sodium and iv and (1) glass vial B-2870 Puurs East 42nd street, 07.10.2016
) R with solvent 7,8ml New York 10017, o
succinate) injection
methylpredniso- poyyder 10'OOm.g; (1) glass . . Prizer H.C.P.
lone lyophilized for vial with powder Pfizer Manufacturing . 16070
Solu- . . . . . .. . Corporation, 235,
(methylprednisolo | solution fori/m | and (1) glass vial | Belgium N.V., Rijksweg 12, Belgium USA R
47. Medrol . . ) East 42nd street,
ne sodium and ilv with solvent B-2870 Puurs 07.10.2016
. e New York 10017,
succinate) injection 15,6ml
methylpredniso- powder 250mg; (1) Act-O- . . Pfizer H.C.P.
lone lyophilized for . Pfizer Manufacturing . 16071
Solu- . . . Vial (250mg . . . Corporation, 235,
(methylprednisolo | solution for i/m Belgium N.V., Rijksweg 12, Belgium USA R
48. Medrol . . powder and 4mi East 42nd street,
ne sodium and ilv B-2870 Puurs 07.10.2016
. S solvent) New York 10017,
succinate) injection




