of the medicines recommended for registration by N 6-2/18 meeting decision of
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the Pharmacological Council of MoH of RA dated on June 29, 2018
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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

Prescrip-
tion sta-
tus

Conclusion N
& date

Tonopenem

meropenem

powder for
solution for
i/v injection

500mg; (36) glass
vial 10ml

Tonus-Les LLC, N1
Laboratory complex,
6th str., v. Nor Gyugh
com. Akunk, Kotayk
marz-batch releaser,
Zhejiang Hisun
Pharmaceutical Co.,
Ltd, N.56, Binhai
Road, Jiaojiang
District, Taizhou City,
Zhejiang, China- bulk
manufacturer,
TriplePharm, Minsk
Region, Logoisk,
Minskaya str., house
2B, Belarus-
packager

Republic of
Armenia

Tonus-Les LLC, 1
Yervand Kochar
str., Yerevan 0070

Republic of
Armenia

17757

29,06,2018

Ivakard 5mg

ivabradine
(ivabradine
hydrochloride)

tablets
film-coated

5mg; (56/4x14/) in
blister

J. Uriach &
Compania, S.A. Av.
Cami Reial, 51-57,
08184 Palau-Solita i

Plegamans,

Barcelona

Spain

Grindeks JSC,
Krustpils str. 53,
LV-1057, Riga

Latvia

17758

29,06,2018




J. Uriach &

. . Compania, S.A. Av. .
vabradine tablets | 7.5mg; (56/4x14/)in | Cami Reial, 51-57, . erindeks JSC, . 17759
lvakard 7.5mg (ivabradine film-coated blister 08184 Palau-Solita i Spain Krustpils str. 53, Latvia R
hydrochloride) LV-1057, Riga 29,06,2018
Plegamans,
Barcelona
tribulus terrestris, 300mg+100mg+25 | Herbion Pakistan Pvt. Herbion Pakistan
withania somnifera, mg+60mg; (20) and | Ltd., Plot 30, Sector . Pvt. Ltd., Plot 30'. . 17760
Verona . capsules . g . , Pakistan Sector 28,Korangi Pakistan oTC
mucun.a prurlgns, (60) in plastlc 28,Korangi Indu§tr|al Industrial 29,06,2018
argyreia speciosa container Area,Karachi Area Karachi
Pharmaceutical
Works Polfa in
Pabianice JSC, 5
Marszalka J.
Pilsudskiego Str., 95-
Ramizek ipril, amlodipi | 10mg+10 - Pf;:;": o L'AﬁTeg o 17761
amize ramipril, amlodipine capsules mg+10mg, . iability Company,
Combi (amloiiipine besi‘l)ate) r?ard (30/5x€?/) in bliiter Pharmaceutical Poland Pienkzw 149p 05¥ Poland R
Works Adamed 152 Czosnc,)w 29,06,2018
Pharma Joint Stock
Company, 95-054
Ksawerow, Szkolna
St. 33, Poland- bulk
manufacturer,
packager
Pharmaceutical
Works Polfa in
Pabianice JSC, 5
Marszalka J. Adamed Limited
Ramizek ramipril, amlodipine capsules | 5mg+5mg, (30/5x6/) | Pilsudskiego Str., 95- Poland Liability Company, Poland R 17762
Combi (amlodipine besilate) hard in blister 200 Pabianice-batch Pienkow 149, 05- 29,06,2018

releaser,
Pharmaceutical
Works Adamed
Pharma Joint Stock
Company, 95-054

152 Czosnow




Ksawerow, Szkolna
St. 33, Poland- bulk
manufacturer,
packager

Pharmaceutical
Works Polfa in
Pabianice JSC, 5
Marszalka J.
Pilsudskiego Str., 95-
200 Pabianice-batch

Adamed Limited

Ramizek ramipril, amlodipine capsules 10mg+5mg, releaser,. Liability Company, 17763
Combi (amlodipine besilate) hard (30/5x6/) in blister Pharmaceutical Poland Pienkow 149, 05- Poland R
P Works Adamed o 29,06,2018
Pharma Joint Stock
Company, 95-054
Ksawerow, Szkolna
St. 33, Poland- bulk
manufacturer,
packager
metamizole 500mg+50mg+38,7 Balkanpharma- Balkanpharma-
. . Dupnitsa AD, Dupnitsa AD, 17764
. (metamizole sodium), 5mg; (10/1x10/), " . N .
Sedalgin Plus . L tablets str."Samokovsko Bulgaria str."Samokovsko Bulgaria oTC
caffeine, thiamine (20/2x10/) and " . "
hydrochloride (50/5x10/) in blister | S°SS€" N3, Dupnitsa Shosse” N3, 29,06,2018
y 2600 Dupnitsa 2600
Rowa
Pharmaceuticals Ltd.,
Newtown, Bantry,
24 8mMa+6.2ma+15 Cork- batch releaser,
a-pinene, b-pinene, capsules -CMJTH,2My bulk manufacturer Rowa
mg+10mg+4mg+4m S . 17765
) camphene, borneol, gastro- (capsules liquid Pharmaceuticals
Rowatinex . g+3mg; Ireland Ireland R
anethol, fenchone, resistant, (100/10x10/) in manufacturer), S.C. Ltd., Newtown, 29 06.2018
cineole soft blister Swiss Caps Romania Bantry, Cork A

S.R.L., Str. Carol | no
1, Comuna Cornu,
Jud. Prahova 107180,
Romania- bulk
manufacturer (liquid




capsulation), MPF
B.V., Appelhof 13,
Oudehaske, 8465RX,
the Netherlands-
primary packager,
Norfachema UAB,
Vytauto g. 6, LT-
55175 Jonava,
Lithuania- secondary
packager

Lek Pharmaceuticals
d.d., Verovskova Str.
57, 1526 Ljubljana-
batch releaser,
Sandoz Private
Limited, Plot No. 8-

A/2 and 8-B, TTC Sandoz
. Industrial Area, Kalwe Pharmaceuticals 17766
10 Confilify aripiprazole tablets Smg; (SI?S{;ZX: 0/)in Block, Village Dighe, Slovenia d.d., Verovskova Slovenia
' Navi Mumbai , Thane Str. 57, 1000 29,06,2018
400 708, Maharashtra Ljubljana
State, India-bulk
manufacturer, Lek
Pharmaceuticals
d.d.,Trimlini 2D,
Lendava, 9220,
Slovenia- packager
Lek Pharmaceuticals
d.d., Verovskova Str.
57, 1526 Ljubljana-
Sandoz
batch relegser, Pharmaceuticals 17767
Confilify aripiprazole tablets 10mg; (3.0/3)(10/) n .Sgndoz Private Slovenia d.d., Verovskova Slovenia
11. blister Limited, Plot No. 8-
A/2 and 8-B, TTC Str.. 57f 1000 29,06,2018
Ljubljana

Industrial Area, Kalwe
Block, Village Dighe,
Navi Mumbai , Thane

400 708, Maharashtra




State, India-bulk
manufacturer, Lek
Pharmaceuticals
d.d., Trimlini 2D,
Lendava, 9220,
Slovenia- packager

Lek Pharmaceuticals
d.d., Verovskova Str.
57, 1526 Ljubljana-
batch releaser,
Sandoz Private
Limited, Plot No. 8-

A/2 and 8-B, TTC Sandoz
. . Industrial Area, Kalwe Pharmaceuticals 17768
12 Confilify aripiprazole tablets 30mg; ﬁgg:}wl) n Block, Village Dighe, Slovenia d.d., Verovskova Slovenia R
' Navi Mumbai , Thane Str. 57, 1000 29,06,2018
400 708, Maharashtra Ljubljana
State, India-bulk
manufacturer, Lek
Pharmaceuticals
d.d.,Trimlini 2D,
Lendava, 9220,
Slovenia- packager
. Kievmedpreparat
Kievmedpreparat
ambroxol (ambroxol 30mg: (20/2x10/)in | PJSC, 01032, Kiev, . PJSC, 01032, . 17769
Ambroxol . tablets . Ukraine Kiev, Ukraine OTC
13. hydrochloride) blister Saksaganskogo
Saksaganskogo 29,06,2018
street, 139
street, 139
Sopharma JSC, str.
lliensko shosse 16,
0,5mg/ml; 120ml 1220 Sofia-batch Sopharma JSC,
solution lass or plastic releaser, Sopharma str. lliensko 17770
14 Sophalor desloratadine oral 9 bottle an JSC, Vrabevo vig. Bulgaria shose.‘,e 16. 1220 Bulgaria R
| . 5660, district of > 29,06,2018
measuring cup Sofia

Lovetch, Bulgaria-
bulk manufacturer,
packager




Theraflex cream for Nizhpharm JSC, Bayer Consumer 17771
chondroitin sulfate, 50mg/g+10mg/g; 603950, Nizhny . Care AG, Peter .
Chondrocream . external - Russia . Switzerland oTC
15. meloxicam 30g aluminium tube Novgorod, Merian-Strasse
Forte use 29,06,2018
Salganskaya st., 7 84, 4052 Basel
Boehringer
Boehringer Ingelheim Ir:?egl"ilaht?c:r:al 17772
L 30mg; (60/6x10/) in Ellas A.E., 5th km, .
Glurenorm gliquidone tablets ; L Greece GmbH, Binger Germany R
16. blister Paiania-Markopoulo,
194 00 Korooi Strasse 173, 29,06,2018
P 55216 Ingelheim
am Rhein
Farmaprim SRL, Farrngpnm SRL,
diclofenac (diclofenac | suppositori Crinilor str., 5 Crinilor str., 5, 17773
Diclofenac . PP 100mg; (10/2x5/) R Moldova Porumbeni, Moldova R
17. sodium) es rectal Porumbeni, Criuleni . o
dis.. MD.4829 Criuleni dis., MD- 29,06,2018
v 4829
Farmaprim SRL, Farmgpnm SRL,
diclofenac (diclofenac | suppositori Crinilor str., 5 Crinilor str., 5, 1774
Diclofenac . PP 50mg; (6/1x6/) St 9, Moldova Porumbeni, Moldova R
18. sodium) es rectal Porumbeni, Criuleni . o
dis. MD-4829 Criuleni dis., MD- 29,06,2018
v 4829
carbocisteine Ivsinate 90mg/ml; 40ml M & H Manufacturing Eurodrug
(carbociste)i/ne glass bottle and Co. Ltd., 41 Laboratories S.A., 17775
19 Fluifort Ivsinate syrup measuring spoon, Sukhumvit Road, Thailand Kortrijksesteenwe Belgium oTC
’ mor:/oh drate) 120ml glass bottle Paknam, Muang, g 214, 9830 Sint- 29,06,2018
y and measuring cup | Samutprakarn 10270 Martens-Latem
Lidocaine- lidocaine (lidocaine . 10mg/ml+0,01mg/m Ligvor CJSC, 0089, . Ligvor CJSC, . 17776
. . ) solution for Republic of 0089, Yerevan, Republic of
20 Ligvo with hydrochloride), iniection I; (1) and (10) glass Yerevan, str. Armenia str. Kochinvan Armenia R
"| epinephrine epinephrine J vial 20ml Kochinyan, 7/9 ' 7/9 yan, 29,06,2018
; . . Lekhim-Kharkiv
dexamethasone . 4mg/ml; (5) Lekhim-Kharkiv 17777
Dexametha- solution for ampoules 1ml, , PrJSC, 36, )
(dexamethasone S PrJSC, 36, Severyna Ukraine Ukraine R
21. sone . injection (5/1x5/) ampoules Severyna
sodium phosphate) ! ) Pototskoho str., 29,06,2018
1ml in blister 61115. Kharkiv Pototskoho str.,
’ 61115, Kharkiv




region, Kharkiv

region, Kharkiv

Biocom JSC, 54

Biocom JSC, 54 17778
. . . . 5mg; (20/2x10/) and . .
99, Vinpocetine vinpocetine tablets (50/5x10/) in blister Chapaevsky Cr., Russia Chapaevsky Cr., Russia
Stavropol, 355016 Stavropol, 355016 29,06,2018
Peptek JSC,
. glucosamine muramyl 10mg: (10Ax10/)in | . FePtek JSC, 16/10 . 16/10 Miklukho- . 177rre
23, Licopid dipeptide tablets blister Miklukho-Maklaya St., Russia Maklaya St. Russia
Moscow, 117997 Moscow, 117997 29,06,2018
Peptek JSC,
o glucosamine muramyl img: (10/1x10/)in |  FePtekJSC, 16/10 . 16/10 Miklukho- . 17780
oa, Licopid dipeptide tablets blister Miklukho-Maklaya St., Russia Maklaya St. Russia
Moscow, 117997 Moscow, 117997 29,06,2018
Accord Healthcare
Limited, Sage House,
319 Pinner Road,
North Harrow,
Middlesex, HA1 4HF-
batch releaser, Intas
Pharmaceuticals
30min U Limited, Plot No Accord Healthcare
(300mcg)/0,5ml; (1) 423/P/A, Sarkhej- Limited, Sage
solution for pre-filled syringe Bavla Highway, House, 319 17781
o5 Accofil filgrastim injection or 0,5ml and (1) Moraiya Village, UK Pinner Road, UK
‘ infusion alcohol swab, (5) Taluka Sanan, North Harrow, 29,06,2017
pre-filled syringe Ahmedabad, 382213, Middlesex, HA1
0,5ml Gujarat, India-bulk 4HF
manufacturer, primary
packager, Synoptis
Industrial Sp. z.0.0.,
Ul. Rabowicka 15,
Swarzedz, 62-020,
Poland-secondary
packager
i i . . 48min U Accord Healthcare Accord Healthcare
26. Accofil filgrastim §9Iutl9n for (480mcg)/0,5ml; (1) | Limited, Sage House, UK Limited, Sage UK 17782
injection or pre-filled syringe 319 Pinner Road, House, 319




infusion

0,5ml and (1)

North Harrow,

Pinner Road,

29,06,2018
alcohol swab, (5) Middlesex, HA1 4HF- North Harrow,
pre-filled syringe batch releaser, Intas Middlesex, HA1
0,5ml Pharmaceuticals AHF
Limited, Plot No
423/P/A, Sarkhej-Bavla
Highway, Moraiya
Village, Taluka Sanan,
Ahmedabad, 382213,
Gujarat, India-bulk
manufacturer, primary
packager, Synoptis
Industrial Sp. z.0.0., Ul.
Rabowicka 15,
Swarzedz, 62-020,
Poland-secondary
packager
Accord Healthcare
Limited, Sage House,
319 Pinner Road,
North Harrow,
30min Middlesex, HA1 4HF- Accord Healthcare
U(300mcg)/0.5ml; batch releaser, Intas Limited, Sage
solution for | (1) pre-filled syringe Pharmaceuticals House, 319 17783
o7 Accofil filgrastim injection or 0,5ml and (1) Limited, Plot No UK Pinner Road, UK
' infusion alcohol swab, (5) 423/P/A, Sarkhej-Bavla North Harrow, 29,06,2018
pre-filled syringe Highway, Moraiya Middlesex, HA1
0,5ml Village, Taluka Sanan, 4HF
Ahmedabad, 382213,
Gujarat, India-bulk
manufacturer,
packager
48min U Accord Healthcare Accord Healthcare
(480mcg)/0,5ml; (1) | Limited, Sage House, Limited, Sage
. ) . 319 Pinner Road,
solution for pre-filled syringe House, 319 17784
) ) . e North Harrow, .
Accofil filgrastim injection or 0,5ml and (1) . UK Pinner Road, UK
28. ’ . Middlesex, HA1 4HF-
infusion alcohol swab, (5) batch releaser, Intas North Harrow, 29,06,2018
pre-filled syringe

0,5ml

Pharmaceuticals
Limited, Plot No

423/P/A, Sarkhej-Bavla

Middlesex, HA1
4HF




Highway, Moraiya
Village, Taluka Sanan,
Ahmedabad, 382213,

Gujarat, India-bulk

manufacturer,
packager

48min U
(480mcg)/0,5ml; (1)

Accord Healthcare
Limited, Sage House,
319 Pinner Road,
North Harrow,
Middlesex, HA1 4HF-
batch releaser, Intas
Pharmaceuticals
Limited, Plot No
423/P/A, Sarkhej-Bavla

Accord Healthcare

pre-filled syringe
0,5ml

423/P/A, Sarkhej-Bavla

Village, Taluka Sanan,
Ahmedabad, 382213,

Highway, Moraiya

Gujarat, India-bulk

Middlesex, HA1
4HF

High Morai Limited, Sage
solution for pre-filled syringe i ighway, Vioralya House, 319 17785
) ) . e Village, Taluka Sanan, .
Accofil filgrastim injection or 0,5ml and (1) UK Pinner Road, UK
29. i fusi lcohol b (5 Ahmedabad, 382213, North H 29.06.2018
infusion alco .o swa , (5) Gujarat, India-bulk 'o arrow, ,06,
pre-filled syringe manufacturer, primary Middlesex, HA1
0,5ml packager, Accord 4HF
Healthcare Limited,
Unit C & D, Homefield

Business Park,
Homefield Road,

Haverhill, CB9 8QP,
UK- secondary

packager
Accord Healthcare
Limited, Sage House,
30min U 31'\? I:tl:r;'er Road, Accord Healthcare
(300mcg)/0,5ml; (1) _ horth Harrow, Limited, Sage
. ) . Middlesex, HA1 4HF-
solution for pre-filled syringe House, 319 17786
. . . L batch releaser, Intas .
Accofil filgrastim injection or 0,5ml and (1) . UK Pinner Road, UK
30. . i Pharmaceuticals
infusion alcohol swab, (5) Limited. Plot No North Harrow, 29,06,2018




manufacturer, primary
packager, Accord
Healthcare Limited,
Unit C & D, Homefield
Business Park,
Homefield Road,
Haverhill, CB9 8QP,
UK- secondary
packager

lidocaine (lidocaine

GlaxoSmithKline

Glaxo Wellcome

hydrochloride), 3 3mala+1mala- Pharmaceuticals UK Limited, 17787
.1 Calgel cetylpyridinium gel o alfrgniumgtgt')e SA., 189 Poland Stockley Park, UK
' (cetylpyridinium 9 Grunwaldzka street, Middlesex, UB 11 29,06,2018
chloride) 60-322 Poznan 1BT
«Moscow Endocrine for Nizhpharm 17788
. . solution for | 50mg/ml; (10/2x5/) Plant FSUE», 25, . JSC, 603950, .
Tranexam tranexamic acid o . Russia . Russia
32. i/v infusion ampoules 5mi Novokhokhlovskaya Nizhny Novgorod, 29 06.2018
st., Moscow 109052 Salganskaya st., 7 T
Farmaprim SRL, Farrngpnm SRL,
suppositori Crinilor str., 5 Crinilor str., 5, 17789
Metronidazole metronidazole ppos 500mg; (10/2x5) R Moldova Porumbeni, Moldova
33. es vaginal Porumbeni, Criuleni . .
dis.. MD.4829 Criuleni dis., MD- 29,06,2018
v 4829
Darnitsa
Pharmaceutical
200mg/ml; (10) Darnitsa Firm PrJSC, 17790
Piracetam- . solution for ampoules 5ml, Pharmaceutical Firm . 02093, Kyiv, .
, piracetam o . Ukraine . Ukraine
34. Darnitsa injection (10/2x5/) ampoules PrJSC, 02093, Kyiv, Boryspilska 29 06.2018
5ml in blister Boryspilska Str.,13 Str.,13 T
Sanofi India Limited, Sanofi India 17791
- tablets 400mg; (20/2x10/) Plot No 3501,3503- , Limited, Plot No )
35, Trental 400 pentoxifylline film-coated in blister 15, 6310 B-14, India 3501,3503-15, India 25062018
G.1.D.C. Estate, 6310 B-14, T
Ankleshwar 393 003, G.1.D.C. Estate,
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Dist. Bharuch, Ankleshwar 393
Gujarat State 003, Dist.
Bharuch, Gujarat
State

1mg/ml; (5/1x5/)
ampoules 1ml in
blister, (10/2x5/)

Belmedpreparaty

Belmedpreparaty

Atropine- atropine (atropine | solution for ! RUE, 220006, Minsk, RUE, 220007, 17792
S ampoules 1ml in Belarus . Y Belarus R
36. Belmed sulfate) injection . Mayakovskogo St., Minsk, Fabritsius
blister, (10) 29,06,2018
1/22 No7 St., 30
ampoules 1ml label
banderol
N.V. Organon,
Molenstraat 110,
5342 CC Oss- batch
releaser, secondary
packager, Patheon .
sugammadex Manufacturing Schering-Plough 17793
Bridion (sugammadex .sollut.|on 'for 100mg/ml; (10) Services LLC, 5900 the Central East AG, Switzerland R
37. . i/v injection glass vial 2ml . : Netherlands Weystrasse 20,
sodium) Martin Luther King Jr. 29,06,2018
. ) 6000 Lucerne 6
Higway, Greenville,
North Carolina 27834,
USA- bulk
manufacturer, primary
packager
moxifloxacin . Pharmathen S.A., Pharmathe.n SA. 17794
. . . tablets 400mg; (5/1x5/) in . Dervenakion 6,
38 Tamvelier (moxifloxacin film-coated blister Dervenakion 6, 15351 Greece 15351 Pallini Greece R
’ hydrochloride) Pallini, Attiki o 29,06,2018
Attiki
Scientific and Scientific and
solution for Production Center Production Center 17795
Solutio lodi iodine external 50mg/ml; 15ml and "Armbiotechnology" Republic of | "Armbiotechnolog Republic of oTC
39. | Spirituosa 5% Use 30ml glass bottle NAS RA SNPO, Armenia y" NAS RA SNPO, Armenia 29.06.2018
0,056, Giurjian 14, 0,056, Giurjian 14, T
Yerevan Yerevan
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