Latvijas Zalu registra labojumi

Rikojuma Nr.2-20/32 pielikums Nr.3-1

infusion

Powder and solvent for
solution for infusion, 1000 U
Feiba 1000 V pulveris un
skidinatajs infiiziju
Skiduma pagatavoSanai
Pulveris un $kidinatajs
infuziju skiduma
pagatavosanai, 1000 V

(ADNr)
recombinandorum

GmbH, Austrija

Co .. coo o Izplatr-
Zalu nosaukums, forma un Starptautiskais Informacija par Reglftl‘i_lCI_]aS Farmakotera- Reg_l_stra- Procediiras Reg_l_stra- §:1)nas
N.p.k. . : - apliecibas e r — ATK kods | cijas cijas _
dozéjums nosaukums iepakojumu . peitiska grupa numurs nosaci-
ipasnieks, valsts numurs datums jumi
1 2 3 4 5 6 7 8 9 10 11
Registrdcijas apliecibas
ivasnieka maina
1 Feiba 500 U powder and Factor VIII Flakons N1 Baxalta hemostatisks B02BD03 02-0158 24.04.2007 Pr.
solvent for solution for coagulationis humanus Innovations lidzeklis
infusion (ADNr) GmbH, Austrija
Powder and solvent for recombinandorum
solution for infusion, 500 U
Feiba 500 V pulveris un
skidinatajs infiziju
Skiduma pagatavoSanai
Pulveris un $kidinatajs
infuziju skiduma
pagatavosanai, 500 V
2 Feiba 1000 U powder and  Factor VIII Flakons N1 Baxalta hemostatisks B02BD03 02-0159 24.04.2007 Pr.
solvent for solution for coagulationis humanus Innovations lidzeklis




Latvijas Zalu registra labojumi Rikojuma Nr.2-20/32 pielikums Nr.3-1

| 1 | 2 | 3 | 4 | 5 | 6 | 7 | 8 | 9 [ 10 | 11 |
3 Immunate 250 1U/190 IU  Factor VIII 5 ml Flakons, flakons Baxalta asins koagulacijas B02BD06 05-0497 AT/H/0154/ 04.04.2013 Pr.
powder and solvent for coagulationis humanus, un injekciju Innovations faktors 001
solution for injection Factor humanus von komplekts N1 GmbH, Austrija  hemostatisks
Powder and solvent for Willebrandi lidzeklis
solution for injection, 250
1U/190 1U/5 ml

Immunate 250 SV/190 SV
injekciju Skiduma
pagatavosSanai

Pulveris un $kidinatajs
injekciju Skiduma
pagatavosanai, 250 SV/190

SV/5 ml
4 Immunate 500 1U/375 IU  Factor VIII 5 ml Flakons, flakons Baxalta hemostatisks B02BD06 05-0498 AT/H/0154/ 04.04.2013 Pr.
powder and solvent for coagulationis humanus, un injekciju Innovations lidzeklis 002
solution for injection Factor humanus von komplekts N1 GmbH, Austrija  asins koagulacijas
Powder and solvent for Willebrandi faktors
solution for injection, 500
1U/375 1U/5 ml
Immunate 500 SV/375 SV

injekciju Skiduma
pagatavoSanai

Pulveris un $kidinatajs
injekciju Skiduma
pagatavosanai, 500 SV/375
SV/5 ml
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5 Immunate 1000 1U/750 IU  Factor VIII 10 ml Flakons, Baxalta antihemofilisks =~ B02BD06 05-0499 AT/H/0154/ 04.04.2013 Pr.
powder and solvent for coagulationis humanus, flakons un injekciju  Innovations lidzeklis 003
solution for injection Factor humanus von komplekts N1 GmbH, Austrija
Powder and solvent for Willebrandi

solution for injection, 1000
1U/750 1U/10 ml

Immunate 1000 SV/750 SV
injekciju Skiduma
pagatavosSanai

Pulveris un $kidinatajs
injekciju Skiduma
pagatavosanai, 1000 SV/750

SV/10 ml
6 Flexbumin 200 g/l solution Humanum albuminum 50 ml Polietiléna Baxalta plazmas BO5AA01 07-0154 SE/H/0714/0 28.09.2011 Pr.
for infusion maisins N24 (2x12), Innovations aizvietotdjs 01
Solution for infusion, 200 g/l N24 (1x24), N1 GmbH, Austrija
Flexbumin 200 g/1 $kidums 100 ml Polietilena
infazijam maisins N12 (2x6),
Skidums infiizijam, 200 g/1 N12 (1x12), N1
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11

Recombinate 250 1U/5 ml
powder and solvent for
solution for injection
Powder and solvent for
solution for injection, 250
1U/5 mi

Recombinate 250 SV/5 ml
injekciju Skiduma
pagatavosSanai

Pulveris un $kidinatajs
injekciju Skiduma
pagatavosanai, 250 SV/5 ml

Recombinate 500 1U/5 ml
powder and solvent for
solution for injection
Powder and solvent for
solution for injection, 500
1U/5 mi

Recombinate 500 SV/5 ml
injekciju Skiduma
pagatavoSanai

Pulveris un $kidinatajs
injekciju skiduma
pagatavosanai, 500 SV/5 ml

Octocogum alfa

Octocogum alfa

5 ml Flakons, flakons Baxalta

un injekciju Innovations
komplekts N1 GmbH, Austrija
5 ml Flakons, flakons

un ierice Baxjet II N1

5 ml Flakons, flakons Baxalta

un injekciju Innovations
komplekts N1 GmbH, Austrija
5 ml Flakons, flakons

un ierice Baxjet II N1

asins koagulacijas B02BD02 13-0096
faktors

hemostatisks

lidzeklis

asins koagulacijas B02BD02 13-0097
faktors

hemostatisks

lidzeklis

NL/H/0043/ 24.04.2013 Pr.
004

NL/H/0043/ 24.04.2013 Pr.
005
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10

Recombinate 1000 1U/5 ml
powder and solvent for
solution for injection
Powder and solvent for
solution for injection, 1000
1U/5 mi

Recombinate 1000 SV/5 ml

______

Octocogum alfa

injekciju Skiduma
pagatavosSanai

Pulveris un $kidinatajs
injekciju Skiduma
pagatavosanai, 1000 SV/5 ml

Prothrombinum
multiplex humanum

Prothromplex 600 1U
powder and solvent for
solution for injection
Powder and solvent for
solution for injection, 600 U
Prothromplex 600 SV
injekciju Skiduma
pagatavoSanai

Pulveris un $kidinatajs
injekciju Skiduma
pagatavosanai, 600 SV

5 ml Flakons, flakons Baxalta

un ierice Baxjet I N1 Innovations faktors

5 ml Flakons, flakons GmbH, Austrija  hemostatisks
un injekciju lidzeklis
komplekts N1

20 ml Stikla flakons, Baxalta hemostatisks
flakons, adatu Innovations lidzeklis

komplekts N1 GmbH, Austrija

asins koagulacijas B02BD02 13-0098

B02BD01 14-0208

NL/H/0043/ 24.04.2013 Pr.
006

AT/H/0373/ 04.02.2016 Pr.
001
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Registracijas apliecibas
ipasnieka nosaukuma maina
11 Calcigran Forte Flex 500  Calcium, ABPE traucin$ N20, Takeda AS, kalcija preparats A12AX 10-0061 SE/H/0126/0 20.12.2013 Bez
mg/400 IU film-coated Colecalciferolum N30, N50, N60, N90, Norvegija 03 receptes
tablets N100, N120, N180,
Film-coated tablets, 500 N250
mg/400 IU
Calcigran Forte Flex 500
mg/400 SV apvalkotas
tabletes
Apvalkotas tabletes, 500
mg/400 SV
12 Calcigran Forte ExtraD  Calcium, ABPE traucin$ N20, Takeda AS, kalcija preparats Al12AX 10-0340 SE/H/0126/0 20.12.2013 Pr.
500 mg/800 1U chewable Colecalciferolum N30, N50, N60, N90, Norvégija 05
tablets N100, N120, N168,
Chewable tablets, 500 N180
mg/800 1U PVDH/PE/PVHI/AI
Calcigran Forte Extra D blisteris N7, N14,
500 mg/800 SV koslajamas N28, N50 (50 x 1),
tabletes N56, N84, N112,
Koslajamas tabletes, 500 N140, N168
mg/800 SV
13 Telmisartan/Hydrochloroth Telmisartanum, OPA/AI/PVHI/AI Billev Pharma angiotenzina II C09DA07 13-0191 DK/H/2176/ 25.09.2013 Pr.
iazide Billev 40 mg/12.5 mg Hydrochlorothiazidum  blisteris N10, N14,  Aps, Danija antagonists un 001
tablets N28, N30, N56, N60, diurétisks lidzeklis
Tablets, 40 mg/12.5 mg N84, N90, N98

Telmisartan/Hydrochloroth
iazide Billev 40 mg/12,5 mg

tabletes
Tabletes, 40 mg/12,5 mg
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Rikojuma Nr.2-20/32 pielikums Nr.3-1
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14 Telmisartan/Hydrochloroth Telmisartanum, OPA/AI/PVH/AI Billev Pharma angiotenzina II CO09DA07 13-0192 DK/H/2176/ 25.09.2013 Pr.
iazide Billev 80 mg/12.5 mg Hydrochlorothiazidum  blisteris N10, N14,  Aps, Danija antagonists un 002
tablets N28, N30, N56, N60, diuré&tisks lidzeklis
Tablets, 80 mg/12.5 mg N84, N90, N98
Telmisartan/Hydrochloroth
iazide Billev 80 mg/12,5 mg
tabletes
Tabletes, 80 mg/12,5 mg
15 Telmisartan/Hydrochloroth Telmisartanum, OPA/AI/PVH/AI Billev Pharma angiotenzina II C09DAO07 13-0193 DK/H/2176/ 25.09.2013 Pr.
iazide Billev 80 mg/25 mg  Hydrochlorothiazidum  blisteris N10, N14,  Aps, Danija antagonists un 003
tablets N28, N30, N56, N60, diurétisks lidzeklis
Tablets, 80 mg/25 mg N84, N90, N98
Telmisartan/Hydrochloroth
iazide Billev 80 mg/25 mg
tabletes
Tabletes, 80 mg/25 mg
Tiek pievienots papildus
iepakojums
16 Morfina hidrohlorids- Morphini 1 ml Ampula N10 AJS "Kalceks",  narkotisks NO2AAO01 96-0010 26.10.2011 Pr.l
Kalceks 10 mg/ml solution  hydrochloridum (2x5), N100 (20x5)  Latvija analggtisks
for injection lidzeklis

Solution for injection, 10
mg/ml

Morfina hidrohlorids-
Kalceks 10 mg/ml skidums
injekcijam

Skidums injekcijam, 10
mg/ml
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17 Promedols 20 mg/ml Trimeperidini 1 ml Ampula N10 AJS "Kalceks",  narkotisks NO02AX 96-0192 02.02.2012 Pr.l
solution for injection hydrochloridum (2x5), N100 (20x5)  Latvija analggtisks
Solution for injection, 20 lidzeklis
mg/ml

Promedols 20 mg/ml
Skidums injekcijam
Skidums injekcijam, 20
mg/ml
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18

Magnevist 0.5 mmol/ml
solution for injection
Solution for injection, 0.5
mmol/ml

Magnevist 0,5 mmol/ml
Skidums injekcijam
Skidums injekcijam, 0,5
mmol/ml

Dimeglumini
gadopentetas

10 ml Stikla pilnslirce Bayer Pharma diagnostisks
N1 AG, Vacija lidzeklis
20 ml COK pilnslirce
N1

15 ml Stikla flakons
N10

5 ml Stikla flakons
N10

15 ml Stikla pilnslirce
N1

20 ml Stikla pilnslirce
N1

100 ml Stikla pudele
N1

15 ml COK pilnslirce
N1

10 ml COK pilnslirce
N1

5 ml Stikla pilnslirce
N1

5 ml COK pilnslirce
N1

20 ml Stikla flakons
N10

30 ml Stikla flakons
N1

10 ml Stikla flakons
N10

50 ml Stikla pudele
N1

VO8CAO1 98-0027

15.02.2008 Pr.
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19 Cemerinu iidens RFF 500  Veratri tinctura 40 ml Stikla pudelite A/S Rigas pretparazitu PO3AX 99-0287 28.05.2009 Bez
mg/ml matos un uz adas N1 farmaceitiska lidzeklis receptes
lietojams §kidums 90 ml Stikla pudelite fabrika, Latvija
Hair and cutaneous solution, N1, N1 (Ar kemmi)
500 mg/ml
Cemerinu iidens RFF 500
mg/ml matos un uz adas
lietojams Skidums
Matos un uz adas lietojams
skidums, 500 mg/ml
Zalu nosaukuma maina
20 Legalon Protect capsules  Silybum marianum PVH/AI blisteris N30, Meda Pharma hepatoterapeitisks A05BA03 99-0570 06.04.2011 Bez
Capsules, 70 mg N100 SIA, Latvija lidzeklis receptes

Legalon Protect kapsulas
Kapsulas, 70 mg

Zalu registracijas
departamenta vaditaja
M.Emersone

10



