Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/16 pielikums Nr.3-3

Zalu nosaukums, zalu

Registracijas

Izmainu

Nr.p.k. Reg. forma, stiprums/ Akavas vielas apliecibas procediiras Procediiras numurs
numurs .. nosaukums [_ T,
koncentracija Ipasnieks, valsts numurs
1 2 3 4 5 6 7

1 08-0336 |Anastrozole Accord 1 mg film{Anastrozolum Accord Healthcare UK/H/1153/001/1A/019/G
coated tablets, Film-coated Limited,
tablets, 1 mg Lielbritanija

2 11-0492 |Montelukast Accord 10 mg  |Montelukastum Accord Healthcare UK/H/3715/001/1B/010
film-coated tablets, Film- Limited,
coated tablets, 10 mg Lielbritanija

3 16-0035 |Methotrexate Accord 100 Methotrexatum Accord Healthcare SE/H/1205/002/1A/005
mg/ml concentrate for Ltd, Lielbritanija
solution for infusion,
Concentrate for solution for
infusion, 100 mg/ml

4 15-0191 |Brieka 150 mg hard capsules, |Pregabalinum Actavis Group SE/H/1399/005/1B/002
Capsules, hard, 150 mg PTC ehf., Islande

5 15-0189 |Brieka 50 mg hard capsules, |Pregabalinum Actavis Group SE/H/1399/002/1B/002
Capsules, hard, 50 mg PTC ehf., Islande

6 15-0190 |Brieka 75 mg hard capsules, |Pregabalinum Actavis Group SE/H/1399/003/1B/002
Capsules, hard, 75 mg PTC ehf,, Islande

7 15-0222 |Lemilvo 10 mg orodispersible |Aripiprazolum Actavis Group DK/H/2423/001/1B/005
tablets, Orodispersible tablets, PTC ehf., Islande
10 mg

8 15-0223  |Lemilvo 15 mg orodispersible |Aripiprazolum Actavis Group DK/H/2423/002/1B/005
tablets, Orodispersible tablets, PTC ehf,, Islande
15 mg

9 16-0037 |Pemetrexed Alvogen 100 mg [Pemetrexedum ALVOGEN IPCO NL/H/3324/001/1B/002
powder for concentrate for Sarl,
solution for infusion, Powder Luksemburga
for concentrate for solution
for infusion, 100 mg

10 16-0039 |Pemetrexed Alvogen 1000 mg |Pemetrexedum ALVOGEN IPCO NL/H/3324/003/1B/002
powder for concentrate for S.a.r.l,
solution for infusion, Powder Luksemburga
for concentrate for solution
for infusion, 1000 mg

11 16-0038  |Pemetrexed Alvogen 500 mg |Pemetrexedum ALVOGEN IPCO NL/H/3324/002/1B/002
powder for concentrate for S.arl,
solution for infusion, Powder Luksemburga
for concentrate for solution
for infusion, 500 mg

12 10-0407 |Amoxicillin/Clavulanic acid |Amoxicillinum, Aurobindo Pharma NL/H/1707/001/1A/034
Aurobindo 500 mg/125 mg  |Acidum Limited,
film-coated tablets, Film- clavulanicum Lielbritanija
coated tablets, 500 mg/125
mg

13 10-0408 |Amoxicillin/Clavulanic acid |Amoxicillinum, Aurobindo Pharma NL/H/1707/002/1A/034

Aurobindo 875 mg/125 mg
film-coated tablets, Film-
coated tablets, 875 mg/125

mg

Acidum
clavulanicum

Limited,
Lielbritanija
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14 09-0031 |Metformin Aurobindo 850 mg|Metformini Aurobindo Pharma NL/H/1459/002/1A/050
film-coated tablets, Film- hydrochloridum Limited,
coated tablets, 850 mg Lielbritanija
15 13-0049 |Brufen 200 mg effervescent |lbuprofenum BGP Products, UK/H/4995/001/IA/012
granules, Effervescent SIA, Latvija
granules, 200 mg
16 13-0172  |Brufen 600 mg effervescent |lbuprofenum BGP Products, UK/H/5137/001/1B/010
granules, Effervescent SIA, Latvija
granules, 600 mg
17 14-0257 |Linoseptic Spray 1 mg/g + 20 |Octenidini Dr. August Wolff DE/H/3491/001/1B/006
mg/g cutaneous spray, hydrochloridum, |GmbH & Co. KG
solution, Cutaneous spray, Phenoxyethanolum |Arzneimittel,
solution, 1 mg/g + 20 mg/g Vacija
18 15-0137 |Brinzolamide Elvim 10 mg/ml|Brinzolamidum Elvim, SIA, NL/H/2717/001/1A/009
eye drops, suspension, Eye Latvija
drops, suspension, 10 mg/ml
19 15-0037  |Arisppa 10 mg tablets, Aripiprazolum Focus Care HU/H/0382/002/1B/003
Tablets, 10 mg Pharmaceuticals
B.V., Niderlande
20 15-0038 |Arisppa 15 mg tablets, Aripiprazolum Focus Care HU/H/0382/003/1B/003
Tablets, 15 mg Pharmaceuticals
B.V., Niderlande
21 15-0039 |Arisppa 30 mg tablets, Aripiprazolum Focus Care HU/H/0382/004/1B/003
Tablets, 30 mg Pharmaceuticals
B.V., Niderlande
22 15-0036 |Arisppa 5 mg tablets, Tablets, |Aripiprazolum Focus Care HU/H/0382/001/1B/003
5mg Pharmaceuticals
B.V., Niderlande
23 08-0181 |SmofKabiven Central L-Alaninum, L- Fresenius Kabi SE/H/0792/001/1B/088

emulsion for infusion,
Emulsion for infusions

Argininum,
Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-

Phenylalaninum, L-

Prolinum, L-
Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum, Calcii
chloridum, Natrii
glycerophosphas,
Magnesii sulfas,
Kalii chloridum,
Natrii acetas, Zinci
sulfas, Glucosum,
Soiae oleum
raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

AB, Zviedrija
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24

08-0180

SmofKabiven Electrolyte Free
Central emulsion for infusion,
Emulsion for infusions

L-Alaninum, L-
Argininum,
Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-
Phenylalaninum, L-
Prolinum, L-
Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum,
Glucosum, Soiae
oleum raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

Fresenius Kabi
AB, Zviedrija

SE/H/0792/002/1B/088

25

09-0020

SmofKabiven Peripheral
emulsion for infusion,
Emulsion for infusions

Glucosum
monohydricum, L-
Alaninum, L-
Argininum,
Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-
Phenylalaninum, L-
Prolinum, L-Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum, Calcii
chloridum
dihydricum, Natrii
glycerophosphas,
Magnesii sulfas
heptahydricus, Kalii
chloridum, Natrii
acetas trihydricus,
Zinci sulfas, Soiae
oleum raffinatum,
Triglycerida saturata
media, Olivae oleum
raffinatum, Piscis
oleum omega-3 acidis
abundans

Fresenius Kabi
AB, Zviedrija

SE/H/0861/001/1B/085

26

12-0131

Ramonna 1500 micrograms
tablets, Tablets, 1500 pg

Levonorgestrelum

Gedeon Richter
Plc., Ungarija

UK/H/4569/001/1B/009
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27 14-0136 |Theraflu SN 500 mg/30 mg  |Paracetamolum, GlaxoSmithKline DE/H/3727/001/1B/011/G
powder for oral solution, Pseudoephedrini  |Consumer
Powder for oral solution, hydrochloridum Healthcare (UK)
500mg/30 mg Trading Limited,
Lielbritanija
28 07-0238 |Boostrix Polio suspension for |Vaccinum GlaxoSmithKline DE/H/0466/003/1A/130
injection in pre-filled diphtheriae, tetani, |Latvia, SIA,
syringes, Suspension for pertussis sine Latvija
injection in a pre-filled cellulis ex
syringe elementis
praeparatum et
poliomyelitidis
inactivatum
adsorbatum
29 07-0239 |Boostrix Polio suspension for |Vaccinum GlaxoSmithKline DE/H/0466/004/1A/130
injection, Suspension for diphtheriae, tetani, |Latvia, SIA,
injection pertussis sine Latvija
cellulis ex
elementis
praeparatum et
poliomyelitidis
inactivatum
adsorbatum
30 13-0283  |Nolpacid 20 mg gastro- Pantoprazolum KRKA, d.d., Novo UK/H/5365/001/1B/004
resistant tablets, Gastro- mesto, Slovénija
resistant tablets, 20 mg
31 09-0293 [Ventilastin Novolizer 100 Salbutamolum Meda Pharma DE/H/1027/001/1B/009/G
micrograms/dose inhalation GmbH & Co.KG,
powder, Inhalation powder, Vacija
100 mcg/dose
32 13-0043 |Bileni 137 micrograms/50 Azelastini Meda Pharma, DE/H/3356/001/1B/018/G
micrograms per actuation hydrochloridum,  |SIA, Latvija
nasal spray, suspension, Nasal |Fluticasoni
spray, suspension, 137 propionas
micrograms/50 micrograms
per actuation
33 11-0335 |Melenor 35 mg film-coated Natrii risedronas Medochemie Ltd., NL/H/2145/003/I1A/008/G
tablets, Film-coated tablets, Kipra
35 mg
34 16-0065 |Skudexa 75 mg/25 mg film- | Tramadoli Menarini ES/H/0317/001/11/004
coated tablets, Film-coated hydrochloridum, International
tablets, 75 mg/25 mg Dexketoprofenum |Operations
Luxembourg S.A.,
Luksemburga
35 12-0145 |Oxaliplatin Mylan 5 mg/ml  |Oxaliplatinum Mylan S.A.S, NL/H/1977/001/1B/007/G
concentrate for solution for Francija
infusion, Concentrate for
solution for infusion, 5 mg/ml
36 98-0428 |[Sandostatin LAR 10 mg Octreotidum Novartis Finland DE/H/5095/005/11/016/G

powder and solvent for
suspension for injection,
Powder and solvent for
suspension for injection, 10
mg

Oy, Somija
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37 98-0429 |[Sandostatin LAR 20 mg Octreotidum Novartis Finland DE/H/5095/006/11/016/G
powder and solvent for Oy, Somija
suspension for injection,
Powder and solvent for
suspension for injection, 20
mg

38 98-0430 |[Sandostatin LAR 30 mg Octreotidum Novartis Finland DE/H/5095/007/11/016/G
powder and solvent for Oy, Somija
suspension for injection,
Powder and solvent for
suspension for injection, 30
mg

39 09-0025 |NeisVac-C 0.5 ml suspension |Vaccinum Pfizer Europe MA UK/H/0435/001/11/067
for injection in pre-filled meningococcale EEIG, Lielbritanija
syringe, Suspension for classis C
injection in pre-filled syringe, |coniugatum
0.5ml

40 02-0251 |Diflucan 150 mg hard Fluconazolum Pfizer Limited, DE/H/xxxx/WS/3 |DE/H/3456/003/WS/031
capsules, Capsule, hard, 150 Lielbritanija 15
mg

41 96-0660 |[Diflucan 2 mg/ml solution for |Fluconazolum Pfizer Limited, DE/H/xxxx/WS/3 |DE/H/3456/006/WS/031
infusion, Solution for Lielbritanija 15
infusion, 2 mg/ml

42 96-0659  |Diflucan 50 mg hard capsules, | Fluconazolum Pfizer Limited, DE/H/xxxx/WS/3 |DE/H/3456/001/WS/031
Capsule, hard, 50 mg Lielbritanija 15

43 05-0316  |Paclitaxel-Teva 6 mg/ml Paclitaxelum Pharmachemie NL/H/0604/001/1A/047
concentrate for solution for B.V., Niderlande
infusion, Concentrate for
solution for infusion, 6 mg/ml

44 16-0009 |lloxen 200 mg/30 mg film- Ibuprofenum, PharmaSwiss DE/H/4185/001/1B/002
coated tablets, Film-coated Pseudoephedrini  |Ceska republika
tablets, 200 mg/30 mg hydrochloridum s.r.0., Cehija

45 09-0283 |Vigamox 5 mg/ml eye drops, |Moxifloxacinum |S.A. Alcon- DE/H/1588/001/1B/027/G
solution, Eye drops, solution, Couvreur N.V.,
5 mg/ml Belgija

46 16-0148 |Paclitaxel SanoSwiss 6 mg/ml |Paclitaxelum SanoSwiss UAB, DE/H/3122/001/1A/012/G
concentrate for solution for Lietuva
infusion, Concentrate for
solution for infusion, 6 mg/ml

47 16-0144  |Braltus 10 micrograms per Tiotropium Teva B.V., UK/H/5648/001/1A/004/G
delivered dose inhalation Niderlande
powder, hard capsules,
Inhalation powder, hard
capsule, 10 pg

48 12-0336 |Dutasteride Teva 0.5 mg Dutasteridum Teva Pharma B.V., EE/H/0177/001/1B/013
capsules, soft, Capsules, soft, Niderlande
0.5mg

49 06-0274  |Copaxone 20 mg/ml solution |Glatirameri acetas |Teva UK/H/0453/002/1B/164/G
for injection, pre-filled Pharmaceuticals
syringe, Solution for Ltd., Lielbritanija
injection, pre-filled syringe,
20 mg/ml

50 15-0026 |Copaxone 40 mg/ml solution |Glatirameri acetas |Teva UK/H/0453/004/1B/164/G

for injection in pre-filled
syringe, Solution for injection
in pre-filled syringe, 40 mg/ml

Pharmaceuticals
Ltd., Lielbritanija




Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/16 pielikums Nr.3-3

2 3 4 5 6 7
51 13-0135 |Alneta 10 mg tablets, Tablets, |Amlodipinum UAB VVB, LT/H/0104/002/1B/006/G
10 mg Lietuva
52 13-0135 |Alneta 10 mg tablets, Tablets, |Amlodipinum UAB VVB, LT/H/0104/002/1B/005
10 mg Lietuva
53 13-0136 |Alneta 5 mg tablets, Tablets, 5] Amlodipinum UAB VVB, LT/H/0104/001/1B/006/G
mg Lietuva
54 13-0136 |Alneta 5 mg tablets, Tablets, 5] Amlodipinum UAB VVB, LT/H/0104/001/1B/005
mg Lietuva
55 11-0212 |Dicuno 25 mg film-coated Diclofenacum Vitabalans Oy, SE/H/0791/001/1B/005
tablets, Film-coated tablets, |kalicum Somija
25mg
56 11-0213 |Dicuno 50 mg film-coated Diclofenacum Vitabalans Oy, SE/H/0791/002/1B/005
tablets, Film-coated tablets, |kalicum Somija
50 mg
57 15-0205 |Priamlo 4 mg/10 mg tablets, [|Perindoprili Zentiva, k.s., CZ/H/0474/00210.02.201/
Tablets, 4 mg/10 mg erbuminum, Cehija IA/004
Amlodipinum
58 15-0204  |Priamlo 4 mg/5 mg tablets, Perindoprili Zentiva, k.s., CZ/H/0474/001/1A/004
Tablets, 4 mg/5 mg erbuminum, Cehija
Amlodipinum
59 15-0207 |Priamlo 8 mg/10 mg tablets, [|Perindoprili Zentiva, k.s., CZ/H/0474/004/1A/004
Tablets, 8 mg/10 mg erbuminum, Cehija
Amlodipinum
60 15-0206 |Priamlo 8 mg/5 mg tablets, Perindoprili Zentiva, k.s., CZ/H/0474/003/1A/004
Tablets, 8 mg/5 mg erbuminum, Cehija
Amlodipinum
61 05-0329 |Torvacard 10 mg film-coated |Atorvastatinum Zentiva, k.s., CZ/H/0108/001/1A/039
tablets, Film-coated tablets, Cehija
10 mg
62 05-0330 [Torvacard 20 mg film-coated |Atorvastatinum Zentiva, k.s., CZ/H/0108/002/1A/039
tablets, Film-coated tablets, Cehija
20 mg
63 05-0331 |Torvacard 40 mg film-coated |Atorvastatinum Zentiva, k.s., CZ/H/0108/003/1A/039
tablets, Film-coated tablets, Cehija
40 mg
64 12-0225 |Zoledronic acid Zentiva 4 Acidum Zentiva, k.s., UK/H/5916/001/1B/013
mg/5 ml concentrate for zoledronicum Cehija

solution for infusion,
Concentrate for solution for
infusion, 4 mg/5 ml

Zalu registracijas
departamenta vaditaja
M.Emersone



