Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/90 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 05-0485 |Duodopa 20 mg/ml + 5 mg/ml |Levodopum, AbbVie SIA, SE/H/0415/001/11/055
intestinal gel, Intestinal gel, |Carbidopum Latvija
20 mg/ml + 5 mg/ml monohydricum

2 06-0270 |Finasterid Actavis 5 mg film- [Finasteridum Actavis Group hf, SE/H/0634/001/1A/031/G
coated tablets, Film-coated Islande
tablets, 5 mg

3 12-0259 |Capecitabine Actavis 150 mg |Capecitabinum Actavis Group BE/H/0198/001/1B/011/G
film-coated tablets, Film- PTC ehf., Islande
coated tablets, 150 mg

4 12-0260 |Capecitabine Actavis 500 mg |Capecitabinum Actavis Group BE/H/0198/002/I1B/011/G
film-coated tablets, Film- PTC ehf., Islande
coated tablets, 500 mg

5 13-0058 |Actikerall 5 mg/100 mg/g Fluorouracilum,  |Almirall Hermal DE/H/3523/001/11/003/G
cutaneous solution, Cutaneous|Acidum GmbH, Vicija
solution, 5 mg/100 mg/g salicylicum

6 12-0330 |Azithromycin Grindeks 500 |Azithromycinum  |AS Grindeks, PT/H/0690/001/1B/005
mg film-coated tablets, Film- Latvija
coated tablets, 500 mg

7 15-0269 |Ciprofloxacin Aurobindo 500 |Ciprofloxacinum |Aurobindo Pharma PT/H/1324/002/1A/005
mg film-coated tablets, Film- (Malta) Limited,
coated tablets, 500 mg Malta

8 16-0036 |Olanzapine Aurobindo 10 mg |Olanzapinum Aurobindo Pharma PT/H/0804/002/1A/012
orodispersible tablets, (Malta) Limited,
Orodispersible tablets, 10 mg Malta

9 16-0036 |Olanzapine Aurobindo 10 mg |Olanzapinum Aurobindo Pharma PT/H/0804/002/1A/011/G
orodispersible tablets, (Malta) Limited,
Orodispersible tablets, 10 mg Malta

10 15-0200 |Olanzapine Aurobindo 10 mg |Olanzapinum Aurobindo Pharma PT/H/0487/004/1A/018

tablets, Tablets, 10 mg

(Malta) Limited,
Malta
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10-0247

OLIMEL N7E emulsion for
infusion, Emulsion for
infusions

Olivae oleum
raffinatum, Soiae
oleum raffinatum,
Alaninum,
Argininum, Acidum
asparticum, Acidum
glutamicum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum, Valinum,
Natrii acetas
trihydricus, Natrii
glycerophosphas,
Kalii chloridum,
Magnesii chloridum
hexahydricum, Calcii
chloridum
dihydricum,
Glucosum
monohydricum

Baxter S.A.,
Belgija

FR/H/0419/003/IA/039/G

12

10-0247

OLIMEL N7E emulsion for
infusion, Emulsion for
infusions

Olivae oleum
raffinatum, Soiae
oleum raffinatum,
Alaninum,
Argininum, Acidum
asparticum, Acidum
glutamicum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum, Valinum,
Natrii acetas
trihydricus, Natrii
glycerophosphas,
Kalii chloridum,
Magnesii chloridum
hexahydricum, Calcii
chloridum
dihydricum,
Glucosum
monohydricum

Baxter S.A.,
Belgija

FR/H/0419/003/1A/038
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10-0248

OLIMEL N9 emulsion for
infusion, Emulsion for
infusions

Olivae oleum
raffinatum, Soiae
oleum raffinatum,
Alaninum,
Argininum, Acidum
asparticum, Acidum
glutamicum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum, Valinum,
Glucosum
monohydricum

Baxter S.A.,
Belgija

FR/H/0419/006/IA/039/G

14

10-0248

OLIMEL N9 emulsion for
infusion, Emulsion for
infusions

Olivae oleum
raffinatum, Soiae
oleum raffinatum,
Alaninum,
Argininum, Acidum
asparticum, Acidum
glutamicum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum, Valinum,
Glucosum
monohydricum

Baxter S.A.,
Belgija

FR/H/0419/006/1A/038
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10-0249

OLIMEL N9E emulsion for
infusion, Emulsion for
infusions

Olivae oleum
raffinatum, Soiae
oleum raffinatum,
Alaninum,
Argininum, Acidum
asparticum, Acidum
glutamicum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum, Valinum,
Natrii acetas
trihydricus, Natrii
glycerophosphas,
Kalii chloridum,
Magnesii chloridum
hexahydricum, Calcii
chloridum
dihydricum,
Glucosum
monohydricum

Baxter S.A.,
Belgija

FR/H/0419/005/IA/039/G

16

10-0249

OLIMEL N9E emulsion for
infusion, Emulsion for
infusions

Olivae oleum
raffinatum, Soiae
oleum raffinatum,
Alaninum,
Argininum, Acidum
asparticum, Acidum
glutamicum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum, Valinum,
Natrii acetas
trihydricus, Natrii
glycerophosphas,
Kalii chloridum,
Magnesii chloridum
hexahydricum, Calcii
chloridum
dihydricum,
Glucosum
monohydricum

Baxter S.A.,
Belgija

FR/H/0419/005/1A/038
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10-0250

OLIMEL PERI N4E emulsion
for infusion, Emulsion for
infusions

Olivae oleum
raffinatum, Soiae
oleum raffinatum,
Alaninum,
Argininum, Acidum
asparticum, Acidum
glutamicum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum, Valinum,
Natrii acetas
trihydricus, Natrii
glycerophosphas,
Kalii chloridum,
Magnesii chloridum
hexahydricum, Calcii
chloridum
dihydricum,
Glucosum
monohydricum

Baxter S.A.,
Belgija

FR/H/0419/001/IA/039/G

18

10-0250

OLIMEL PERI N4E emulsion
for infusion, Emulsion for
infusions

Olivae oleum
raffinatum, Soiae
oleum raffinatum,
Alaninum,
Argininum, Acidum
asparticum, Acidum
glutamicum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum, Valinum,
Natrii acetas
trihydricus, Natrii
glycerophosphas,
Kalii chloridum,
Magnesii chloridum
hexahydricum, Calcii
chloridum
dihydricum,
Glucosum
monohydricum

Baxter S.A.,
Belgija

FR/H/0419/001/1A/038
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05-0259

Doloproct 1 mg/20 mg/g
rectal cream, Rectal cream, 1
mg/20 mg/g

Fluocortoloni
pivalas, Lidocaini
hydrochloridum

Bayer Pharma AG,
Vacija

DE/H/0224/001/1A/022

20

08-0181

SmofKabiven 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, 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

Fresenius Kabi
AB, Zviedrija

SE/H/0792/001/11/080

21

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/0792/002/11/080
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22 09-0020 |SmofKabiven Peripheral Glucosum Fresenius Kabi SE/H/0861/001/11/077
emulsion for infusion, monohydricum, L- | AB, Zviedrija
Emulsion for infusions 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
23 09-0122  [Irinotecan Fresenius 20 mg/ml|Irinotecani Fresenius Kabi UK/H/1125/001/IA/023/G
concentrate for solution for  [hydrochloridum Oncology Plc.,
infusion, Concentrate for trihydricum Lielbritanija
solution for infusion, 20
mg/ml
24 09-0036 |Dironorm 10 mg/5 mg tablets, | Lisinoprilum, Gedeon Richter HU/H/0133/001/1B/022
Tablets, 10 mg/5 mg Amlodipinum Plc., Ungarija
25 09-0036 |Dironorm 10 mg/5 mg tablets, | Lisinoprilum, Gedeon Richter HU/H/0133/001/11/025
Tablets, 10 mg/5 mg Amlodipinum Plc., Ungarija
26 09-0465 |Dironorm 20 mg/10 mg Lisinoprilum, Gedeon Richter HU/H/0133/002/1B/022
tablets, Tablets, 20 mg/10 mg |Amlodipinum Plc., Ungarija
27 09-0465 |Dironorm 20 mg/10 mg Lisinoprilum, Gedeon Richter HU/H/0133/002/11/025
tablets, Tablets, 20 mg/10 mg |Amlodipinum Plc., Ungarija
28 12-0105 |Dironorm 20 mg/5 mg tablets, |Lisinoprilum, Gedeon Richter HU/H/0133/003/1B/022
Tablets, 20 mg/5 mg Amlodipinum Plc., Ungarija
29 12-0105 |Dironorm 20 mg/5 mg tablets, |Lisinoprilum, Gedeon Richter HU/H/0133/003/11/025
Tablets, 20 mg/5 mg Amlodipinum Plc., Ungarija
30 10-0614 |Palexia 100 mg film-coated |Tapentadolum Grinenthal GmbH, |DE/H/xxxx/WS/3 | DE/H/2020/003/WS/022
tablets, Film-coated tablets, Vacija 05
100 mg
31 13-0002 |Palexia 20 mg/ml oral Tapentadolum Grinenthal GmbH, |DE/H/xxxx/WS/3 | DE/H/2020/011/WS/022
solution, Oral solution, 20 Vacija 05

mg/ml
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32 13-0003 |Palexia 4 mg/ml oral solution, | Tapentadolum Griinenthal GmbH, | DE/H/xxxx/WS/3 | DE/H/2020/010/WS/022
Oral solution, 4 mg/ml Vacija 05
33 10-0612 |Palexia 50 mg film-coated Tapentadolum Griinenthal GmbH, | DE/H/xxxx/WS/3 | DE/H/2020/001/WS/022
tablets, Film-coated tablets, Vacija 05
50 mg
34 10-0613 |Palexia 75 mg film-coated Tapentadolum Griinenthal GmbH, | DE/H/xxxx/WS/3 | DE/H/2020/002/WS/022
tablets, Film-coated tablets, Vacija 05
75 mg
35 10-0616 |Palexia retard 100 mg Tapentadolum Grinenthal GmbH, | DE/H/xxxx/WS/3 | DE/H/2020/005/WS/022
prolonged-release tablets, Vacija 05
Prolonged-release tablets, 100
mg
36 10-0617 |Palexia retard 150 mg Tapentadolum Griinenthal GmbH, | DE/H/xxxx/WS/3 | DE/H/2020/006/WS/022
prolonged-release tablets, Vacija 05
Prolonged-release tablets, 150
mg
37 10-0618 |Palexia retard 200 mg Tapentadolum Griunenthal GmbH, | DE/H/xxxx/WS/3 |DE/H/2020/007/WS/022
prolonged-release tablets, Vacija 05
Prolonged-release tablets, 200
mg
38 12-0156 |Palexia retard 25 mg Tapentadolum Grinenthal GmbH, |DE/H/xxxx/WS/3 | DE/H/2020/009/WS/022
prolonged-release tablets, Vacija 05
Prolonged-release tablets, 25
mg
39 10-0619 |Palexia retard 250 mg Tapentadolum Grinenthal GmbH, | DE/H/xxxx/WS/3 |DE/H/2020/008/WS/022
prolonged-release tablets, Vacija 05
Prolonged-release tablets, 250
mg
40 10-0615 |Palexia retard 50 mg Tapentadolum Grinenthal GmbH, |DE/H/xxxx/WS/3 | DE/H/2020/004/WS/022
prolonged-release tablets, Vacija 05
Prolonged-release tablets, 50
mg
41 14-0025 |Co-Amlessa 2 mg/5 mg/0.625 |Tert-butylamini KRKA, d.d., Novo HU/H/0342/001/1B/004
mg tablets, Tablets, 2 mg/5  |perindoprilum, mesto, Slovénija
mg/0.625 mg Amlodipinum,
Indapamidum
42 14-0025 |Co-Amlessa 2 mg/5 mg/0.625 |Tert-butylamini KRKA, d.d., Novo HU/H/0342/001/1B/003
mg tablets, Tablets, 2 mg/5  |perindoprilum, mesto, Slovénija
mg/0.625 mg Amlodipinum,
Indapamidum
43 14-0027 |Co-Amlessa 4 mg/10 mg/1,25 |Tert-butylamini KRKA, d.d., Novo HU/H/0342/003/1B/004
mg tablets, Tablets, 4 mg/10 |perindoprilum, mesto, Slovénija
mg/1,25 mg Amlodipinum,
Indapamidum
44 14-0027 |Co-Amlessa 4 mg/10 mg/1,25 |Tert-butylamini KRKA, d.d., Novo HU/H/0342/003/1B/003
mg tablets, Tablets, 4 mg/10 |perindoprilum, mesto, Slovénija
mg/1,25 mg Amlodipinum,
Indapamidum
45 14-0026 |Co-Amlessa 4 mg/5 mg/1,25 |Tert-butylamini KRKA, d.d., Novo HU/H/0342/002/1B/004

mg tablets, Tablets, 4 mg/5
mg/1,25 mg

perindoprilum,
Amlodipinum,
Indapamidum

mesto, Slovénija
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46 14-0026 |Co-Amlessa 4 mg/5 mg/1,25 |Tert-butylamini KRKA, d.d., Novo HU/H/0342/002/1B/003
mg tablets, Tablets, 4 mg/5  |perindoprilum, mesto, Slovénija
mg/1,25 mg Amlodipinum,
Indapamidum
47 14-0029 |Co-Amlessa 8 mg/10 mg/2,5 |Tert-butylamini KRKA, d.d., Novo HU/H/0342/005/1B/004
mg tablets, Tablets, 8 mg/10 |perindoprilum, mesto, Slovénija
mg/2,5 mg Amlodipinum,
Indapamidum
48 14-0029 |Co-Amlessa 8 mg/10 mg/2,5 |[Tert-butylamini KRKA, d.d., Novo HU/H/0342/005/1B/003
mg tablets, Tablets, 8 mg/10 |perindoprilum, mesto, Slovénija
mg/2,5 mg Amlodipinum,
Indapamidum
49 14-0028 |Co-Amlessa 8 mg/5 mg/2,5 |Tert-butylamini KRKA, d.d., Novo HU/H/0342/004/1B/004
mg tablets, Tablets, 8 mg/5  |perindoprilum, mesto, Slovénija
mg/2,5 mg Amlodipinum,
Indapamidum
50 14-0028 |Co-Amlessa 8 mg/5 mg/2,5 |Tert-butylamini KRKA, d.d., Novo HU/H/0342/004/1B/003
mg tablets, Tablets, 8 mg/5  |perindoprilum, mesto, Slovénija
mg/2,5 mg Amlodipinum,
Indapamidum
51 07-0230 |Kventiax 100 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/002/IA/026/G
tablets, Film-coated tablets, mesto, Slovénija
100 mg
52 07-0232  |Kventiax 200 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/004/1A/026/G
tablets, Film-coated tablets, mesto, Slovénija
200 mg
53 07-0229 |Kventiax 25 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/001/I1A/026/G
tablets, Film-coated tablets, mesto, Slovénija
25mg
54 07-0233  |Kventiax 300 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/005/1A/026/G
tablets, Film-coated tablets, mesto, Slovénija
300 mg
55 09-0536 |Diaprel MR 60 mg modified- |Gliclazidum Les Laboratoires FR/H/0171/002/11/062/G
release tablets, Modified- Servier, Francija
release tablets, 60 mg
56 12-0047 |Actifed Menthol 20 mg/ml Guaifenesinum McNeil Products UK/H/4651/001/1B/015
oral solution, Oral solution, Limited c/o
20 mg/ml Johnson &
Johnson Limited,
Lielbritanija
57 13-0215 |Metex 10 mg solution for Methotrexatum Medac SE/H/0643/003/1A/022/G
injection in pre-filled pen, Gesellschaft fur
Solution for injection in pre- klinische
filled pen, 10 mg/0,20 ml Spezialpraparate
mbH, Vacija
58 13-0216 |Metex 12,5 mg solution for  |Methotrexatum Medac SE/H/0643/004/1A/022/G
injection in pre-filled pen, Gesellschaft fur
Solution for injection in pre- klinische
filled pen, 12,5 mg/0,25 ml Spezialpraparate
mbH, Vacija
59 13-0217 |Metex 15 mg solution for Methotrexatum Medac SE/H/0643/005/1A/022/G
injection in pre-filled pen, Gesellschaft fir
Solution for injection in pre- klinische

filled pen, 15 mg/0,30 ml

Spezialpraparate
mbH, Vacija
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60 13-0218 |Metex 17,5 mg solution for  |Methotrexatum Medac SE/H/0643/006/1A/022/G
injection in pre-filled pen, Gesellschaft fur
Solution for injection in pre- klinische
filled pen, 17,5 mg/0,35 ml Spezialpraparate
mbH, Vacija
61 13-0219  |Metex 20 mg solution for Methotrexatum Medac SE/H/0643/007/1A/022/G
injection in pre-filled pen, Gesellschaft fur
Solution for injection in pre- klinische
filled pen, 20 mg/0,40 ml Spezialpraparate
mbH, Vacija
62 13-0220 |Metex 22,5 mg solution for ~ |Methotrexatum Medac SE/H/0643/008/1A/022/G
injection in pre-filled pen, Gesellschaft fir
Solution for injection in pre- klinische
filled pen, 22,5 mg/0,45 ml Spezialpraparate
mbH, Vacija
63 13-0221 |Metex 25 mg solution for Methotrexatum Medac SE/H/0643/009/1A/022/G
injection in pre-filled pen, Gesellschaft fir
Solution for injection in pre- klinische
filled pen, 25 mg/0,50 ml Spezialpraparate
mbH, Vacija
64 13-0222  |Metex 27,5 mg solution for  |Methotrexatum Medac SE/H/0643/010/1A/022/G
injection in pre-filled pen, Gesellschaft fur
Solution for injection in pre- klinische
filled pen, 27,5 mg/0,55 ml Spezialpraparate
mbH, Vacija
65 13-0223  |Metex 30 mg solution for Methotrexatum Medac SE/H/0643/011/1A/022/G
injection in pre-filled pen, Gesellschaft fur
Solution for injection in pre- klinische
filled pen, 30 mg/0,60 ml Spezialpraparate
mbH, Vacija
66 13-0214  |Metex 7,5 mg solution for Methotrexatum Medac SE/H/0643/002/1A/022/G
injection in pre-filled pen, Gesellschaft fur
Solution for injection in pre- klinische
filled pen, 7,5 mg/0,15 mi Spezialpraparate
mbH, Vacija
67 13-0111 |Voltaren Aktigo 140 mg Diclofenacum Novartis Finland DE/H/2679/001/1A/014/G
medicated plaster, Medicated |natricum Oy, Somija
plaster, 140 mg
638 06-0218 |Normosang 25 mg/ml Haeminum Orphan Europe FR/H/0140/001/1A/034
concentrate for solution for humanum SARL, Francija
infusion, Concentrate for
solution for infusion, 25
mg/ml
69 97-0411 |Stamaril powder and solvent |Vaccinum febris  |Sanofi Pasteur DE/H/xxxx/WS/1 |DE/H/0476/001/WS/031
for suspension for injection in |flavae vivum S.A., Francija 64
pre-filled syringe, Powder and
solvent for suspension for
injection
70 15-0334  |Seasonique 150 Levonorgestrelum, |Teva B.V., FR/H/0516/001/1A/007/G
micrograms/30 micrograms  |Ethinylestradiolum |Niderlande
+10 micrograms film-coated
tablets, Film-coated tablets,
150 pug/30 pg +10 pg
71 08-0357 |Amlodipine Teva 5 mg Amlodipinum Teva Pharma B.V., UK/H/1158/001/1A/025
tablets, Tablets, 5 mg Niderlande

10
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72 14-0188 |Metformin Teva 1000 mg film{Metformini Teva Pharma B.V., DE/H/4521/001/1B/007
coated tablets, Film-coated hydrochloridum Niderlande
tablets, 1000 mg
73 13-0253 |Mometasone Teva 50 Mometasoni furoas | Teva Pharma B.V., UK/H/4971/001/1A/031
micrograms/actuation nasal Niderlande
spray, suspension, Nasal
spray, suspension, 50
Jg/actuation
74 15-0319 |Vistaprep powder for oral Macrogolum, Tillotts Pharma DE/H/3904/001/1B/001/G

solution, Powder for oral
solution

Natrii chloridum,
Kalii chloridum,
Natrii hydrogeno-
carbonas

AB, Zviedrija

Zalu registracijas
departamenta
vaditaja
M.Emersone
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