List

of the medicines recommended for registration by N 12-1/16 meeting decision of

the Pharmacological Council of MoH of RA dated on December 09, 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
- .- . Olainfarm JSC, 5 Olainfarm JSC, 5 16232
Furamag furazligs(sfitﬁ?dm capsules hard 25mig?1, Sgg:‘(m/) Rupnicu Str., Olaine, LV- Latvia Rupnicu Str., Olaine, Latvia R
P 2114 LV-2114 09.12.2016
- . . Olainfarm JSC, 5 Olainfarm JSC, 5 16233
Furamag furazﬁ:s(sfil:r;?dm capsules hard 50mig:; Sg::;(m/) Rupnicu Str., Olaine, LV- Latvia Rupnicu Str., Olaine, Latvia R
p 2114 LV-2114 09.12.2016
Novartis Farmaceutica
S.A,, Ronda de Santa
150mcg; Maria 158, 08210 Barbera
Onbrez indacaterol powder for (10/1x10/) in del Valles, Barcelona- Novartis Pharma AG, 16234
Breezhaler (indacaterol inhalation, blister and inhaler, | batch releaser, packager, Spain Lichtstrasse 35, 4056 Switzerland R
maleate) hard capsules (30/3x10/) in Novartis Pharma Stein AG, Basel 09.12.2016
blister and inhaler | Schaffhauserstrasse, 4332
Stein, Switzerland- bulk
manufacturer
Novartis Farmaceutica
S.A,, Ronda de Santa
Maria 158, 08210 Barbera
300mcg; del Valles, Barcelona-
Onbrez indacaterol powder for (10/1x10/) in batch releaser, packager, Novartis Pharma AG, 16235
Breezhaler (indacaterol inhalation, blister and inhaler, | Novartis Pharma Stein AG, Spain Lichtstrasse 35, 4056 Switzerland R
maleate) hard capsules (30/3x10/) in Schaffhauserstrasse, 4332 Basel 09.12.2016
blister and inhaler Stein, Switzerland- bulk
manufacturer




AbbVie

?()(r;l)g/r;l;iZCOLnogi;rZ Aesica Queenborough Biopharmaceuticals 16236
5 Kaletra lopinavir, ritonavir solution oral ’ 60r’?1I and (5) Limited, Queenborough UK GmbH, Switzerland R
' dispenser 5mi Kent ME 11 5EL Neuhofstrasse 23, 09.12.2016
P Postfach 6341 Baar
Tarchomin Tarchomin
clindamycin 10mala: 30 Pharmaceutical Works Pharmaceutical 16237
s | Kiindacin T | (clindamycin gel alumir?il?r’n tuge "Polfa” S.A., 2,A. Poland Works "Polfa” S.A., Poland R
’ phosphate) Fleminga str.,03-176 2,A. Fleminga str.,03- 09.12.2016
Warsaw 176 Warsaw
L . 25mg; (28/2x14/) | Grindeks JSC, Krustpils . Gfindeks JSC, . 16238
7 Karvidil carvedilol tablets in blister street 53 LV-1057. Riaa Latvia Krustpils street 53, Latvia R
' ’ 'Y LV-1057, Riga 09.12.2016
12,5mg; . . Grindeks JSC, 16239
g | Karvidi carvedilol tablets (28/2x14/) in S{;Z?ZZS ifﬁ Og’s‘g’i"z Latvia Krustpils street 53, Latvia R
' blister ’ ' N9 LV-1057, Riga 09.12.2016
6,25mg; . . Grindeks JSC, 16240
9 Karvidil carvedilol tablets (28/2x14/) in j:gg%gs i\S/(j Oir;sg)illz Latvia Krustpils street 53, Latvia R
' blister ’ A LV-1057, Riga 09.12.2016
metamizole 2500mg/5ml+10m
(metamizole g/5ml+0,1mg/5ml; Open joint stock Open joint stock
sodium), (10) ampoules company "Borisovskiy company "Borisovskiy 16241
pitofenone solution for 5ml label zavod medicinskikh zavod medicinskikh
Spazmaton . S " Belarus N Belarus R
10. (pitofenone injection banderol, preparatov" 64, ul. preparatov" 64, ul. 09.12.2016
hydrochloride), (10/2x5/) Chapaeva, Borisov Chapaeva, Borisov o
fenpiverinium ampoules 5ml, in 222518, Minsk region 222518, Minsk region
bromide blister
Hemofarm A.D. 26300,
Vrsac, Beogradskii put bb-
. 400mg; batch releaser, Hemofarm Hemofarm A.D., 16242
" L'f”p“}fe”' ibuprofen tab'eti f'(;m' (30/3x10/)in d.0.0., 78000, Banja-Luka, Serbia 26300, Vrsac, Serbia oTC
’ emotarm coate blister Novakovici bb, Bosnia and Beogradskii put bb 09.12.2016

Herzegovina-bulk
manufacturere, packager




umeclidinium

62.5mcg/dose;

Glaxo Operations UK Ltd,

Glaxo Group Limited,

16243

Incruse (umeclidinium [:')owder' for powder |r1 strip (.30 Priory Street, Ware, UK 980 Great West UK R
12. Ellipta bromide) inhalation doses) in plastic Hertfordshire SG12 0DJ Road, Brentford, 09.12.2016
inhaler Middlesex, TW8 9GS o
5ma/mi: 5ml S.C. Rompharm S.C. Rompharm 16247
Timolol timolol (timolol drops eve Iagstic ’vial— Company S.R.L., llifov, Romania Company S.R.L,, Romania R
13. maleate) ps €y P 075100 Otopeni, Str. lifov, 075100 Otopeni,
dropper . . 09.12.2016
Eroilor, Nr. 1A Str. Eroilor, Nr. 1A
Gedeon Richter Polska
Sp.zo0.0., ul. Ks. J.
Poniatowskiego 5,
alendronic acid . Grodzisk Mazowiecki, 05- Gedeon Richter PLC, 16248
tablets film- 70mg; (4/1x4/) in 825-batch releaser, .
14 Ostalon (alendronate coated blister Gedeon Richter Polska Poland Gyomroi ut 19-21, Hungary R
’ sodium trihydrate) . 1103 Budapest 09.12.2016
Sp. z 0.0., ul. Graniczna
35, Grodzisk Mazowiecki,
05-825, Poland-bulk
manufacturer, packager
Digoxin o 0.25mg; Grindeks JSC, Krustpils . Grindeks JSC, . 16249
15 Grindeks digoxin tablets (50/2x25/) in street 53 LV-1057 Riaa Latvia Krustpils street 53, Latvia R
' blister ’ ' N9 LV-1057, Riga 09.12.2016
. Nizhpharm JSC,
. bisoprolol tablets film- | 2,5mg; (30/3x10y) | Hemofarm LLC, 249030, . 603950, Nizhny . 16250
Biprol (bisoprolol N Obninsk, Kaluga Region, Russia Russia R
16. coated in blister . Novgorod, GSP-459,
fumarate) 62 Kievskoye shosse 09.12.2016
Salganskaya st., 7
Osﬁénfnka(c:';ﬁtr::ff | Nizhpharm JSC, 16251
Gynepris- mifepristone tablets 10mg; (1)in Company CJSC, 249036, Russia 603950, Nizhny Russia R
17. ton blister . Novgorod, GSP-459,
4 Koroleva str., Obninsk, 09.12.2016
. Salganskaya st., 7
Kaluga region
500ma: (10) i Open joint stock Open joint stock
Parace- ¢ | tablet i 290/2( 1())/"]_ company "Borisovskiy Bel company "Borisovskiy Bel oTC 16252
18.|  tamol paracetamo ablets strip, (20/2x10/) in zavod medicinskikh elarus zavod medicinskikh elarus
blister 09.12.2016

preparatov" 64, Chapaev
str., Borisov 222518,

preparatov" 64,
Chapaev str., Borisov




Minsk region

222518, Minsk region

900IU/5ml+1001U/

vitamin A, vitamin 5ml+1mg/5mi+0,6
D3, vitamin B2, mg/5ml+1mg/5ml
vitamin B6, +1mcg/5mi+50mg | KRKA d.d., Novo mesto, r}:eRsfoA c;.ri.érl.\lec;vkc; 16253
19 Pikovit vitamin B1, syrup /5ml+5mg/5ml+2 | Smarjeska cesta 6, 8501 Slovenia cesta 6 8501JNovo Slovenia oTC
' vitamin B12, mg/5ml; 150ml Novo Mesto ’ 09.12.2016
. . . . Mesto
vitamin C, vitamin glass bottle and
PP, D-panthenol measuring spoon
5ml
400mg/ml; (10) Open joint stock Open joint stock
ampoules 5mi company "Borisovskiy company "Borisovskiy 16254
solution for i/v label banderol, zavod medicinskikh zavod medicinskikh
Glucose dextrose N " Belarus N Belarus R
20. injection (10/2x5/) preparatov" 64, Chapaev preparatov" 64, 09.12.2016
ampoules 5ml, in str., Borisov 222518, Chapaev str., Borisov o
blister Minsk region 222518, Minsk region
Valenta
pentanedioic acid Valenta Pharmaceuticals Pharmaceuticals 16255
. (pentanedioic acid 60mg; (7/1x7/) in JSC, 141101, Moscow . JSC, 141101, .
Ingavirin . capsules X . Russia . Russia R
21. imidazolyl blister Region, Shchelkovo, Moscow Region, 09.12.2016
ethanamide) Fabrichnaya St., 2 Shchelkovo, o
Fabrichnaya St., 2
enalapril (enalapri 10ma+20ma:- Ferrer International, S.A., Ferrer International, 16256
P P greumg; | joan Buscalla, 1-9 08173 . S.A., Gran Via Carlos .
Eneas maleate), tablets (30/3x10/) in Spain Spain R
22. ) . X Sant Cugat del Valles, 11, 94, 08028,
nitrendipine blister 09.12.2016
Barcelona Barcelona
Berlin-Chemie
nebivolol A.G.,Gllenlcker.Weg 125, Menarini International
. D-12489 Berlin-batch .
Nebilet (nebivolol tablets film- Smg*12,5mg; releaser, packager Operations 16257
hydrochloride), (28/2x14/) in . P ) ger, Germany Luxembourg S.A.,1, Luxembourg R
23.| Plus 5/12.5 . coated . Berlin-Chemie A.G.,
hydrochlorothia- blister avenue de la Gare, 09.12.2016
zide Tempelhofer Weg 83, D- 1611

12347 Berlin,Germany-
bulk manufacturer




Berlin-Chemie
A.G.,Glienicker Weg 125,

neblyolol D-12489 Berlin-batch Menarini Intgrnatlonal
Nebilet (nebivolol tablets film- Smg+25mg; releaser, packager Operations 16258
hydrochloride), (28/2x14/) in aser, packager, Germany Luxembourg S.A.1, | Luxembourg
24.| Plus 5/25 } coated . Berlin-Chemie A.G.,
hydrochlorothia- blister avenue de la Gare, 09.12.2016
Jide Tempelhofer Weg 83, D- 1611
12347 Berlin,Germany-
bulk manufacturer
L-isoleucine, L-
leucine, L-valine,
L-lysine (L-lysine 5mg/ml+7.4mg/ml
monoacetate), L- +6.2mg/ml+6.6mg Hemofarm A.D. 26300,
methionine, L- /ml+4.3mg/mli+4.4 Vrsac, Beogradskii put
threonine, L- mg/ml+5.1mg/ml+ bb-batch releaser,
. : . Hemofarm A.D., 16259
Aminosol- phenylalanine, L- solution for 14mg/ml+12mg/m Hemomont d.o.o., . .
. . . . . Serbia 26300, Vrsac, Serbia
25. Neo alanine, L- infusion I+11mg/ml+3mg/ 81000,Podgorica, llije ..
. - Beogradskii put bb 09.12.2016
arginine, glicine, mi+11.2mg/mli+6. Plamenca str. bb,
L-histidine, L- 5mg/ml+0.4mg/ml Montenegro-bulk
proline, L-serine, +1mg/ml+2mg/ml; manufacturer, packager
L-tyrosine, 500ml glass vial
taurine, L-
tryptophan
L-valine, L-
isoleucine, L-
leucine, L-lysine 10,08mg/mi+10,4
(L-lysine mg/mi+13,09mg/
monoacetate), L- 9 OSMIT | Hemofarm A.D. 26300,
.. ml+6,88mg/ml+1. .
methionine, L- Vrsac, Beogradskii put
. 1mg/ml+4.4mg/ml
threonine, L- bb-batch releaser,
. . +0.88mg/ml+0.7m Hemofarm A.D., 16260
Hepasol- phenylalanine, L- solution for Hemomont d.o.o., . .
26 Neo tryptophan, L- infusion g/mi+4.64mg/mi+ 81000,Podgorica, llije Serbia 26300, Vrsac, Serbia
' yptophan, 10.72mg/mi+5.82 »-oddoriea, Ty Beogradskii put bb 09.12.2016
alanine, L- Plamenca str. bb,
- . mg/ml+2.8mg/ml+
arginine, glicine, Montenegro-bulk
e 5.73mg/ml+2.24m
L-histidine, L- manufacturer, packager

proline, L-serine,
L-cysteine (L-
cysteine
acetylcysteine)

g/ml+0.52mg/ml;
500ml glass vial




chlorhexidine

2mg/ml+0.5mg/ml

Lek Pharmaceuticals
d.d., Verovskova Str. 57,

ANGAL S (chlorhexidine 1526 Ljubljana-batch .
. ; 30ml glass bottle . Lek Pharmaceuticals 16261
spray for digluconate), spray for local . . releaser, Laboratoria . .
. . - with mechanical . . Slovenia d.d., Verovskova Str. Slovenia OTC
27. local lidocaine application . Qualiphar NV, Rijksweg .
L ) ) spray device and 57, 1526 Ljubljana 09.12.2016
application (lidocaine sprav nozzle 9, Bornem, B-2880,
hydrochloride) pray Belgium-bulk
manufacturer, packager
Lek Pharmaceuticals
ANGAL chIorhex@me 2mg/mi+0.5mg/mli d.d., Vercl>vsl.<ova Str. 57,
(chlorhexidine spray for local | 1526 Ljubljana-batch .
LEMON . - ; 30ml glass bottle . Lek Pharmaceuticals 16262
digluconate), application . . releaser, Laboratoria . .
spray for . . . with mechanical . .. Slovenia d.d., Verovskova Str. Slovenia OTC
28. local lidocaine with lemon sorav device and Qualiphar NV, Rijksweg 57 1526 Liubliana 09.12.2016
aplication (lidocaine flavour ps B;a ozrle 9, Bornem, B-2880, ’ Jubl o
PP hydrochloride) pray Belgium-bulk
manufacturer, packager
prednisolone 30mg/ml: (5/1x5) “BIOFARMA "PP" LLC, “BIOFARMA "PP" 16263
Prednisolo (prednisolone solution for g, . 37, Kyivska Str., Bila . LLC, 37, Kyivska Str., .
. e ampoules 1ml, in . Ukraine . Ukraine R
29. ne sodium injection blister Tserkva, 09100, Kyiv Bila Tserkva, 09100, 09.12.2016
phosphate) region Kyiv region o
Ciprofloxac mprofloxacm solution for 2mg/ml; 200ml Ligvor CJSC, 00.89’ . . Ligvor CJSC, 0089, Republic of 16264
30 i (ciprofloxacin infusion lastic pack Yerevan, str. Kochinyan, | Republic of Armenia Yerevan, str. Armenia R
’ hydrochloride) P P 7/9 Kochinyan, 7/9 09.12.2016
Laboratoires
framycetin 8000U/ml; 15ml Sophartex, 21 rue du Bouchara-Recqrdatl, 16265
. . . . Immeuble le Wilson,
Isofra (framycetin spray nasal plastic vial with Pressoir, 28500 France France R
31 sulfate) ump dispenser Vernouillet 70 avenue du 09.12.2016
pump disp General de Gaulle, o
92800 Puteaux
. , . indek ,
400mg; (100) in Grindeks JSC, Krustpils . Gr|nqe s JSC . 16266
32 Ftorafur tegafur capsules lastic container street 53. LV-1057 Riaa Latvia Krustpils street 53, Latvia R
' P ' B LV-1057, Riga 09.12.2016
Docetaxel 10mg/ml; glass EBEWE Pharma Ges. . EBEWE Pharma Ges. ,
concentrate for
33 Ebewe docetaxel vial 2m m.b.H. Nfg. KG, Austria m.b.H. Nfg. KG, Austria R 16267

solution for

Mondseestrasse 11, A-

Mondseestrasse 11,




infusion 4866 Unterach am A-4866 Unterach am 09.12.2016
Attersee Attersee
EBEWE Pharma Ges. EBEWE Pharma Ges.
concentrate for . m.b.H. Nfg. KG, m.b.H. Nfg. KG, 16268
34 Dgctz)ztvz\a/);el docetaxel solution for 1Omvg?;r|nél3,rgllass Mondseestrasse 11, A- Austria Mondseestrasse 11, Austria R
' infusion 4866 Unterach am A-4866 Unterach am 09.12.2016
Attersee Attersee
gamma-amino- . Olainfarm JSC, 5 Olainfarm JSC, 5 16269
35 Noofen beta-phenylbutyric pow:oellrJ;ch)rnoral 13(;2::;’3(15) Rupnicu Str., Olaine, LV- Latvia Rupnicu Str., Olaine, Latvia R
' acid hydrochloride 9 2114 LV-2114 09.12.2016
. . 50mg/ml; FSUE Moscow Nizhpharm JSC,
| ethylmethylhydrox | solution for i/m (10/2x51) Endocrine Plant, 25, . 603950, Nizhny . 16270
Mexiprim ypyridine and iv . Russia Russia R
36. succinate iniection ampoules 2ml, in Novokhokhlovskaya st., Novgorod, GSP-459, 09.12.2016
! blister Moscow, 109052 Salganskaya st., 7 o
. . 10mg/ml; u N . i "KPE" Zdorovje
Morphine morphine solution for (100/20x5/) KPE" Zdorovje narodu . narodu" LLC, 61013, . 16271
37 hydro- (morphine iniection amooules 1ml. in LLC, 61002, Kharkov, Ukraine Kharkov. Sevchenko Ukraine R
"|  chloride hydrochloride) ) P . ’ Melnikova str. 41 ’ 09.12.2016
blister str. 22
morphine
(morphine 11,5mg/ml+5.4mg
hydrochlqude), . /ml+0.72mg/mli+1. “KPE” Zdorovje narodu” KPI% Zdorovje 16272
Omnopon- noscapine, solution for 44mg/ml+0,1mg/ . narodu" LLC, 61013, .
. L LLC, 61002, Kharkov, Ukraine Ukraine R
38. ZN papaverine injection ml; (100/20x5/) . Kharkov, Sevchenko
. Melnikova str. 41 09.12.2016
(papaverine ampoules 1ml, In str. 22
hydrochloride), blister
codeine, thebaine
flumetasone 0 2mala+30mala- Pharmaceutical VALEANT LLC, 16273
. (flumetasone ointment for 2Mg’g - 9'9: Company Jelfa S.A., ul. Shabolovka st. 31, .
Lorinden A . o 15g aluminium ) Poland - Russia R
39. pivalate), salicylic external use Wincentego Pola 21, 58- building 5, 115162,
. tube . 09.12.2016
acid 500 Jelenia Gora Moscow
Cholisal Cho"':e"fa"?y'ate‘ — 8_7’11(;*19/ ?+O:1_m9/ Pharmaceutical oolan VALEANT LLC, rusel ote 16274
40. olisa ceta o.nlum gel denta g; 10g aluminium Company Jelfa S.A., ul. olan Shabolovka st. 31, ussia
chloride tube 09.12.2016

Wincentego Pola 21, 58-

building 5, 115162,




500 Jelenia Gora

Moscow
Bisacodyl- . tablets gastro- | 5mg; (30/3x10/)in | Hemofarm A.D., 26300, . Hemofarm A.D., . 16275
41.| Hemofarm bisacodyl resistant blister Vrsac, Beogradskii put bb Serbia 26300, Virsac, Serbia oTe
' » Be0g P Beogradskii put bb 09.12.2016
Hemofarm A.D. 26300,
Vrsac, Beogradskii put
Montevizin (tetryzoline drops eye 9 . N Serbia 26300, Vrsac, Serbia oTC
42. : measuring 81000,Podgorica, llije .
hydrochloride) Beogradskii put bb 09.12.2016
dropper Plamenca str. bb,
Montenegro-bulk
manufacturer, packager
Hemofarm A.D., 26300
Vrsac, Beogradskii put
bb-batch releaser,
ranitidine ) Hemofarm A.D. Vrsac, Hemofarm A.D., 16277
43 Ranitidine (ranitidine tat():lg;;:m_ 150Tg’t)(|?s(i§)(10/) branch plant Sabac, Serbia 26300 Vrsac, Serbia R
’ hydrochloride) 15000, Sabac, Hajduk Beogradskii put bb 09.12.2016
Veljkova str. No: bb,
Serbia-bulk
manufacturer, packager
Hemofarm A.D., 26300
Vrsac, Beogradskii put
bb-batch releaser,
diclofenac ol for external 10ma/a: 40 Hemofarm A.D. Vrsac, Hemofarm A.D., 16278
44 Diclofenac (diclofenac 9 Use alumir?il?rh tuge branch plant Sabac, Serbia 26300 Vrsac, Serbia OoTC
' sodium) 15000, Sabac, Hajduk Beogradskii put bb 09.12.2016
Veljkova str. No: bb,
Serbia-bulk
manufacturer, packager
interferon alfa-2b, not less than D':zlzl;lhli\:lwsfc;jsocs,tj’ "FIRN M" CJSC, 16279
Oftalmo- | diphenhydramine 100001U/mi+1mg/ 1InNskogo str., _ 15/1, entrance "B", .
. . drops eye . . Kokoshkino Settlement, Russia Russia R
45, feron (diphenhydramine ml; Sml plastic . L Borby square,
: . Naro-Fominsky district, 09.12.2016
hydrochloride) vial-dropper,10m| ) Moscow, 127055
B Moskow region, 143390
plastic vial-




dropper

Open joint stock Open joint stock
company "Borisovskiy company "Borisovskiy
gel for external 25mg/g; 30g zavod medicinskikh zavod medicinskikh 16280
Ketoprofen ketoprofen . N Belarus N Belarus R
46. use aluminum tube preparatov" 64, ul. preparatov" 64, ul. 09.12.2016
Chapaeva, Borisov Chapaeva, Borisov
222518, Minsk region 222518, Minsk region
methyluracil,
Illdocallne gel for external 30mg/g+29mg/g+ “LMP” Ltd., 1, Vietalvas . . LMP” Ltd., 1‘. . 16281
47, Sanagel (lidocaine Use 10mg/g; 159 street, Riga, LV-1009 Latvia Vietalvas street, Riga, Latvia OTC
hydrochloride), aluminium tube ’ ’ LV-1009 09.12.2016
silbiol
methyluracil,
Illdocallne gel for external Smg/g+20mg/g+1 “LMP” Ltd., 1, Vietalvas . . LMP” Ltd., 1‘. . 16282
48. Stomagel (lidocaine Use 0mg/g; 159 street, Riga, LV-1009 Latvia Vietalvas street, Riga, Latvia OTC
hydrochloride), aluminium tube ’ ’ LV-1009 09.12.2016
silbiol
Orion Corporation,
Orionintie 1, 02200
Espoo-batch releaser,
methylprednisolon secondary packager,
e powder for 250mg: (1) glass Hikma Farmaceutica, Orion Corporation, 16283
49 Methypred | (methylprednisolo solution for \’/ial Estrada do Rio da Mo Finland Orionintie 1, 02200 Finland R
’ ne sodium injection n.8, 8A e 8B, Fervenca, Espoo 09.12.2016
succinate) 2705-906 Terrugem SNT,
Portugal-bulk
manufacturer, primary
packager
Orion Corporation,
methylprednisolon Orionintie 1, 02200
e powder for 1000mg: (1) glass Espoo-batch releaser, Orion Corporation, 16284
50 Methypred | (methylprednisolo solution for v,ial se_;condary packager, Finland Orionintie 1, 02200 Finland R
’ ne sodium injection Hikma Farmaceutica, Espoo 09.12.2016
succinate) Estrada do Rio da Mo
n.8, 8A e 8B, Fervenca,
2705-906 Terrugem SNT,




Portugal-bulk
manufacturer, primary
packager

51.

Bidop
2,5mg

bisoprolol
(bisoprolol
fumarate)

tablets

2,5mg; (14/1x14/)
in blister,
(28/2x14/) in
blister, (56/4x14/)
in blister

Gedeon Richter PLC,
Gyomroi ut 19-21, 1103
Budapest - batch
releaser, Niche Generics
Limited, Unit 5, 151
Baldoyle Industrial
Estate, Dublin 13,
Ireland-bulk
manufacturer, JSC
GEDEON RICHTER-
RUS, Lesnaya St. 40.,
Shuvoye, Moscow
region, Yegoriyevsky
district, 140342, Russia-
packager

Hungary

Gedeon Richter PLC,
Gyomroi ut 19-21,
1103 Budapest

Hungary

16285

09.12.2016

52.

Bidop 5mg

bisoprolol
(bisoprolol
fumarate)

tablets

5mg; (14/1x14/) in
blister, (28/2x14/)
in blister,
(56/4x14/) in
blister

Gedeon Richter PLC,
Gyomroi ut 19-21, 1103
Budapest - batch
releaser, Niche Generics
Limited, Unit 5, 151
Baldoyle Industrial
Estate, Dublin 13,
Ireland-bulk
manufacturer, JSC
GEDEON RICHTER-
RUS, Lesnaya St. 40.,
Shuvoye, Moscow
region, Yegoriyevsky
district, 140342, Russia-
packager

Hungary

Gedeon Richter PLC,
Gyomroi ut 19-21,
1103 Budapest

Hungary

16286

09.12.2016

53.

Bidop
10mg

bisoprolol
(bisoprolol
fumarate)

tablets

10mg; (14/1x14/)
in blister,
(28/2x14/) in
blister, (56/4x14/)

Gedeon Richter PLC,
Gyomroi ut 19-21, 1103
Budapest - batch
releaser, Niche Generics

Hungary

Gedeon Richter PLC,
Gyomroi ut 19-21,
1103 Budapest

Hungary

16287

09.12.2016

70




in blister

Limited, Unit 5, 151

Baldoyle Industrial
Estate, Dublin 13,
Ireland-bulk
manufacturer, JSC
GEDEON RICHTER-
RUS, Lesnaya St. 40.,
Shuvoye, Moscow
region, Yegoriyevsky
district, 140342, Russia-

packager
. tablets | KRKA d.d., Novo mesto, KRKA dd., Novo 16288
Fromilid . . 500mg; (7/1x7/) in . . mesto, Smarjeska .
54. uno clarithromycin prolonged- blister Smarjeska cesta 6, 8501 Slovenia cesta 6, 8501 Novo Slovenia
release Novo Mesto 09.12.2016
Mesto
Hemofarm A.D., 26300
Vrsac, Beogradskii put
200mg/5ml; 60ml bb-batch releaser,
Hemomy- azi.thromyci.n powder for oral glass bottle with Hemofarm A.D. Vrsac, . Hemofarm A.D., . 16289
55, cin (azithromycin suspension 10g powder and branch plant Sabac, Serbia 26300 Vrsac, Serbia
dihydrate) measuring spoon 15000, Sabac, Hajduk Beogradskii put bb 09.12.2016
5ml Veljkova str. No: bb,
Serbia-bulk

manufacturer, packager

Hemofarm A.D., 26300

Vrsac, Beogradskii put

bb-batch releaser,
azithromycin ] . Hemofarm A.D. Vrsac, Hemofarm A.D., 16290
56. Herzicr)]my- (azithromycin capsules 250m%“(s€:(/a1rx6/) n branch plant Sabac, Serbia 26300 Vrsac, Serbia
dihydrate) 15000, Sabac, Hajduk Beogradskii put bb 09.12.2016

Veljkova str. No: bb,

Serbia-bulk
manufacturer, packager

7



