of the medicines recommended for registration by N 2-1/19 meeting decision of

List

the Pharmacological Council of MoH of RA dated on February 15, 2019

President E. Amroya
International non-
roprietary (generic) dosage strength & License holder Prescription | Conclusion
Trade name prop v 19 dosage form output form Manufacturer country License holder P
names or names of (packaging) country status N & date
active substances P ging
articaine (articaine
hydrochloride), . 40mg/ml+0,005mg/m | 3M Deutschland 3M Deutschland
. . . . solution for GmbH, Carl- 18325
Ubistesin epinephrine . I; (50) glass GmbH, ESPE Platz Germany Germany R
. . injection . Schurz Strasse 1, 15.02.2019
(epinephrine cartridges 1,7ml 82229 Seefeld
. 42453 Neuss
hydrochloride)
articaine (articaine
hydrochloride), . 40mg/ml+0,01mg/ml; | 3M Deutschland 3M Deutschland
. . . . solution for . GmbH, Carl- 18326
Ubistesin forte epinephrine S (50) glass cartridges | GmbH, ESPE Platz Germany Germany R
. . injection Schurz Strasse 1, 15.02.2019
(epinephrine 1,7ml 82229 Seefeld
. 42453 Neuss
hydrochloride)
Innothera Chouzy,
Rue Rene
Chantereau L’ Isle Laboratoi
Vert 41150, aboratoire
Chouzy-sur-Cisse- Innotech
benzalkonium suppositories International, 22, 18327
: d
Pharmatex chloride vaginal 18,9mg; (10/2x5/) secondary France Avenue Aristide France oTe 15.02.2019
packager, batch .
. Briand, 94110
releaser, Unither )
- Arcueil
Liquid
Manufacturing, 1-3
Allee de la Neste
Z.l. d'En Sigal,




31770, France-bulk

manufacturer,
primary packager

. Novartis
dimetindene Novartis Consumer Consumer Health
Fenistil New (dimetindene drops .oral 1mg/mi; glass botle Hea!th S:A., Route Switzerland S.A., Route de Switzerland oTC 18328
(solution) 20ml de I'Etraz 2, 1260 . 15.02.2019
maleate) I'Etraz 2, 1260
Nyon
Nyon
Tatchempharmpr
Tatchempharmprep eparaty JSC,
Benzonal , 100mg; (50/5x10/) in | araty JSC, 420091 . 420091 Kazan, , 18329
Tatpharm benzobarbital tablets blister Kazan, str. Russia str. Russia R 15.02.2019
Belomorskaya 260 Belomorskaya
260
) . Belmedpreparaty Belmedpreparaty
Ketotifen ketotifen (ketotifen tablets b}lrsrlger(g??(/)g;? (l)i)lri]n RUE, 220007, Belarus RUE, 220007, Belarus R 18330
fumarate) orstor Minsk, Fabritsius ! Minsk, Fabritsius ! 15.02.2019
St., 3, No4 St., 30
40mg/ml+200mg/ml; Industria Italiana . .
. . . Industria ltalia
plasstic bottle Integratori Trei Intearatori Trei
Trimethosulfa trimethoprim, suspenion 1000ml, plastic S.p.A,, Via ltal s gA Viale Ital oTC 18331
Orale sulfadiazine oral container 51, plastic | Affarosa, 4, Rio y P Y y 15.02.2019
. . . Corassori, 62-
container 10I, plastic Saliceto (RE), 41100 Modena
pack 10l 42010
L Pharma Start
. rizatriptane 10mg; (3/1x3/)in | Fnarma Start LLC, . LLC, Boulevard I. . 18332
Rizoptan (rizatriptane tablets . Boulevard I. Lepse, Ukraine Ukraine R
blister ) Lepse, 8, 03124, 15.02.2019
benzoate) 8, 03124, Kiev .
Kiev
Gedeon Richter-
RUS JSC, Lesnaya
t. 40, Sh , i
. 10mg; (30/2x15/)in | uvoye Gedeon Richter
Cavinton vinpocetine tablets blister, (90/6x15/) in Moscow region, Russia PLC, Gyomroi ut Hunga R 18333
Comforte P orodispersible ,bl' i Yegoriyevsky 19-21, 1103 gary 15.02.2019
ster district, 140342- Budapest
secondary

packager, batch
releaser, Gedeon




Richter PLC,
Gyomroi ut 19-21,
1103 Budapest,
Hungary-bulk
manufacturer,
primary packager

Abiogen Pharma

Dibase . Abiogen Pharma )
100001.U./m| . drops oral, 100001U/m; glass | o a ™\ Meuci, S.p.A., Via 18334
cholecalciferol . bottle 10ml and Italy Meucci, 36 - Italy R
10. oral drops, solution 36 - Ospedaletto - 15.02.2019
. dropper . Ospedaletto -
solution Pisa )
Pisa
Dibase Abiogen Pharma Ablgg’;az P?/?;ma
. . 250001.U./2.5ml; S.p.A., Via Meucci, N 18335
11, 25000I.U./2.5m| cholecalciferol solution oral glass bottle 2.5ml 36 - Ospedaletto - Italy Meucci, 36 - Italy R 15.02.2019
oral solution . Ospedaletto -
Pisa .
Pisa
Dibase Abiogen Pharma Ablgg’;az P?/?;ma
. . 500001U/2.5ml; glass | S.p.A., Via Meucci, N 18336
12. 50000I.U./2.5m| cholecalciferol solution oral bottle 2.5ml 36 - Ospedaletto - Italy Meucci, 36 - Italy R 15.02.2019
oral solution . Ospedaletto -
Pisa .
Pisa
Dibase Abiogen Pharma Ablgge:\ Pr\wl?arma
1000001.U./ml cholecalciferol solution for 1000001U/ml; (6) S.p.A., Via Meucci, ltal Mezcm 36 - ltal R 18337
13.|  solution for injection/oral ampoules 1ml 36 - Ospedaletto - y ‘ y 15.02.2019
S . Ospedaletto -
injection Pisa .
Pisa
Open joint stock
. company
o] t stock
pen Joint st "Borisovskiy
company
I . zavod
Borisovskiy zavod L
. . - L medicinskikh
Indometacin indometacin ointment for 100mg/g; aluminium medicinskikh Belarus fov" 64 Belarus oTC 18338
14, external use tube 40g preparatov"”, 64, preparatov: o4, 15.02.2019

No2, ul. Chapaeva,
Borisov, Minsk
region

Chapaev str.,
Borisov 222518,
Minsk region




Novartis Consumer

Switzerland

Novartis
Consumer Health
S.A., Route de

Switzerland

18339

ote 15.02.2019

15. Otrivin

xylometazoline
(xylometazoline
hydrochloride)

1mg/ml; 10ml plastic
vial with metering

spray nasal
pump

Health S.A., Route

de I'Etraz 2, 1260
Nyon

Lek
Pharmaceuticals

I'Etraz 2, 1260
Nyon

Sandimmun
16. Neoral

ciclosporin

25mg; (50/10x5/) in

capsules soft blister

d.d., Trimlini 2D,
Lendava, 9220 -
batch
releaser,packager,
Catalent Germany
Eberbach GmbH,
Gammelsbacher
Str. 2, 69412
Eberbach,
Germany-bulk
manufacturer

Lek
Pharmaceuticals

Slovenia

Novartis Pharma
AG, 35,

Lichtstrasse,
4056 Basel

Switzerland

R 18340
15.02.2019

Sandimmun
17. Neoral

ciclosporin

50mg; (50/10x5/) in

capsules soft blister

d.d.,Trimlini 2D,
Lendava, 9220 -
batch
releaser,packager,
Catalent Germany
Eberbach GmbH,
Gammelsbacher
Str. 2, 69412
Eberbach,
Germany-bulk
manufacturer

Lek
Pharmaceuticals

Slovenia

Novartis Pharma
AG, 35,
Lichtstrasse,
4056 Basel

Novartis Pharma

Switzerland

R 18341
15.02.2019

18342

Sandimmun
18. Neoral

ciclosporin

capsules soft blister

100mg; (50/10x5/) in

d.d.,Trimlini 2D,
Lendava, 9220 -
batch
releaser,packager,
Catalent Germany
Eberbach GmbH,

Slovenia

AG, 35,
Lichtstrasse,
4056 Basel

Gammelsbacher

Switzerland

R 15.02.2019




Str. 2, 69412

Eberbach,
Germany-bulk
manufacturer

G.L. Pharma
GmbH,

Schlossplatz 1,

8502 Lannach -
100mg+200mg+0,2m batch releaser, VALEANT LLC,
Neuromultivit vitamin B1, vitamin tablets film- g; (20/1x20/) in G.L. Pharma Austria Shabolovka st. Russia oTC 18344
19. B6, vitamin B12 coated blister, (100/5x20/) in GmbH, 31, building 5, 15.02.2019
blister Industriestrasse 1, 115162, Moscow
8502 Lannach,
Austria -bulk
manufacturer,
packager
Italfarmaco S.p.A.,
Viale Fulvio Testi,
330-20126 Milan-
batch releaser, Italfarmaco
- . 400mg; (14/1x14/) in | packager, Catalent S.p.A., Viale 18345
2. Gliatilin choline alfoscerate capsules blister ltaly S.p.A., Via Italy Fulvio Testi, 330- Italy R 15.02.2019
Nettunense Km. 20126 Milan
20, 100-Aprilia
(LT), ltaly-bulk
manufacturer
Italfarmaco S.p.A.,
Viale Fulvio Testi,
330-20126 Milan-
batch releaser,
packager, Catalent Italfarmaco
- . solution for 250mg/ml; (3) Italy S.p.A., Via S.p.A., Viale 18346
21 Gliatilin choline alfoscerate injection ampoules 4ml Net{une‘;se Km. faly Fulvio Testi, 330- aly R 15.02.2019
20, 100-Aprilia 20126 Milan
(LT), Italy-bulk
manufacturer




Glaxo Operations
UK Limited (trading

as: Glaxo Beecham Group
Bactroban 2% mupirocin ointment 20mg/g; aluminium Wellcome UK PLC, Stockley UK 18347
22. ointment tube 159 Operations), Park, Middlesex, 15.02.2019
Harmire Road, uB 11 1BT
Barnard Castle,
Durham, DL12 8DT
Glaxo Operations
UK Limited (trading
as: Glaxo Beecham Group
Bactroban 2% mupiracin cream 20mg/g; aluminium Wellcome UK PLC, Stockley UK 18348
23. cream tube 15¢ Operations), Park, Middlesex, 15.02.2019
Harmire Road, UB 11 1BT
Barnard Castle,
Durham, DL12 8DT
L.Molteni & C. dei
F.lli Alitti Societa di
Esercizio S.p.A, S.
S. 67, Fraz.
Granatieri,
Scandicci, 50018- . .
bulk manu‘facturer, L.Mpltgn! & CI dei
hine (morphi 2mg/ml; 100ml gl primary packager, F'"c;rAE“ttI o 18349
morphine (morphine . mg/ml; ml glass i Esercizio
24 | Oramorph sulfate) solutionoral | e with dropper batch releaser, ltaly S.pA, S.S. 67, ltaly 15.02.2019
Falorni Srl,Via -
Provinciale Fraz. Granatieri,
Scandicci, 50018
Lucchese, s.n.c. -
Loc. Masotti 51100
Serravalle
Pistoiese (Pistoia),
Italy-secondary
packager
L.Molteni & C. dei L.Molteni & C. dei
F.lli Alitti Societa di F.lli Alitti Societa
Oramorph morphine (morphine solution oral 20mg/ml; 20ml glass | Esercizio S.p.A, S. Italy di Esercizio Italy 18350
25. sulfate) vial with dropper S. 67, Fraz. S.p.A, S.S. 67, 15.02.2019
Granatieri, Fraz. Granatieri,

Scandicci, 50018-
bulk manufacturer,

Scandicci, 50018




primary packager,
batch releaser,
Falorni Srl,Via
Provinciale
Lucchese, s.n.c. -
Loc. Masotti 51100
Serravalle
Pistoiese (Pistoia),
Italy-secondary
packager




