Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/59 pielikums Nr.3-3

Zalu nosaukums, zalu

Registracijas

Izmainu

Reg. . Aktivas viel
Nr.p.k. ¢8 forma, stiprums/ tvas viewas apliecibas procediiras Procediiras numurs
numurs .. nosaukums [_ T,
koncentracija Ipasnieks, valsts numurs

1 2 3 4 5 6 7

1 00-0466 |Arimidex 1 mg film-coated  |Anastrozolum AstraZeneca UK |UK/H/XXXX/IA/|UK/H/0111/001/1A/064/G
tablets, Film-coated tablets, 1 Limited, 444/G
mg Lielbritanija

2 15-0174  |Aripiprazole Teva 10 mg Avripiprazolum TevaB.V., NL/H/XXXX/1A/ |DE/H/5041/002/1A/002/G
orodispersible tablets, Niderlande 401/G
Orodispersible tablets, 10 mg

3 15-0060 |Aripiprazole Teva 10 mg Aripiprazolum Teva B.V., NL/H/XXXX/IA/ |DE/H/5039/002/IA/005/G
tablets, Tablets, 10 mg Niderlande 401/G

4 15-0175 |Aripiprazole Teva 15 mg Aripiprazolum Teva B.V., NL/H/XXXX/IA/ |DE/H/5041/003/1A/002/G
orodispersible tablets, Niderlande 401/G
Orodispersible tablets, 15 mg

5 15-0061 |Aripiprazole Teva 15 mg Aripiprazolum Teva B.V., NL/H/XXXX/IA/ |DE/H/5039/003/IA/005/G
tablets, Tablets, 15 mg Niderlande 401/G

6 99-0119 |[Atacand 16 mg tablets, Candesartanum AstraZeneca AB, |UK/H/XXXX/A/|UK/H/0197/004/1A/105/G
Tablets, 16 mg cilexetilum Sodertalje, 444G

Zviedrija

7 99-0118 |Atacand 8 mg tablets, Tablets, | Candesartanum AstraZeneca AB, |UK/H/XXXX/IA/|UK/H/0197/003/1A/105/G

8 mg cilexetilum Sodertalje, 444G
Zviedrija

8 14-0134  |Brufedol 40 mg/ml oral Ibuprofenum BGP Products DE/H/2597/002/IA/018
suspension, Oral suspension, SIA, Latvija
40 mg/ml

9 15-0269 |Ciprofloxacin Aurobindo 500 |Ciprofloxacinum |Aurobindo Pharma PT/H/1324/002/1A/004
mg film-coated tablets, Film- (Malta) Limited,
coated tablets, 500 mg Malta

10 ]09-0247 |[Cisplatin Teva 0,5 mg/ml Cisplatinum Teva Pharma B.V., INL/H/XXXX/IA/ [NL/H/1251/001/IA/015/G
concentrate for solution for Niderlande 401/G
infusion, Concentrate for
solution for infusion, 0,5
mg/ml

11 |10-0023 [Doxorubicin Teva2 mg/ml  [Doxorubicini Teva Pharma B.V., INL/H/XXXX/IA/ |NL/H/1403/001/1A/010/G
concentrate for solution for  [hydrochloridum Niderlande 401/G
infusion , Concentrate for
solution for infusion, 2 mg/ml

12 |11-0444 |Herbion Efeja 7 mg/ml syrup, |Hederae helicis KRKA, d.d., Novo SI1/H/0130/001/1A/008
Syrup, 7 mg/ml folii extractum mesto, Slovénija

siccum
13 |15-0156 |[Lutrate Depot 22.5 mg Leuprorelini acetas | Angelini Pharma ES/H/0141/002/1A/013

powder and solvent for
prolonged-release suspension
for injection, Powder and
solvent for prolonged-release
suspension for injection, 22.5
mg

Osterreich GmbH,
Austrija
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14 |12-0199 |Lutrate Depot 3.75 mg Leuprorelini acetas | Angelini Pharma ES/H/0141/001/1A/013
powder and solvent for Osterreich GmbH,
prolonged-release suspension Awustrija
for injection, Powder and
solvent for prolonged-release
suspension for injection, 3.75
mg

15 |05-0096 [Metforal 1000 mg film-coated | Metformini Laboratori DE/H/0515/001/1A/035/G
tablets, Film-coated tablets, [hydrochloridum Guidotti S.p.A.,
1000 mg Italija

16 |13-0253 |Mometasone Teva 50 Mometasoni furoas | Teva Pharma B.V., UK/H/4971/001/1A/028
micrograms/actuation nasal Niderlande
spray, suspension, Nasal
spray, suspension, 50
pg/actuation

17 |10-0357 [Naltrexone Accord 50 mg Naltrexoni Accord Healthcare NL/H/1151/001/IA/009
film-coated tablets, Film- hydrochloridum Limited,
coated tablets, 50 mg Lielbritanija

18 |01-0276 [Neurontin 100 mg capsules, |Gabapentinum Pfizer Limited, DE/H/0899/001/1A/056
hard, Capsules, hard, 100 mg Lielbritanija

19 |01-0277 |Neurontin 300 mg capsules, |Gabapentinum Pfizer Limited, DE/H/0899/002/1A/056
hard, Capsules, hard, 300 mg Lielbritanija

20 |01-0278 [Neurontin 400 mg capsules, |Gabapentinum Pfizer Limited, DE/H/0899/003/1A/056
hard, Capsules, hard, 400 mg Lielbritanija

21 |06-0114 [Nicotinell Cool Mint 2 mg Nicotinum Novartis Finland  [UK/H/xxxx/IA/45|UK/H/0408/001/1A/058
medicated chewing gum, Oy, Somija 0/G
Medicated chewing gum, 2
mg

22 106-0116 [Nicotinell Cool Mint 4 mg Nicotinum Novartis Finland  |UK/H/xxxx/IA/45|UK/H/0408/002/1A/058
medicated chewing gum, Oy, Somija 0/G
Medicated chewing gum, 4
mg

23 106-0113 [Nicotinell Fruit 2 mg Nicotinum Novartis Finland  [UK/H/xxxx/IA/45|UK/H/0407/001/1A/050
medicated chewing gum, Oy, Somija 0/G
Medicated chewing gum, 2
mg

24 106-0115 [Nicotinell Fruit 4 mg Nicotinum Novartis Finland  [UK/H/xxxx/IA/45|UK/H/0407/002/1A/050
medicated chewing gum, Oy, Somija 0/G
Medicated chewing gum, 4
mg

25 109-0379 [Octagam 100 mg/ml solution |Immunoglobulinu |Octapharma (IP) DE/H/0479/001/1A/034
for infusion, Solution for m humanum Limited,
infusion, 100 mg/ml normale Lielbritanija

26 |07-0292 |Oxaliplatin-Teva 5 mg/ml Oxaliplatinum Pharmachemie NL/H/XXXX/A/ INL/H/0820/001/1A/035/G
concentrate for solution for B.V., Niderlande [401/G
infusion, Concentrate for
solution for infusion, 5 mg/ml

27 105-0316 [Paclitaxel-Teva 6 mg/ml Paclitaxelum Pharmachemie NL/H/XXXX/A/ INL/H/0604/001/1A/044/G
concentrate for solution for B.V., Niderlande [401/G

infusion, Concentrate for
solution for infusion, 6 mg/ml
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28 |12-0131 [Ramonna 1500 micrograms |Levonorgestrelum |Gedeon Richter UK/H/4569/001/IA/007
tablets, Tablets, 1500 ug Plc., Ungarija
29 |05-0244 [Recoxa 15 mg tablets, Meloxicamum Zentiva, k.s., EE/H/0179/002/1A/038
Tablets, 15 mg Cehija
30 |15-0334 [Seasonique 150 Levonorgestrelum, |Teva B.V., FR/H/0516/001/1A/004/G
micrograms/30 micrograms  |Ethinylestradiolum |Niderlande
+10 micrograms film-coated
tablets, Film-coated tablets,
150 pg/30 pg +10 pg
31 |05-0547 |Strattera 10 mg hard capsules, |Atomoxetinum Eli Lilly Holdings |NL/H/xxxx/IA/41 JUK/H/0686/002/1A/055/G
Capsules, hard, 10 mg Limited, 2/G
Lielbritanija
32 |08-0155 |Strattera 100 mg hard Atomoxetinum Eli Lilly Holdings |NL/H/xxxx/IA/41 JUK/H/0686/008/1A/055/G
capsules, Capsules, hard, 100 Limited, 2/G
mg Lielbritanija
33 |05-0548 |Strattera 18 mg hard capsules, |Atomoxetinum Eli Lilly Holdings |NL/H/xxxx/IA/41 JUK/H/0686/003/1A/055/G
Capsules, hard, 18 mg Limited, 2/G
Lielbritanija
34 |05-0549 |Strattera 25 mg hard capsules, |Atomoxetinum Eli Lilly Holdings |NL/H/xxxx/IA/41 JUK/H/0686/004/1A/055/G
Capsules, hard, 25 mg Limited, 2/G
Lielbritanija
35 |05-0550 [Strattera 40 mg hard capsules, |Atomoxetinum Eli Lilly Holdings |NL/H/xxxx/IA/41 [UK/H/0686/005/I A/055/G
Capsules, hard, 40 mg Limited, 2/1G
Lielbritanija
36 |05-0551 |Strattera 60 mg hard capsules, |Atomoxetinum Eli Lilly Holdings |NL/H/xxxx/IA/41 [UK/H/0686/006/IA/055/G
Capsules, hard, 60 mg Limited, 2/G
Lielbritanija
37 |08-0154 [Strattera 80 mg hard capsules |Atomoxetinum Eli Lilly Holdings |NL/H/xxxx/IA/41 [UK/H/0686/007/IA/055/G
, Capsules, hard, 80 mg Limited, 2/1G
Lielbritanija
38 |10-0529 [Targin 10 mg/5 mg prolonged |Oxycodoni Mundipharma DE/H/1612/001/1A/035
release tablets, Prolonged- hydrochloridum, GmbH, Austrija
release tablets, 10 mg/5 mg  |Naloxoni
hydrochloridum
39 [14-0017 |Targin 15 mg/7.5 mg Oxycodoni Mundipharma DE/H/1612/006/1A/035
prolonged-release tablets, hydrochloridum, |GmbH, Austrija
Prolonged-release tablets, 15 |Naloxoni
mg/7.5 mg hydrochloridum
40 [10-0530 |Targin 20 mg/10 mg Oxycodoni Mundipharma DE/H/1612/002/1A/035
prolonged release tablets, hydrochloridum, |GmbH, Austrija
Prolonged-release tablets, 20 |Naloxoni
mg/10 mg hydrochloridum
41 |14-0016 |Targin 2.5 mg/1.25 mg Oxycodoni Mundipharma DE/H/1612/005/1A/035
prolonged-release tablets, hydrochloridum, |GmbH, Austrija
Prolonged-release tablets, 2.5 |Naloxoni
mg/1.25 mg hydrochloridum
42 |14-0018 |Targin 30 mg/15 mg Oxycodoni Mundipharma DE/H/1612/007/1A/035
prolonged-release tablets, hydrochloridum, |GmbH, Austrija
Prolonged-release tablets, 30 |Naloxoni
mg/15 mg hydrochloridum
43 [10-0531 |Targin 40 mg/20 mg Oxycodoni Mundipharma DE/H/1612/003/1A/035
prolonged release tablets, hydrochloridum, |GmbH, Austrija
Prolonged-release tablets, 40 |Naloxoni

mg/20 mg

hydrochloridum
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44 |10-0528 |Targin 5 mg/2.5 mg Oxycodoni Mundipharma DE/H/1612/004/I1A/035
prolonged release tablets, hydrochloridum,  |GmbH, Austrija
Prolonged-release tablets, 5 |Naloxoni
mg/2.5 mg hydrochloridum

45 |10-0505 |Telmisartan-ratiopharm 40 mg|Telmisartanum Ratiopharm NL/H/XXXX/NA/ |FR/H/0398/002/1A/025/G
tablets, Tablets, 40 mg GmbH, Vicija 401/G

46 |10-0506 |Telmisartan-ratiopharm 80 mg|Telmisartanum Ratiopharm NL/H/XXXX/NA/ |FR/H/0398/003/1A/025/G
tablets, Tablets, 80 mg GmbH, Vicija 401/G

47 |14-0229 |Theraflu 500 mg/10 mg/200 [Paracetamolum, Novartis Finland  |UK/H/xxxx/IA/45(UK/H/5159/001/1A/002
mg/ 30 ml syrup, Syrup, 500 |Phenylephrini Oy, Somija 0/G
mg/10 mg/200 mg hydrochloridum,

Guaifenesinum

48 |10-0167 |Torasemide Hexal 10 mg Torasemidum Hexal AG, Vacija SE/H/0361/003/1A/040
tablets, Tablets, 10 mg

49 |14-0142 |Travoprost Teva 40 Travoprostum Teva Pharma B.V., [INL/H/xxxx/IA/41 |NL/H/2577/001/1A/006/G
micrograms/ml eye drops, Niderlande 1/G
solution, Eye drops, solution,
40 pg/mi

50 |15-0084 |Travoprost Teva Pharma40 |Travoprostum Teva Pharma B.V., [NL/H/xxxx/IA/41 |NL/H/3052/001/1A/004/G
micrograms/ml eye drops, Niderlande 1/G
solution, Eye drops, solution,
40 micrograms/ml

51 ]09-0516 [Valsacombi 160 mg/12.5 mg |Valsartanum, KRKA, d.d., Novo CZ/H/0233/002/1A/014
film-coatad tablets, Film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, 160 mg/12.5 |um
mg

52 ]09-0517 [Valsacombi 160 mg/25 mg Valsartanum, KRKA, d.d., Novo CZ/H/0233/003/1A/014
film-coated tablets, Film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, 160 mg/25 mg |um

53 ]09-0515 [Valsacombi 80 mg/12.5mg |Valsartanum, KRKA, d.d., Novo CZ/H/0233/001/1A/014
film-coated tablets, Film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, 80 mg/12.5 mg Jum

54 ]11-0088 [Valsartan/hydrochlorothiazide |Valsartanum, KRKA, d.d., Novo CZ/H/0370/002/1A/009
Krka 160 mg/12.5 mg film-  [Hydrochlorothiazid |mesto, Slovénija
coated tablets, Film-coated um
tablets, 160 mg/12.5 mg

55 ]11-0089 [Valsartan/hydrochlorothiazide |Valsartanum, KRKA, d.d., Novo CZ/H/0370/003/1A/009
Krka 160 mg/25 mg film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, Film-coated um
tablets, 160 mg/25 mg

56 |11-0092 [Valsartan/hydrochlorothiazide |Valsartanum, KRKA, d.d., Novo CZ/H/0370/001/1A/009
Krka 80 mg/12.5 mg film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, Film-coated um
tablets, 80 mg/12.5 mg

57 ]13-0041 [Vancomycin Mylan 1000 mg |Vancomycinum Mylan S.A.S, SE/H/1158/002/1B/005/G
powder for concentrate for Francija
solution for infusion, Powder
for concentrate for solution
for infusion, 1000 mg

58 ]13-0042 [Vancomycin Mylan 500 mg |Vancomycinum Mylan S.A.S, SE/H/1158/001/1B/005/G
powder for concentrate for Francija

solution for infusion, Powder
for concentrate for solution
for infusion, 500 mg
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59 ]09-0248 [Vinblastine Teva 1 mg/ml Vinblastini sulfas |Teva Pharma B.V., |NL/H/XXXX/IA/ [NL/H/1234/001/1A/011/G
solution for injection, Niderlande 401/G
Solution for injection, 1
mg/ml
60 |08-0382 [Vincristine Teva 1 mg/ml Vincristini sulfas  |[Teva Pharma B.V., [NL/H/XXXX/IA/ |NL/H/1092/001/1A/018/G
solution for injection, Niderlande 401/G
Solution for injection, 1
mg/ml
61 |11-0237 |Zolaswift 10 mg Olanzapinum Zaklad EE/H/0222/002/I1A/011
orodispersible tablets, Farmaceutyczny
Orodispersible tablets, 10 mg Adamed Pharma
S.A., Polija
62 [11-0238 |Zolaswift 15 mg Olanzapinum Zaklad EE/H/0222/003/1A/011
orodispersible tablets, Farmaceutyczny
Orodispersible tablets, 15 mg Adamed Pharma
S.A., Polija
63 |11-0239 |Zolaswift 20 mg Olanzapinum Zaklad EE/H/0222/004/IA/011
orodispersible tablets, Farmaceutyczny
Orodispersible tablets, 20 mg Adamed Pharma
S.A., Polija
64 |11-0236 |Zolaswift 5 mg orodispersible |Olanzapinum Zaklad EE/H/0222/001/I1A/011
tablets, Orodispersible tablets, Farmaceutyczny
5mg Adamed Pharma
S.A., Polija
65 ]05-0401 [Subutex 2 mg sublingual Buprenorphini Indivior UK FR/H/0147/002/11/047
tablets, Sublingual tablets, 2 [hydrochloridum Limited,
mg Lielbritanija
66 |05-0402 [Subutex 8 mg sublingual Buprenorphini Indivior UK FR/H/0147/003/11/047
tablets, Sublingual tablets, 8 [hydrochloridum Limited,
mg Lielbritanija
67 09-0248 [Vinblastine Teva 1 mg/ml Vinblastini sulfas |Teva Pharma B.V., NL/H/1234/001/11/010
solution for injection, Niderlande

Solution for injection, 1
mg/ml

Zalu registracijas departamenta
Farmaceitiskas informacijas izvertésanas
nodalas vaditaja D. Peiseniece




