Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

. Zalu nosaukums, lu . . Registracijas
Nr.p.k. Reg. forma, stiprums/ Aktivas vielas Inform ac_ua par aplieabas Procediras numurs Izmainu bitiba
numurs . nosaukums iepakojumu e
koncentracija ipasnieks, valsts
1 2 3 4 5 6 7 8
1 06-0088 | Elosalic 1 mg/50 mgidlometasoni furoag25 g Alumnija tiba [Schering-Plough|SE/H/0217/001/1B/015 | IB A.z Administratis izmaihas. Citas
ointment, Ointment, 1{Acidum salicylicum|N1 Europe, Bé&sija izmaias (Pie 2lu nosaukumage QRD
mg/50 mg/g 45 g Alumnija taba prasbam tiek pievienots stiprums; izmgis
N1 attiecas uz Bgiju, Cehiju, Vaciju, Igauniju,
15 g Alumnija taba Spaniju, Lietuvu, Luksemburgu, Portali
N1 Zalu nosaukums mais no Elosalic ointment
50 g Alumnija taba uz Elosalic 1mg/g+50mg/g ointment)
N1
2 99-0501 | Duphaston 10 mg filfBydrogesteronum | Blisteris N14, N2(QSolvay IA 4. Aktivas vielas raZafa nosaukuma un/
coated tablets, Film- N10 Pharmaceuticals vai adreses izmaa, ja nav Eiropas
coated tablets, 10 mg B.V., Niderlande farmakopejas atbildtas sertifilita (I1zrietoSa
izmaina; akivas vielas Dydrogesteronum
razotja nosaukums mais no Solvay
Pharmaceuticals B.V. uz Abbott Healthcarg
Products B.V., Nerlande)
3 02-0129 | Femoston 1 mg + 1 |Estradiolum, Blisteris N84, N28 | Solvay IA 4. Aktivas vielas raZafa nosaukuma un/
mg/10 mg film-coated|Dydrogesteronum Pharmaceuticals vai adreses izmaa, ja nav Eiropas
tablets, Film-coated B.V., Niderlande farmakopejas atbildtas sertifilita (I1zrietoSa
tablets, 1 mg + 1 izmaina; akivas vielas Dydrogesteronum
mg/10 mg razotija nosaukums mais no Solvay
Pharmaceuticals B.V. uz Abbott Healthcarg
Products B.V., Nerlande)
4 02-0174 | Femoston conti 1 md#sstradiolum, PVH/PVDH blisteriSolvay IA 4. Aktivas vielas raZafa nosaukuma un/

mg film-coated tablets
Film-coated tablets, 1
mg/5 mg

Dydrogesteronum

N84, N28

Pharmaceuticals
B.V., Niderlande

vai adreses izmaa, ja nav Eiropas
farmakopejas atbildtas sertifilita (I1zrietoSa
izmaia; akivas vielas Dydrogesteronum
razotja nosaukums mais no Solvay
Pharmaceuticals B.V. uz Abbott Healthcarg
Products B.V., Nerlande)
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01-0417

Aminoven 10 %
solution for infusion,
Solution for infusion,
10 %

Isoleucinum,
Histidinum,
Leucinum,
Methioninum,
Lysini acetas,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Alaninum,
Glycinum,
Prolinum, Serinum,
Tyrosinum,
Taurinum

500 ml Stikla pudel
N6, N10

1000 ml Stikla
pudele N6, N10

H-resenius Kabi
AB, Zviedrija

IB 17a. Izmahas akivas vielas athkrtotas
parbaudes termi (Aktivai vielai Isoleucinunp
razofjs Evonik Rexim (Nanning)

Pharmaceutical co.,LTIKina, piesaka
atkartotas prbaudes termiu 24 n&nesi)

01-0418

Aminoven 15 %
solution for infusion,
Solution for infusion,
15 %

Isoleucinum,
Leucinum, Lysini
acetas,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidinum,
Alaninum,
Glycinum,
Prolinum, Serinum,
Tyrosinum,
Taurinum

250 ml Stikla
pudeite N1
1000 ml Stikla
pudeite N1
500 ml Stikla
pudeite N1

Fresenius Kabi
AB, Zviedrija

IB 17a. Izmapas akivas vielas atkrtotas
parbaudes termi (Aktivai vielai Valinum
razotijs Evonik Rexim (Nanning)
Pharmaceutical co.,LTIKina, piesaka
atkartotas prbaudes termiu 24 nenesi)
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01-0416

Aminoven 5 %

solution for infusion,
Solution for infusion, §
%

Isoleucinum,
Leucinum, Lysini
acetas,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Alaninum,
Glycinum,
Prolinum, Serinum,
Tyrosinum,
Taurinum,
Histidinum

500 ml Stikla
pudeite N10
1000 ml Stikla
pudeite N6

Fresenius Kabi
AB, Zviedrija

IB 17a. Izmahas akivas vielas athkrtotas
parbaudes termia (Aktivai vielai Glycinum
razofjs Evonik Rexim (Nanning)
Pharmaceutical co.,LTIKina, piesaka
atkartotas prbaudes termiu 24 n&nesi)

03-0005

Arcoxia 120 mg film-
coated tablets, Film-

coated tablets, 120 m|

Etoricoxibum

ABPE pudele N30,
N90

Al/Al blisteris N30,
N5, N100, N50,
N14, N20, N84,
N98, N28, N2, N10
N7

SIA Merck Sharp
& Dohme Latvija,

Latvija

UK/H/0532/003/1B/030

IB B.I.b.1. h Akv¥as vielas,
izejvielas/starpprodukta/ réanta, ko izmantg
aktivas vielas raZzoSanas proges
specifikacijas parametra pievienoSana vai
aizskSana (ipemot attietha uz biolgsiski vai
imunolaogiski akfivu vielu) droSuma vai
kvalitates apssruma &l (Aktivas vielas
specifikacija (3.2.5.4.1) pie piemajsma
profila tiek pievienots jauns parametrs -
atsevigi piemaigjumi (MW368, MW410,
MW512, Ketosulfone) ar piaujamo normu
0.1%; ka an tiek mainta atliku® &idinataja
toluola pidaujans koncentgcija no 1000 ppn
(0.1%) uz 890 ppm)
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9 03-0003 | Arcoxia 60 mg film- |Etoricoxibum Blisteris N14, N20,|SIA Merck Sharp|UK/H/0532/001/IB/030 | IB B.l.b.1. h Akvas vielas,
coated tablets, Film- N28, N7 & Dohme Latvija, izejvielas/starpprodukta/ rganta, ko izmantq
coated tablets, 60 mg ABPE pudele N30, [Latvija aktivas vielas razoSanas proges
N90 specifilacijas parametra pievienoSana vai
Al/Al blisteris N5, aizskSana (inemot attietha uz biolgiski vai
N30, N100, N50, imunolagiski akfivu vielu) droSuma vai
N84, N98, N2, N10 kvalitates apseruma dl (Aktivas vielas
specifikacija (3.2.S.4.1) pie piemajsma
profila tiek pievienots jauns parametrs -
atsevigi piemaigjumi (MW368, MW410,
MW512, Ketosulfone) ar plaujamo normu
0.1%; ka an tiek mainta atliku® Sidinataja
toluola pidaujana koncenticija no 1000 ppn
(0.1%) uz 890 ppm)
10 03-0004 | Arcoxia 90 mg film- |Etoricoxibum Blisteris N14, N28 |SIA Merck Sharp|UK/H/0532/002/IB/030 | IB B.l.b.1. h Akvas vielas,
coated tablets, Film- Al/Al blisteris N5, [& Dohme Latvija, izejvielas/starpprodukta/ rganta, ko izmantg
coated tablets, 90 mg N30, N100, N50, [Latvija aktivas vielas razoSanas proges
N20, N84, N2, N98 specifilacijas parametra pievienoSana vai
N10, N7 aizskSana (inemot attietha uz biolgiski vai
ABPE pudele N30, imunolagiski akfivu vielu) droSuma vai
N90 kvalitates apseruma dl (Aktivas vielas
specifikacija (3.2.S.4.1) pie piemajsma
profila tiek pievienots jauns parametrs -
atsevigi piemaigjumi (MW368, MW410,
MW512, Ketosulfone) ar piaujamo normu
0.1%; ka an tiek mainta atliku® Sidinataja
toluola pidaujana koncenticija no 1000 ppn
(0.1%) uz 890 ppm)
11 03-0005 | Arcoxia 120 mg film-|Etoricoxibum ABPE pudele N30[SIA Merck Sharp|UK/H/0532/003/1B/031 | IB B.ll.d.1.g Specifikijas parametra

coated tablets, Film-

coated tablets, 120 m

N90

Al/Al blisteris N30,
N5, N100, N50,
N14, N20, N84,
N98, N28, N2, N10
N7

& Dohme Latvija,
Latvija

pievienoSana vai aiZgtana(ipemot attietha
uz biolggiskas vai imunolgiskasizcelsmes
produktu) droSuma vai kvadties apseruma
del (Paratli esoSajam tableSu aprakstaaiuz
specifikacija, tiek pievienots tableSu apraks{s
.klona” serijai, gadjumos, ja ida his
nepiecieSama)
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Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 7 8
12 03-0003 | Arcoxia 60 mg film- |Etoricoxibum Blisteris N14, N20,|SIA Merck SharplUK/H/0532/001/IB/031 | IB B.ll.d.1.g Specifiicijas parametra
coated tablets, Film- N28, N7 & Dohme Latvija, pievienoSana vai aiZzgtana(ipemot attietha
coated tablets, 60 mg ABPE pudele N30, [Latvija uz biolggiskas vai imunolgiskasizcelsmes
N90 produktu) droSuma vai kvadties apseruma
Al/Al blisteris N5, del (Paratli esoSajam tableSu aprakstaaiuz
N30, N100, N50, specifikacija, tiek pievienots tableSu apraksi{s
N84, N98, N2, N10 .klona” serijai, gadjumos, ja ida his
nepiecieSama)
13 03-0004 | Arcoxia 90 mg film- |Etoricoxibum Blisteris N14, N28 |SIA Merck Sharp|UK/H/0532/002/IB/031 | IB B.ll.d.1.g Specifiicijas parametra
coated tablets, Film- Al/Al blisteris N5, [& Dohme Latvija, pievienoSana vai aiZzgtana(ipemot attietha
coated tablets, 90 mg N30, N100, N50, [Latvija uz biolggiskas vai imunolgiskasizcelsmes
N20, N84, N2, N98 produktu) droSuma vai kvadties apseruma
N10, N7 del (Paratli esoSajam tableSu aprakstaaiuz
ABPE pudele N30, specifikacija, tiek pievienots tableSu apraksis
N90 .klona” serijai, gadjumos, ja ida his
nepiecieSama)
14 07-0112 | Atorvastatin Actavis |Atorvastatinum Blisteris N4, N30, |Actavis Group hf{IS/H/0100/001/1B/008 IB C.1.3. a Izmgai veikSana, ko pieprgssi

10 mg film-coated
tablets, Film-coated
tablets, 10 mg

N100, N14, N50,
N200, N20, N500,
N28, N84, N98,
N56, N10, N7
ABPE pudele N30,
N100, N50, N20,
N200, N10

Islande

Agenfira, pamatojoties uz steidzamu ar
dro3bu saisitu ierobezojumu, #u klasei
rakstuigo informiaciju, PADZ, Riskvatbas
plana, datu, kas iesniegti sagkar Regulas
(EK)Nr. 1901/2006 45./46. pantu,
NOVErtgjumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Papildirata informicija par iespjamam
blakuspaidibam lietojot HMG CoA
redukfizes inhibitorus; Zu aprakst (a.p. 4.4
un 4.8) un lietoSanas instrukcija.p. 2. un 4.
par intersicilu plausu slirtbu, atmhas un
miega traugjumus, depresiju un sekdu
disfunkciju)

(%)
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15 07-0113 | Atorvastatin Actavis |Atorvastatinum Blisteris N4, N30, |Actavis Group hf{IS/H/0100/002/MR IB C.I.3. a Izmaiil veikSana, ko pieprgssi
20 mg film-coated N100, N14, N50, (Islande Agenfira, pamatojoties uz steidzamu ar
tablets, Film-coated N20, N200, N28, dro3bu saisitu ierobezojumu, #u klasei
tablets, 20 mg N56, N84, N98, rakstuigo informiaciju, PADZ, Riskvatbas
N500, N10, N7 plana, datu, kas iesniegti sagkar Regulas
ABPE pudele N30, (EK)Nr. 1901/2006 45./46. pantu,
N100, N50, N20, NOVErtgjumu un saisba ar kuam registracijas
N200, N10 aplieabasipasnieks neiesniedz jaunus dat(
(Papildirata infornicija par iespjamam
blakuspaidibam lietojot HMG CoA
redukfizes inhibitorus; Zju aprakst (a.p. 4.4
un 4.8) un lietoSanas instrukcija.p. 2. un 4.
par intersicilu plauSu slirtbu, atmhas un
miega traugjumus, depresiju un sekdu
disfunkciju)
16 07-0114 | Atorvastatin Actavis |Atorvastatinum Blisteris N4, N30, |Actavis Group hf{IS/H/0100/003/MR/008 | IB C.I.3. a Izmai veikSana, ko pieprassi

40 mg film-coated
tablets, Film-coated
tablets, 40 mg

N100, N50, N14,
N20, N200, N84,
N28, N98, N500,
N56, N10, N7
ABPE pudele N100
N30, N50, N20,
N200, N10

Islande

Agenfira, pamatojoties uz steidzamu ar
dro3bu saisitu ierobezojumu, #u klasei
rakstuigo informiciju, PADZ, Riskvaibas
plana, datu, kas iesniegti sagkar Regulas
(EK)Nr. 1901/2006 45./46. pantu,
NOVErtgjumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Papildirata infornicija par iespjamam
blakuspaidibam lietojot HMG CoA
redukfizes inhibitorus; Zju aprakst (a.p. 4.4
un 4.8) un lietoSanas instrukcija.p. 2. un 4.
par intersicilu plausu slirtbu, atmhas un
miega traugjumus, depresiju un sekdu
disfunkciju)

(%)
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17

04-0394

Avelox 400 mg film-
coated tablets, Film-

coated tablets, 400 mg

Moxifloxacinum

Al/Al blisteris N1
PP/Al blisteris N70,
N100, N5, N25,
N50, N80, N10, N7

Bayer Schering
Pharma AG,
Vacija

DE/H/0155/001/1A/050/G

IA A.1. Rastracijas aplietbasipasnieka
nosaukuma un/vai adreses iznzs (Mairas
registracijas aplietbasipasnieka adrese
Belgija un Luksemburgno Bayer SA-NV,
Louizalaan 143, 1050 Brussels,|Bif@, uz

Bayer SA-NV, J.E. Mommaertslaan 14, 1881

Diegem (Machelen), Bgija); IA A.1.

Registracijas apliethasipasnieka nosaukumpa

un/vai adreses izmgas (Grupta izmaia,
mairas registracijas aplietbasipaSnieka
adrese Frandjno Bayer Santé, 13 Rue Jeg
Jaures, 92807 Puteaux Cedex, Francija, u
Bayer Santé, 220 avenue de la Recherche
59120 Loos, Francija)

18

04-0395

Avelox 400 mg/250 iMoxifloxacinum

solution for infusion,
Solution for infusion,
400 mg/250 ml

250 ml Poliolaha
maiss N5, N12
250 ml Stikla
pudeite N5, N1

Bayer Schering
Pharma AG,
Vacija

DE/H/0155/002/1A/050/G

IA A.1. Rastracijas aplietbasipasnieka
nosaukuma un/vai adreses iznzs (Mairas
registracijas aplietbasipasSnieka adrese
Belgija un Luksemburgno Bayer SA-NV,
Louizalaan 143, 1050 Brussels,|Bi@, uz
Bayer SA-NV, J.E. Mommaertslaan 14, 18
Diegem (Machelen), Bgija); IA A.1.
Registracijas aplietbasipasnieka nosaukum
un/vai adreses izmgas (Grupta izmaia,
mairas registracijas aplietbasipaSnieka
adrese Frandjno Bayer Santé, 13 Rue Jeg
Jaures, 92807 Puteaux Cedex, Francija, u
Bayer Santé, 220 avenue de la Recherche
59120 Loos, Francija)

T~

T~

19

04-0394

Avelox 400 mg film-
coated tablets, Film-
coated tablets, 400 m

Moxifloxacinum

Al/Al blisteris N1
PP/Al blisteris N70,
N100, N5, N25,
N50, N80, N10, N7

Bayer Schering
Pharma AG,
Vacija

DE/H/0155/001/IB/051

IB A.2. b Zalu nosaukuma (pi&#ta) izmainag
(Mainas Z]u nosaukums Madtno Avalox uz
Avelox)

20

04-0395

Avelox 400 mg/250 iMoxifloxacinum

solution for infusion,
Solution for infusion,
400 mg/250 ml

250 ml Poliolaha
maiss N5, N12
250 ml Stikla
pudeite N5, N1

Bayer Schering
Pharma AG,
Vacija

DE/H/0155/002/I1B/051

IB A.2. b Zalu nosaukuma (pi&#ta) izmainag
(Mainas Z]u nosaukums Maltno Avalox uz
Avelox)
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21 10-0103 | Clopigamma 75 mg [Clopidogrelum PVDH/PE/PVH/AI {(W6rwag Pharma|DE/H/1873/001/IA/003 | IA A.5. a Pagsjas izlaidi atbildga razotija
film-coated tablets, blisteris N50, N28, |GmbH & Co0.KG, nosaukuma un/vai adreses iznzs (Mairas
Film-coated tablets, 7b N84 Vacija razofja, kas atbilths par &rijas izlaidi,
mg Al/Al blisteris N50, adrese no Generosan GmbH, Leibnizstr. 9

N28, N84 89231 Neu-Ulm, ¥cija, uz Generosan
GmbH, Calwer Str. 7, 71034 Béblingen,
Vacija)

22 10-0103 | Clopigamma 75 mg [Clopidogrelum PVDH/PE/PVH/AI |W6rwag Pharma|DE/H/1873/001/IB/005 (IB A.2. b Zalu nosaukuma (pi&fta) izmainag
film-coated tablets, blisteris N50, N28, |GmbH & Co0.KG, (Mainas zJu nosaukums %tija no
Film-coated tablets, 7b N84 Vacija Clopidogrel AAA 75 mg Filmtabletten uz
mg Al/Al blisteris N50, Clopigamma 75 mg Filmtabletten)

N28, N8/

23 04-0356 | Copegus 200 mg filnpRibavirinum Polietitna pudele [Roche Latvija |NL/H/0352/001/IA/005/F IA B.1l.b.2b1 Parsjas izlaidi atbildga
coated tablets, Film- N28, N112, N42, |SIA, Latvija raZzofja aizsiSana vai pievienoSana bez
coated tablets, 200 mg N168 serijas parbaudes/tesBanas (Tiek aizvietots

raZzo#fjs - mairas no Roche Pharma AG, Em
Barell-Str.1, D-79639 Grenzach-Wyhlen,
Vacija, uz Roche Oy, P.O. Box 12,
Klovinpellontie 3, FI-02181 Espoo, Somija;
izmainas attiecas uz Somiju)

24 02-0392 | Diovan 160 mg film-|Valsartanum Blisteris N28 Novartis FinlanfSE/H/0406/004 IB C.l1.z. Izmaas zlu droSum un

coated tablets, Film-
coated tablets, 160 m|

Oy, Somija

efektivitate. Citas izmaias. (Izmatas zlu
apraksi un lietoSanas instrukaijsaskaa ar
EK 19.04.2010@mumu Nr.C(2010)2577,
EMA procediras Nr. EMEA/H/A/A-
29PAD/1219; 7lu apraksts un lietoSanas
instrukcija papildiata ar indikaciju
hipertensijagrstsSana brniem un pusaudzie
vecund no 6 idz 18 gadiem, izmaas zlu
apraksta 4.2, 4.4,4.5, 4.8,5.1, 5.3 a.p.un
atbilstoSas izmaas lietoSanas instruka);
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25

06-0050

Diovan 320 mg film-
coated tablets, Film-
coated tablets, 320 m

Valsartanum

Blisteris N28

Novartis Finlan
Oy, Somija

SE/H/0406/006

IB C.l.z. Izmaas zlu droSum un
efektivitate. Citas izmaias. (Izmahas zlu
apraksi un lietoSanas instrukaisaskaa ar
EK 19.04.20108mumu Nr.C(2010)2577,
EMA procediras Nr. EMEA/H/A/A-
29PAD/1219; Zlu apraksts un lietoSanas
instrukcija papildiata ar indikiciju
hipertensijagirsttSana brniem un pusaudzie|
vecund no 6 idz 18 gadiem, izmaas zlu
apraksta 4.2, 4.4,4.5,4.8,5.1, 5.3 a.p.un
athilstoSas izmaas lietoSanas instruka)j

26

02-0390

Diovan 40 mg film-
coated tablets, Film-
coated tablets, 40 mg

Valsartanum

Blisteris N28

Novartis Finlan
Oy, Somija

(5E/H/0406/005

IB C.l.z. Izmaas zlu droSum un
efektivitaté. Citas izmaias. (Izmahas zlu
apraksi un lietoSanas instrukaijsaskaa ar
EK 19.04.2010&@mumu Nr.C(2010)2577,
EMA procediras Nr. EMEA/H/A/A-
29PAD/1219; 7lu apraksts un lietoSanas
instrukcija papildiata ar indikiciju
hipertensijagrstsSana brniem un pusaudzie
vecund no 6 idz 18 gadiem, izmaas zlu
apraksta 4.2, 4.4,4.5, 4.8,5.1, 5.3 a.p.un
atbilstoSas izmaas lietoSanas instruka);

27

02-0391

Diovan 80 mg film-
coated tablets, Film-
coated tablets, 80 mg

Valsartanum

Blisteris N28

Novartis Finlan
Oy, Somija

SE/H/0406/003

IB C.l.z. Izmaas zlu droSum un
efektivitateé. Citas izmaias. (Izmahas zlu
apraksi un lietoSanas instrukaisaskaa ar
EK 19.04.20108mumu Nr.C(2010)2577,
EMA procediras Nr. EMEA/H/A/A-
29PAD/1219; 2lu apraksts un lietoSanas
instrukcija papildiata ar indikiciju
hipertensijagirstSana brniem un pusaudzie|
vecund no 6 idz 18 gadiem, izmaas zlu
apraksta 4.2, 4.4,4.5,4.8,5.1, 5.3 a.p.un
athilstoSas izmaas lietoSanas instruka);
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28 03-0240 | Diphereline 11,25 mgTriptorelinum Flakons N1 Beaufour Ipsen IA 43a 1. Merierices vai ievatbanas iaces,
prolonged-release Pharma, Francijg kura nav tie% iepakojuma neaemama
powder and solvent fqr sasivdaa, pievienoSana vai aiasana
suspension for (iznemot doztas devas inhalatorudtelpas)
injection, Prolonged (Izmainas injekciju adatu izamos)
release powder and
solvent for suspensiof
for injection, 11,25
mg/vial
29 98-0005 | Diphereline 3,75 mg|Triptorelinum Stikla flakons N1 Beaufour Ipsen IA 43a 1. Merierices vai ievatdanas iaces,
prolonged-release Pharma, Francijg kura nav tie% iepakojuma neaemama
powder and solvent fqr sasivdaa, pievienoSana vai aiasana
suspension for (iznemot doztas devas inhalatorudtelpas)
injection, Prolonged (Izmainas injekciju adatu izamos)
release powder and
solvent for suspensiof
for injection, 3,75
mg/vial
30 99-0501 | Duphaston 10 mg filgpBydrogesteronum | Blisteris N14, N2(QSolvay IA 5. Gatav produkta raza@ja nosaukuma
coated tablets, Film- N10 Pharmaceuticals un/vai adreses mg (RazoSanas vietas
coated tablets, 10 mg B.V., Niderlande nosaukums maits no Solvay Biologicals B.
uz Abbott Biologicals B.V., Olst, iderlande,
kas atbil@s af par €rijas izlaidi)
31 09-0433 | Escitalopram- Escitalopramum ABPE pudele N1J®atiopharm AT/H/0213/002/1B/018 [IB A.2. b Zalu nosaukuma (pi&fta) izmainag
ratiopharm 10 mg film- N200 GmbH, Vacija (Zalu nosaukuma maa Sgnija no
coated tablets, Film- Aluminija blisteris Escitalopram Lannacher Heilmittel 10mg
coated tablets, 10 mg N30, N100, N50, comprimidos recubiertos con pelicula EFG
N14, N60, N20, Escitalopram ratiopharm 10mg comprimidd
N56, N98, N500, recubiertos con pelicula EFG)
N28. N90. N4
32 09-0434 | Escitalopram- Escitalopramum Alumija blisteris [Ratiopharm AT/H/0213/003/IB/018 |IB A.2. b Zalu nosaukuma (pi&&ta) izmanas
ratiopharm 15 mg film- N30, N100, N60, |GmbH, Vacija (Zalu nosaukuma maé& Sganija no
coated tablets, Film- N14, N50, N20, Escitalopram Lannacher Heilmittel 15mg
coated tablets, 15 mg N56, N98, N28, comprimidos recubiertos con pelicula EFG

N90, N500, N49
ABPE pudele N100

Escitalopram ratiopharm 15mg comprimidd
recubiertos con pelicula EFG)

10
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Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 7 8
33 09-0435 | Escitalopram- Escitalopramum Alurmija blisteris |Ratiopharm AT/H/0213/004/1B/018 |IB A.2. b Zalu nosaukuma (pi&fta) izmainag
ratiopharm 20 mg film- N30, N100, N14, |GmbH, Vacija (Zalu nosaukuma maa Sgnija no
coated tablets, Film- N50, N60, N20, Escitalopram Lannacher Heilmittel 20mg
coated tablets, 20 mg N28, N98, N56, comprimidos recubiertos con pelicula EFG|uz
N90, N500, N49 Escitalopram ratiopharm 20mg comprimidgs
ABPE pudele N100 recubiertos con pelicula EFG)
34 09-0432 | Escitalopram- Escitalopramum ABPE pudele N1J®atiopharm AT/H/0213/001/1B/018 [IB A.2. b Zalu nosaukuma (pi&fta) izmainag
ratiopharm 5 mg film- Aluminija blisteris [GmbH, Vacija (Zalu nosaukuma maa Sgnija no
coated tablets, Film- N100, N30, N50, Escitalopram Lannacher Heilmittel 5mg
coated tablets, 5 mg N60, N14, N20, comprimidos recubiertos con pelicula EFG|uz
N56, N90, N98, Escitalopram ratiopharm 5mg comprimidod
N28, N500, N49 recubiertos con pelicula EFG)
35 09-0421 | Eslorex 10 mg film- |Escitalopramum Alurmija blisteris |Zentiva k.s., AT/H/0214/002/1B/005/F IB B.ll.b.1.e Vietas, kur nekt jeblada(-as)
coated tablets, Film- N30, N60 Cehija nesterilu @lu razoSanas opagija(-as),

coated tablets, 10 mg

iznemot §riju izlaides, sriju kontroli,
primaro un sekunaro iepako3anu, aizstana
vai pievienoSana (Izmgas iekautas grup ar
AT/H/0214/004 - Eslorex 20 mg film-coated
tablets; tiek pievienots jauns raZst-
Hoechst - Biotika, spol. s.r.o., Sklabinska 30,
036 80 Martin, Sloakija); IA B.ll.b.1.b
Primaras iepakoSanas vietas ai&ina vai
pievienoSana. (Izmaas iekautas grup ar
AT/H/0214/004 - Eslorex 20 mg film-coated
tablets; tiek pievienots jauns prinais
iepakotjs - Hoechst - Biotika, spol. s.r.o.,
Sklabinska 30, 036 80 Martin, Skkija)
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Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

1

2

3

4

5

6

7

8

36

09-0422

Eslorex 15 mg film-
coated tablets, Film-
coated tablets, 15 mg

Escitalopramum

Alurmija blisteris
N30, N60

Zentiva k.s.,
Cehija

AT/H/0214/003/1B/005/G

IB B.1l.b.1.e Vietas, kur ek jeblada(-as)
nesterilu @lu razoSanas opagija(-as),
iznemot §riju izlaides, sriju kontroli,
primaro un sekunaro iepakosanu, aiZstana
vai pievienoSana (Izmgas iekautas grup ar
AT/H/0214/004 - Eslorex 20 mg film-coated
tablets; tiek pievienots jauns raZst-
Hoechst - Biotika, spol. s.r.o., Sklabinska 30,
036 80 Martin, Sloakija); IA B.ll.b.1.b
Primaras iepakoSanas vietas ai&ina vai
pievienoSana. (Izmaas iekautas grup ar
AT/H/0214/004 - Eslorex 20 mg film-coated
tablets; tiek pievienots jauns prinais
iepakotjs - Hoechst - Biotika, spol. s.r.o.,
Sklabinska 30, 036 80 Martin, Skkija)

37

09-0423

Eslorex 20 mg film-
coated tablets, Film-
coated tablets, 20 mg

Escitalopramum

Alurmija blisteris
N30, N60

Zentiva k.s.,
Cehija

AT/H/0214/004/I1B/005/G

IB B.1l.b.1.e Vietas, kur ek jeblada(-as)
nesterilu @lu razoSanas opagija(-as),
iznemot §riju izlaides, sriju kontroli,
primaro un sekunaro iepako3anu, aizstana
vai pievienoSana (Tiek pievienots raget-
Hoechst - Biotika, spol. s.r.o., Sklabinska 30,
036 80 Martin, Sloakija); IA B.ll.b.1.b
Primaras iepakoSanas vietas ai&ina vai
pievienoSana (Gruta izmaia,; tiek
pievienota jauna prianas iepakoSanas vietal-
Hoechst - Biotika, spol. s.r.o., Sklabinska 30,
036 80 Martin, Sloakija)

12



Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 7 8

38 09-0420 | Eslorex 5 mg film- |Escitalopramum Alurmija blisteris |Zentiva k.s., AT/H/0214/001/1B/005/F IB B.ll.b.1.e Vietas, kur nek jeblkada(-as)
coated tablets, Film- N30, N60 Cehija nesterilu @lu razoSanas opagija(-as),
coated tablets, 5 mg iznemot §riju izlaides, sriju kontroli,

primaro un sekunaro iepakosanu, aiZstana
vai pievienoSana (Izmgas iekautas grup ar
AT/H/0214/004 - Eslorex 20 mg film-coated
tablets; tiek pievienots jauns raZst-
Hoechst - Biotika, spol. s.r.o., Sklabinska 30,
036 80 Martin, Sloakija); IA B.ll.b.1.b
Primaras iepakoSanas vietas ai&ina vai
pievienoSana. (Izmaas iekautas grup ar
AT/H/0214/004 - Eslorex 20 mg film-coated
tablets; tiek pievienots jauns prinais
iepakotjs - Hoechst - Biotika, spol. s.r.o.,
Sklabinska 30, 036 80 Martin, Skkija)

39 02-0129 | Femoston 1 mg + 1 |Estradiolum, Blisteris N84, N28 | Solvay IA 5. Gatav produkta raza@ja nosaukuma
mg/10 mg film-coated|Dydrogesteronum Pharmaceuticals un/vai adreses mg (RazoSanas vietas
tablets, Film-coated B.V., Niderlande nosaukums ma#ts no Solvay Pharmaceuticals
tablets, 1 mg +1 B.V. uz Abbott Biologicals B.V., Olst,
mg/10 mg Niderlande)

40 02-0174 | Femoston conti 1 mgBstradiolum, PVH/PVDH blisterigSolvay IA 5. Gatav produkta raZza@ja nosaukuma
mg film-coated tabletgDydrogesteronum |N84, N28 Pharmaceuticals un/vai adreses mg (RaZzoSanas vietas

Film-coated tablets, 1
mg/5 mg

B.V., Niderlande

nosaukums ma#ts no Solvay Pharmaceuticals
B.V. uz Abbott Biologicals B.V., Olst,
Niderlande)

13



Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 7 8

41 09-0454 | Finasteride Portfarmgrinasteridum PVDH/PE/PVH/Al|Portfarma ehf, |UK/H/1466/001/1B/002 | IB C.1.3. a Izmaii veikSana, ko pieprassi
5 mg film-coated blisteris N30, N100|Islande Agenfira, pamatojoties uz steidzamu ar
tablets, Film-coated N28 dro3bu saisitu ierobezojumu, #u klasei
tablets, 5 mg rakstuigo informiaciju, PADZ, Riskvatbas

plana, datu, kas iesniegti sagkar Regulas
(EK)Nr. 1901/2006 45./46. pantu,
NOVErtgjumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus dat(
(Izmainas zlu aprakst (4.3;4.4;4.6;4.8) un
lietoSanas instrukdij(2;4); papildirata
dro3bas informacija un bidinajumi par kiits
vézi risku virieSiem saigba ar finasteida
lietoSanu)

42 09-0386 | Gessedil 5 mg/ml |Oxaliplatinum 20 ml Stikla flakonsEgis DK/H/1551/001/IA/002 | IA B.ll.b.1.a Sekuadas iepakoSanas vietas
powder for solution fo N1 Pharmaceuticals aizstiSana vai pievienoSana (Tiek pievienof
infusion, 100 mg/20 PLC, Undirija jauna sekunitas iepakoSanas vieta Med-X-
ml, Powder for Press, Alte Heestfe 9, Vacija)
solution for infusion, 5
ma/ml

43 09-0385 | Gessedil 5 mg/ml  |Oxaliplatinum 10 ml Stikla flakongEgis DK/H/1551/001/IA/002 | IA B.ll.b.1.a Sekuadas iepakoSanas vietas
powder for solution fo N1 Pharmaceuticals aizskSana vai pievienoSana (Tiek pievienof
infusion, 50 mg/10 ml PLC, Ungirija jauna sekunatas iepakosanas vieta Med-X-
Powder for solution fd Press, Alte Heestpa 9, \acija)
infusion, 5 mg/ml

44 07-0268 | Hedonin 100 mg filmQuetiapini fumaras| Blisteris N180, N3Qannacher DK/H/1103/002/I1B/017 |IB B.II.f.1b1 UzglataSanas laika pagatifang
coated tablets, Film- N240, N100, N60, |Heilmittel gatavajam produktam, kas iepakots
coated tablets, 100 mg N50, N3, N20, Ges.m.b.H., pardoSanai, pamatojoties uzl# laika datiem

N120, N28, N90, |Austrija (mairgs no 3 gadiem uz 4 gadiem)
N98, N1, N6, N10

45 07-0269 | Hedonin 200 mg filmQuetiapini fumaras| Blisteris N180, |Lannacher DK/H/1103/003/I1B/017 |IB B.II.f.1b1 UzglataSanas laika pagatifang
coated tablets, Film- N100, N240, N30, |Heilmittel gatavajam produktam, kas iepakots
coated tablets, 200 mg N3, N50, N60, N20|Ges.m.b.H., pardoSanai, pamatojoties uzl# laika datiem

N120, N28, N90, |Austrija (mairgs no 3 gadiem uz 4 gadiem)

N98, N1, N6, N10

14
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Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 7 8
46 07-0266 | Hedonin 25 mg + 10[Quetiapini fumaras| 100 mg Blisteris NBannacher DK/H/1103/005/I1B/017 |IB B.II.f.1b1 UzglataSanas laika pagatifang
mg film-coated tabletg, 25 mg Blisteris N6 |Heilmittel gatavajam produktam, kas iepakots
Film-coated tablets, 2b Ges.m.b.H., pardoSanai, pamatojoties uzla laika datiem
mg and 100 mg Austrija (mairgs no 3 gadiem uz 4 gadiem)
a7 07-0267 | Hedonin 25 mg film-|Quetiapini fumaras| Blisteris N180, |Lannacher DK/H/1103/001/I1B/017 |IB B.II.f.1b1 UzglataSanas laika pagatifang
coated tablets, Film- N240, N30, N100, |Heilmittel gatavajam produktam, kas iepakots
coated tablets, 25 mg N60, N3, N50, Ges.m.b.H., pardoSanai, pamatojoties uzla laika datiem
N120, N20, N98, |Austrija (mairgs no 3 gadiem uz 4 gadiem)
N28, N90, N6, N10
N1
ABPE pudele N60
48 07-0270 | Hedonin 300 mg filmQuetiapini fumaras| Blisteris N180, N3Qannacher DK/H/1103/004/1B/017 |IB B.Il.f.1b1 UzglalaSanas laika pagatifang
coated tablets, Film- N100, N240, N60, |Heilmittel gatavajam produktam, kas iepakots
coated tablets, 300 mg N3, N50, N20, Ges.m.b.H., pardoSanai, pamatojoties uzla laika datien
N120, N98, N28, |Austrija (mairgs no 3 gadiem uz 4 gadiem)
N90, N10, N6, N1
49 09-0369 | Ibalgin Fast 400 mg |lbuprofenum PVH/PE/Aclar/alu-{Zentiva a.s., CZ/H/0184/001/1A/001/F IA B.Il.d.2.a Nelielas iznpais apstipriataja

film-coated tablets,
Film-coated tablets,
400 mg

minija blisteris N12
N6

Cehija

gataw produkta testa procad (Grupsta
izmaipa; nelielas izmaias "LiZna saisto
savienojumu" testa metodes ga€juma daa
(3.2.P.5.2 Ana¥u metodes) - tiek pievienoti
anaizu dati no 3.2.P.5.3. Andu metoZzu
validacija); 1A B.1l.d.1.z Gata# produkta
specifikacijas parametru un/vai ierobezojumu
izmaias. Citas izmais (Grupta izmaia,;
tiek maints gata@ produkta specifikcijas
(3.2.P.5) numurs no PNY 401669/08-03 ug
PNY 401669/08-04); IA B.ll.d.2.a Nelielas
izmainas apstipriataja gatad produkta testa
procedira (Identifikacijas tesi ibupro&na
noteikSanai ar UV spektru turpintiks
noradits izmantojamais UV Wa garuma
diapazons no 23@dz 400nm)
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Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 7 8
50 05-0635 | Infanrix polio Vaccinum 0,5 ml/deva GlaxoSmithKline |FR/H/0251/002/IB/043 | IB 12b2. Jaunarpaudes parametra
suspension for diphtheriae, tetani, |Piln§irce N20, N1, |Biologicals S.A., pievienoSana
injection in pre-filled |pertussis sine N10 Belgija izejmaterilla/starpprodukta/regnta, ko
syringe, Suspension flcellulis ex elementif0,5 ml/deva izmanto akivas vielas razoSanas proées
injection in pre-filled |preparatum et PilnSirce ar 1 adaty specifilacijai (Tiek pievienotas jaunas
syringe polimyelitidis N20, N1, N10 parbaudes metodes|éeseruma specifikija
inactivatum 0,5 ml/deva athilstoSi spka esoSajai Eiropas
adsorbatum PilnSirce ar 2 Farmakopejas monaifijai 2262, ka an tiek
adaim N20, N1, noteikti stingéki ierobezojumi endotoksam
N10 bija: < 50.00 EU per ml, is: < 10.00 EU per
ml)
51 00-1011 | Infanrix-IPV + Hib, [Vaccinum 0,5 ml Pilngirce + |GlaxoSmithKline IB 12b2. Jaunagsbaudes parametra

Powder and suspensi

for suspension for
injection

diphtheriae, tetani,
pertussis,
poliomyelitidis
inactivatum et
haemophyli stirpe k
coniugatum
adsorbatum

flakons
N100, N50, N20,
N1, N10

Biologicals S.A.,
Belgija

pievienoSana
izejmaterilla/starpprodukta/regnta, ko
izmanto akivas vielas razoSanas proées
specifilacijai (Tiek pievienotas jaunas
parbaudes metodes|éeseruma specifikija
athilstoSi spka esoSajai Eiropas
Farmakopejas monaifijai 2262, la an tiek
noteikti stingéki ierobezZojumi endotoksam
bija: < 50.00 EU per ml, is: < 10.00 EU per

ml)
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Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 8
52 03-0296 | Kabiven emulsion fofCalcii chloridum, [2053 ml Tiskameru|Fresenius Kabi IB 17a. Izmahas akivas vielas athkrtotas

infusion, Emulsion forlMagnesii sulfas, |maisiS N1 AB, Zviedrija parbaudes termi (Aktivai vielai Isoleucinunp

infusions Glucosum, Oleum |1540 ml Polingra razofjs Evonik Rexim (Nanning)
Sojae raffinatum, |maiss N4 Pharmaceutical co.,LTKina piesaka
Alaninum, 2566 ml Excel maig atkartotas prbaudes termiu 24 n&nesi)
Argininum, N2
Methioninum, 2053 ml Excel mais

Leucinum, Acidum

asparticum, Acidunp1026 ml Tiskameru

glutaminicum,
Glycinum,
Histidinum,
Isoleucinum,
Lysinum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum,
Valinum, Natrii
glycerophosphas,
Kalii chloridum,
Natrii acetas

N2

maisinS N1

1026 ml Polinara
maiss N4

2566 ml Biofine
maiss N3

1540 ml Tiskameru
maisinS N1

2053 ml Biofine
maiss N4

2566 ml Tiskameru
maisinS N1
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Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 8
53 03-0296 | Kabiven emulsion fofCalcii chloridum, [2053 ml Tiskameru|Fresenius Kabi IB 17a. Izmahas akivas vielas athkrtotas

infusion, Emulsion forlMagnesii sulfas, |maisiS N1 AB, Zviedrija parbaudes termi (Aktivai vielai Glycinum

infusions Glucosum, Oleum |1540 ml Polingra razofjs Evonik Rexim (Nanning)
Sojae raffinatum, |maiss N4 Pharmaceutical co.,LTKina piesaka
Alaninum, 2566 ml Excel maig atkartotas prbaudes termiu 24 n&nesi)
Argininum, N2
Methioninum, 2053 ml Excel mais

Leucinum, Acidum

asparticum, Acidunp1026 ml Tiskameru

glutaminicum,
Glycinum,
Histidinum,
Isoleucinum,
Lysinum,
Phenylalaninum,
Prolinum, Serinum,
Threoninum,
Tryptophanum,
Tyrosinum,
Valinum, Natrii
glycerophosphas,
Kalii chloridum,
Natrii acetas

N2

maisinS N1

1026 ml Polinara
maiss N4

2566 ml Biofine
maiss N3

1540 ml Tiskameru
maisinS N1

2053 ml Biofine
maiss N4

2566 ml Tiskameru
maisinS N1
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Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 8
54 03-0296 | Kabiven emulsion fofCalcii chloridum, [2053 ml Tiskameru|Fresenius Kabi IB 17a. Izmahas akivas vielas athkrtotas
infusion, Emulsion forlMagnesii sulfas, |maisiS N1 AB, Zviedrija parbaudes termi (Aktivai vielai Valinum
infusions Glucosum, Oleum |1540 ml Polingra razofjs Evonik Rexim (Nanning)
Sojae raffinatum, |maiss N4 Pharmaceutical co.,LTKina piesaka
Alaninum, 2566 ml Excel maig atkartotas prbaudes termiu 24 n&nesi)
Argininum, N2
Methioninum, 2053 ml Excel mais
Leucinum, Acidum |N2
asparticum, Acidunp1026 ml Tiskameru
glutaminicum, maisiS N1
Glycinum, 1026 ml Polingra
Histidinum, maiss N4
Isoleucinum, 2566 ml Biofine
Lysinum, maiss N3
Phenylalaninum, 1540 ml Ttskameru
Prolinum, Serinum,maishS N1
Threoninum, 2053 ml Biofine
Tryptophanum, maiss N4
Tyrosinum, 2566 ml Tiskameru
Valinum, Natrii maisinS N1
glycerophosphas,
Kalii chloridum,
Natrii acetas
55 04-0390 | Kamillosan plus Chamomillae floreqd30 ml Stikla pudéate|Meda Pharma IB 37b. Jaunagbaudes metodes parametr

oromucosal spray,
Oromucosal spray

extractum, Mentha
piperitae
aetheroleum, Anisi
aetheroleum,
Chamomillae
aetheroleum

H(tum3a) N1

GmbH & Co.KG,
Vacija

15%

pievienoSana gatawprodukta specifikcijai
(Pievienota alternata metode etanola
kvantitatva satura noteikSanai;
mikrobiologiska tiriba tiks noteikta atbilstoSi
Ph.Eur. 5.1.4 metodei)
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2

3

4

5

7

8

56

07-0332

Ketilept 100 mg film-
coated tablets, Film-
coated tablets, 100 m

Quetiapinum

Blisteris N30, N60
100 mg Stikla
pudeite (tumsa)
N30, N60

Egis
Pharmaceuticals
PLC, Undirija

HU/H/0126/002/I1B/014

IB C.I.3. a Izmai veikSana, ko pieprassi
Agenfira, pamatojoties uz steidzamu ar
dro3bu saisitu ierobezojumu, #u klasei
rakstuigo informiaciju, PADZ, Riskvatbas
plana, datu, kas iesniegti sagkar Regulas
(EK)Nr. 1901/2006 45./46. pantu,
NOVErtgjumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Pievienota inforracija par venozas
trombembolijas risku atbilstoSi PhVWP
apstipriritajam tekstam)

)

57

07-0333

Ketilept 150 mg film-
coated tablets, Film-
coated tablets, 150 m|

Quetiapinum

Stikla pudaé
(tum3a) N30, N60
Blisteris N30, N60

Egis
Pharmaceuticals
PLC, Undirija

HU/H/0126/003/IB/014

IB C.1.3. a Izmaul veikSana, ko pieprgssi
Agenfira, pamatojoties uz steidzamu ar
drodbu saistu ierobeZojumu, #u klasei
rakstuigo informiciju, PADZ, Riskvatbas
plana, datu, kas iesniegti saakar Regulas
(EK)Nr. 1901/2006 45./46. pantu,
nowertejumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Pievienota inforracija par venozas
trombembolijas risku atbilstoSi PhVWP
apstipriratajam tekstam)

n

58

07-0334

Ketilept 200 mg film-
coated tablets, Film-
coated tablets, 200 m

Quetiapinum

Stikla pudeae
(tumSa) N30, N60
Blisteris N30, N60

Egis
Pharmaceuticals
PLC, Undirija

HU/H/0126/004/I1B/014

IB C.1.3. a Izmai veikSana, ko pieprgssi
Agenfira, pamatojoties uz steidzamu ar
dro3bu saisitu ierobezojumu, #u klasei
rakstuigo informiaciju, PADZ, Riskvatbas
plana, datu, kas iesniegti sagkar Regulas
(EK)Nr. 1901/2006 45./46. pantu,
NOVErtgjumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Pievienota inforracija par venozas
trombembolijas risku atbilstoSi PhVWP
apstipriritajam tekstam)

(%)
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59

07-0331

Ketilept 25 mg film-
coated tablets, Film-
coated tablets, 25 mg

Quetiapinum

Blisteris N30, N60
25 mg Stikla
pudeite (tumsa)
N30, N60

Egis
Pharmaceuticals
PLC, Undirija

HU/H/0126/001/IB/014

IB C.I.3. a Izmai veikSana, ko pieprassi
Agenfira, pamatojoties uz steidzamu ar
dro3bu saisitu ierobezojumu, #u klasei
rakstuigo informiaciju, PADZ, Riskvatbas
plana, datu, kas iesniegti sagkar Regulas
(EK)Nr. 1901/2006 45./46. pantu,
NOVErtgjumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Pievienota inforracija par venozas
trombembolijas risku atbilstoSi PhVWP
apstipriritajam tekstam)

)

60

07-0335

Ketilept 300 mg film-
coated tablets, Film-
coated tablets, 300 m|

Quetiapinum

Stikla pudaé
(tum3a) N30, N60
Blisteris N30, N60

Egis
Pharmaceuticals
PLC, Undirija

HU/H/0126/005/I1B/014

IB C.1.3. a Izmaul veikSana, ko pieprgssi
Agenfira, pamatojoties uz steidzamu ar
drodbu saistu ierobeZojumu, #u klasei
rakstuigo informiciju, PADZ, Riskvatbas
plana, datu, kas iesniegti saakar Regulas
(EK)Nr. 1901/2006 45./46. pantu,
nowertejumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Pievienota inforracija par venozas
trombembolijas risku atbilstoSi PhVWP
apstipriratajam tekstam)

n

61

01-0093

Mycomax 150 mg han
capsules, Capsules,
hard, 150 mg

Fluconazolum

Blisteris N3, N1

Zentiva k.s.,
Cehija

IA 15a. Jauna vai atjaunota Eiropas
farmakopejas atbil#ias sertifilita
iesniegSana par alwo vielu vai
izejmaterilu/regzentu/starpproduktu, ko
izmanto akivas vielas razoSanas progem
pasreiz apstiprita razotija (Atjaunota
Eiropas farmakopejas atbilsas sertifikita
iesniegSana par alb vielu Fluconazolum ndg
razofja Matrix Laboratories Limited, Indija |
bija RO-CEP 2007-256-REV 00ii® RO-CEP
2007-256-REV 01)
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62 09-0185 | Mycophenolate Mycophenolas Blisteris N150, N50] Accord UK/H/1055/001/IA/005 | IA B.lll.1.al Jauna Eiropas Feakopejas
Mofetil Accord 500 |mofetil Healthcare athilsthas sertifilita iesniegSana par akb
mg film-coated tabletg, Limited, vielu vai izejmatetilu/regzentu/starpprodukt
Film-coated tablets, Lielbritanija ko izmanto aktas vielas razoSanas
500 mg proced/paligvielu no paSreiz apstipfita
razofja (Tiek iesniegts jauns Eiropas
Farmakopejas atbiiftas sertifikits RO-CEP
2007-052-Rev 00 par akb vielu -
mycophenolate mofetil - no paSreiz
apstipririta razodja - Biocon Limited, Indija
63 04-0187 |Nephrotect solution fdL-isoleucinum, L- 250 ml Stikla Fresenius AG, IB 17a. Izmanhas akivas vielas atkrtotas
infusion, Solution for [Leucinum, L-Lysini|pudeite N10 Vacija parbaudes termi (Aktivai vielai Glycinum
infusion monoacetatum, L- [500 ml Stikla razotijs Evonik Rexim (Nanning)

Methioninum,
Acetylcysteinum, L
Phenylalaninum, L
Threoninum, L-
Tryptophanum, L-
Valinum, L-
Argininum, L-
Histidinum,
Glycinum, L-
Alaninum, L-
Prolinum, L-
Serinum, L-
Tyrosinum, N-
glycyl-L-tyrosinum

pudeite N10

Pharmaceutical co.,LTKina piesaka
atkartotas prbaudes termi)
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64

04-0187

Nephrotect solution fd
infusion, Solution for

infusion

L-isoleucinum, L-
Leucinum, L-Lysini
monoacetatum, L-
Methioninum,
Acetylcysteinum, L
Phenylalaninum, L
Threoninum, L-
Tryptophanum, L-
Valinum, L-
Argininum, L-
Histidinum,
Glycinum, L-
Alaninum, L-
Prolinum, L-
Serinum, L-
Tyrosinum, N-
glycyl-L-tyrosinum

250 ml Stikla
pudeite N10
500 ml Stikla
pudeite N10

Fresenius AG,
Vacija

IB 17a. Izmahas akivas vielas athkrtotas
parbaudes termi (Aktivai vielai Valinum
razofjs Evonik Rexim (Nanning)
Pharmaceutical co.,LTKina piesaka
atkartotas prbaudes termiu 24 n&nesi)

65

04-0187

Nephrotect solution fd
infusion, Solution for

infusion

L-isoleucinum, L-
Leucinum, L-Lysini
monoacetatum, L-
Methioninum,
Acetylcysteinum, L
Phenylalaninum, L
Threoninum, L-
Tryptophanum, L-
Valinum, L-
Argininum, L-
Histidinum,
Glycinum, L-
Alaninum, L-
Prolinum, L-
Serinum, L-
Tyrosinum, N-
glycyl-L-tyrosinum

250 ml Stikla
pudeite N10
500 ml Stikla
pudeite N10

Fresenius AG,
Vacija

IB 17a. Izmahas akivas vielas atkrtotas
parbaudes termi (Aktivai vielai Isoleucinunp
razofjs Evonik Rexim (Nanning)
Pharmaceutical co.,LTKina piesaka
atkartotas prbaudes termiu 24 n&nesi)
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66 10-0147 | Nicorette Icemint GupNicotinum PVH/PVDH McNeil AB, IA 15b 2. Jauna vai atjaunota Eiropas
2 mg medicated alumnija blisteris |Zviedrija farmakopejas atbil#ias sertifilita
chewing gum, N24, N105, N30, iesniegSana par aklo vielu vai
Medicated chewing N12, N15, N48, izejmaterilu/regzentu/starpproduktu, ko
gum, 2 mg N90, N210, N96, izmanto akivas vielas razoSanas progem
N204 jauna razdtja (aizsiSana vai jauna raZija
pievienoSana) (Pievieno jaunu s vielas
Nicotinum razaiju Cambrex Charles City,
ASV ar jaunu Eiropas farmakopejas
atbilstbas sertifilitu RO-CEP 2008-171-Re\
[a%a)
67 10-0148 | Nicorette Icemint GuNicotinum PVH/PVDH McNeil AB, IA 15b 2. Jauna vai atjaunota Eiropas
4 mg medicated alumnija blisteris |Zviedrija farmakopejas atbildtas sertifilita
chewing gum, N105, N24, N30, iesniegSana par alb vielu vai
Medicated chewing N15, N12, N48, izejmaterilu/regzentu/starpproduktu, ko
gum, 4 mg N90, N210, N96, izmanto akivas vielas razoSanas proge®
N204 jauna raZdtja (aizsiSana vai jauna raZpa
pievienoSana) (Pievieno jaunu &k vielas
Nicotinum razadju Cambrex Charles City,
ASV ar jaunu Eiropas farmakopejas
atbilstbas sertifilitu RO-CEP 2008-171-Re\
00)
68 96-0151 | No-spa 40 mg/2 ml |Drotaverini 2 ml Ampula N5, |Sanofi-aventis IB 37b. Jaunagbaudes metodes parametr
solution for injection, [hydrochloridum N25 Latvia SIA, pievienoSana gata\produkta specifikcijai
Solution for injection, Latvija (Pievienots parametrs bakt#d endotoksu

40 mg/2 ml

noteikSana atbilstosi Eiropas farmakopejag
pragbam)

15%
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69 96-0151 | No-spa 40 mg/2 ml |Drotaverini 2 ml Ampula N5, |Sanofi-aventis IB 7c. Gatad produkta razoSanas vietas
solution for injection, [hydrochloridum N25 Latvia SIA, aizstiSana vai jaunas vietas lakSana vis

Solution for injection,
40 mg/2 ml

Latvija

razoSanas procesai ta dda, iznemot §rijas
izlaidi (Gatav produkta razaja Chinoin

Pharmaceutical and Chemical Works Privdte

Co.Ltd. razoSanas vietas mai- bija H-1045
Budapest, To u 1-5, Uagja, bas H-3510
Miskolc, Csanyikvolgy, Ungrija); IA 7a.
Sekundra iepakoSanas vietas aiz$ana vai
jaunas vietas idauSana visrazoSanas
proced vai ta dda visu veidu z]u formam
(IzrietoSa izmaja; sekundra iepakodja
Chinoin Pharmaceutical and Chemical Wo
Private Co.Ltd. razoSanas vietas maai bija
H-1045 Budapest, To u 1-5, Uarga, bus H-
3510 Miskolc, Csanyikvolgy, Uragija); IB 7b
2. Priniira iepakoSanas vietas aizsana vai
jaunas vietas idauSana visrazoSanas
proced vai ta dda mikstam (pusg&idram) vai
Skidram zalu formam (IzrietoSa izmaia;
primara iepakogja Chinoin Pharmaceutical
and Chemical Works Private Co.Ltd.
razoSanas vietas mai - bija H-1045
Budapest, To u 1-5, Uagja, bas H-3510
Miskolc, Csanyikvolgy, Ungrija); I1A 8b 2.
Razofija, kas ir athil@igs par 8rijas izlaidi,
aizstiSana vai pievienoSana arifas mrbaudi
(IzrietoSa izmaija; raZodja, kas veic gatav
produkta &rijas izlaidi Chinoin

ks

Pharmaceutical and Chemical Works Privdte

Co.Ltd. razoSanas vietas mai- bija H-1045
Budapest, To u 1-5, Uagja, bas H-3510
Miskolc, Csanyikvolgy, Ungrija)
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70

98-0852

Ofloxin 200 mg film-
coated tablets, Film-
coated tablets, 200 m

Ofloxacinum

Blisteris N20, N10

Zentiva k.s.,
Cehija

IA 15a. Jauna vai atjaunota Eiropas
farmakopejas atbil#ias sertifilita
iesniegSana par alwo vielu vai
izejmaterilu/regzentu/starpproduktu, ko
izmanto akivas vielas razoSanas progem
pasreiz apstipriita razotija (Atjauno Eiropag
farmakopejas atbildias sertifilgtu par akivo
vielu Ofloxacinum no razaja Ranbaxy
Laboratories Limited, Indija - bija R1-CEP
2000-106-Rev 02,3 R1-CEP 2000-106-R4
03)

Y

71

05-0223

Perfalgan 10 mg/ml
solution for infusion,
Solution for infusion,
1000 mg/100 ml

Paracetamolum

100 ml Flakons N
100 ml Poliproping
maisinS N50

[BYistol-Myers
Squibb
Gyogyszerkeresk
delmi Kift.,
Ungarija

FR/H/0197/001/IA/057/G

IA B.1l.e.6.b Izm@as, kas attiecas uz jebkd
(primara) iepakojuma matedia ddu, kas
nesaskaras ar gatavo produktu (gEeam,
nonemamu ¥cinu krasa, kisu koda gredzen
uz ampuim, adatu aizsargu mg (izmantota|
citada plastmasa)) un kas neskar produkta
informaciju (Grugeta izmaia; nelielas
izmainasareja iepakojuma raguma Modul
3.2.P.7); IA B.ll.e.2.c Neiltiska
specifilacijas parametra #voSana no gatav
produkta prinara iepakojuma specifiicijas
(pieneram, novecojuSa parametratseSana)
(Tiek nomaiiita karsi zZimogoSanas folija, af
ko parklaj vairakslana plastmasas maisus
(primarais iepakojums) no SV 19811 uz
B5603AB; nomainot foliju, mais af tas
specifikacija)

72

09-0083

Perindap 2 mg/0,624
mg tablets, Tablets, 2
mg/0,625 mg

Tert-Butylamini
perindoprilum,
Indapamidum

Al/OPA/AI/PVH
blisteris N30, N100
N14, N50, N60,
N20, N90, N28,
N56, N500

Ratiopharm
GmbH, Vacija

PT/H/0176/001/1A/013

IA A.1. Rastracijas aplietbasipasnieka
nosaukuma un/vai adreses iznzs (Mairas
registracijas aplietbasipasnieka adrese no
ratiopharm Nederland bv, Ronde Tocht 11
1507 CC Zaandam,ierlande, uzratiopharn
Nederland bv, Florapark 4, 2012 HK
Haarlem, Nderlande; izmaias attiecas uz

=)

Niderlandi)
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73 09-0016 |Perindap 4 mg/1,25 njTert-Butylamini Al/OPA/AI/PVH Ratiopharm PT/H/0176/002/1A/013 | IA A.1l. Réstracijas aplietbasipasnieka
tablets, Tablets, 4 perindoprilum, blisteris N100, N30|GmbH, Vacija nosaukuma un/vai adreses iznzs (Mairas
mg/1,25 mg Indapamidum N14, N60, N50, registracijas aplietbasipasnieka adrese no
N20, N28, N90, ratiopharm Nederland bv, Ronde Tocht 11
N56, N500 1507 CC Zaandam,ilerlande, uzratiopharn
Nederland bv, Florapark 4, 2012 HK
Haarlem, Nderlande; izmaias attiecas uz
Niderlandi)
74 09-0506 | Piperacillin/Tazobaci®iperacillinum, Stikla flakons N5, |Hexal AG, Vacija [SE/H/0855/001/IA/004 | IA B.ll.b.2.ag8jas mrbaudes/tegBanas
m Hexal 2,0 g/0,25 g [Tazobactamum N12, N50, N1, N10 vietas aizgtSana vai pievienoSana (Tiek
powder for solution fo pievienota jaunasgsijas parbaudes vieta -
injection or infusion, Sandoz GmbH, Biochemiestr. 10, A-6250
Powder for solution fd Kundl, Austrija)
injection or infusion,
2,09/0,25 g
75 09-0507 | Piperacillin/Tazobact&iperacillinum, Stikla flakons N5, [Hexal AG, \acija | SE/H/0855/002/IA/004 | 1A B.ll.b.2.ag8jas mrbaudes/tesBanas
m Hexal 4,0 g/0,5 g [Tazobactamum N50, N12, N10, N1 vietas aizgtSana vai pievienoSana (Tiek
powder for solution fo pievienota jaunagsijas parbaudes vieta -
injection or infusion, Sandoz GmbH, Biochemiestr. 10, A-6250
Powder for solution fd Kundl, Austrija)
injection or infusion,
4,09/0,5¢
76 08-0219 | Plasma Volume Poly(O-2- 500 ml Polietitna [Baxter DE/H/1210/001/1A/005 | IA A.1. Réstracijas aplietbasipaSnieka
solution for infusion, [hydroxyethyl) maiss N10 Deutschland nosaukuma un/vai adreses iz (no Baxtg
Solution for infusion [amylum , Natrii GmbH, Vacija Vertriebs GmbH, Landstpar Hauptstrge

chloridum, Kalii
chloridum, Calcii
chloridum
dihydricum,
Magnesii chloridum]
hexahydricum,
Natrii acetas
trinydricus

99/Top 2A, 1031 Vienna, Austrija, uz Baxter
Healthcare GmbH, Stella-Klein-Low-Weg 15,
1020 Vienna, Austrija; izmaas attiecas uz
Austriju)
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77 98-0304 | Plendil 10 mg Felodipinum Polirara pudeite  |AstraZeneca AB, IB 14b. Izmanas, kas saighs ar jaunu aktas
prolonged-release N30 Zviedrija vielas razatju vai akivas vielas razoSanas
tablets, Prolonged- proced izmantoi
release tablets, 10 mg izejmaterila/regzenta/starpprodukta razft

(aizsBSana vai jauna raZja ieausana), ja
nav Eiropas farmakopejas athiksts
sertifikata (Pievienots akgas vielas
Felodipinum razajs PCAS Finland Oy,
Somija)

78 98-0304 | Plendil 10 mg Felodipinum Polirara pudeite  [AstraZeneca AB, IB 10. Nelielas izmajas akivas vielas
prolonged-release N30 Zviedrija razoSanas proce¢Saskaa ar Eiropas Zlu
tablets, Prolonged- agenfiras vadiniju par akivajam vielam, no
release tablets, 10 mg razoSanas procesa tiekémtas divas

paligvielas - sodium sulphate dried un celite)

79 98-0304 | Plendil 10 mg Felodipinum Polirara pudeite  [AstraZeneca AB, IB 13b. Izmanas akivas vielas prbaudes
prolonged-release N30 Zviedrija metods, vai akivas vielas razoSanas proge
tablets, Prolonged- izmantofi izejmaterila, starpprodukta, vai
release tablets, 10 mg regzenta arbaudes metas, ieskaitot

parbaudes metodes aiasanu vai
pievienoSanu (Pievienota alterivat
parbaudes metode gtkabes kvantitava
satura noteikSanai-potenciometéisk
noteikSana)

80 98-0305 |Plendil 5 mg prolonggFelodipinum Polirara pudeite  [AstraZeneca AB, IB 14b. Izmanas, kas saigths ar jaunu aiktas

release tablets,
Prolonged-release
tablets, 5 mg

N30

Zviedrija

vielas razatju vai akivas vielas razoSanas
proced izmantoi
izejmaterila/regzenta/starpprodukta razft
(aizstSana vai jauna raZja iejausana), ja
nav Eiropas farmakopejas athiksts
sertifikata (Pievienots akgas vielas
Felodipinum razajs PCAS Finland Oy,
Somija)
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81 98-0305 |Plendil 5 mg prolonggFelodipinum Polirara pudeite  [AstraZeneca AB, IB 10. Nelielas izmajas akivas vielas
release tablets, N30 Zviedrija razoSanas proce¢Saskaa ar Eiropas Zlu
Prolonged-release agenfiras vadiniju par akivajam vielam, no
tablets, 5 mg razoSanas procesa tiekémtas divas

paligvielas - sodium sulphate dried un celite)

82 98-0305 |Plendil 5 mg prolonggFelodipinum Polirara pudeite  |AstraZeneca AB, IB 13b. Izmanas akivas vielas prbaudes
release tablets, N30 Zviedrija metods, vai akivas vielas razoSanas proge
Prolonged-release izmanto#i izejmaterila, starpprodukta, vai
tablets, 5 mg regzenta arbaudes metas, ieskaitot

parbaudes metodes aiasanu vai
pievienoSanu (Pievienota alterivat
parbaudes metode gtkabes kvantitava
satura noteikSanai-potenciometéisk
noteikSana)

83 97-0645 | Pulmicort TurbuhalefBudesonidum 100 mcg/dose AstraZeneca AB, IA 9. Jebkuras raZzoSanas vietagregana
100 micrograms/dose Inhalators N200  |Zviedrija (ieskaitot razoSanas vietas &kjai vielai;
inhalation powder, starpproduktam vai gatavajam produktam;
Inhalation powder, 10 iepakoSanas vietu; raég, kurs ir atbildgs
mcg/dose par €rijas izlaidi un razoSanas vietu, kur

serijas kvalifites f@rbaude notiek) (Strots
galaprodukta raZajs Corden Pharma GmbH
Vacija)

84 97-0646 | Pulmicort TurbuhalefBudesonidum 200 mcg/dose AstraZeneca AB, IA 9. Jebkuras raZzoSanas vietagregana

200 micrograms/dose Inhalators N100  |Zviedrija (ieskaitot razoSanas vietas @kjai vielai;

inhalation powder ,
Inhalation powder, 20
mcg/dose

starpproduktam vai gatavajam produktam;
iepakoSanas vietu; ra&g, kurs ir atbildgs
par €rijas izlaidi un razoSanas vietu, kur
serijas kvalitites @rbaude notiek) (Strots
galaprodukta raZajs Corden Pharma GmbH
Vacija)
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85 08-0343 | Quetiapine Teva 10QQuetiapinum PVH/PE/Aclar/alu{Teva Pharma  [UK/H/1228/002/1B/001 | IB C.1.3. a Izmail veikSana, ko pieprassi
mg film-coated tabletg, minija blisteris N30}B.V., Niderlande Agenfira, pamatojoties uz steidzamu ar
Film-coated tablets, N100, N50, N60, dro3bu saisitu ierobezojumu, #u klasei
100 mg N20, N90, N10, N1 rakstuigo informiaciju, PADZ, Riskvatbas
ABPE pudele N100Q, plana, datu, kas iesniegti sagkar Regulas
N250 (EK)Nr. 1901/2006 45./46. pantu,
NOVErtgjumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Zalu apraksts un lietoSanas instrukcija
papildirati ar informaciju par venois
trombembolijas risku atbilstoSi PhVWP
apstipriritajiem tekstiem)
86 08-0340 | Quetiapine Teva 20QQuetiapinum ABPE pudele N25[leva Pharma  |UK/H/1228/004/IB/001 | IB C.I.3. a Izmaiil veikSana, ko pieprgssi

mg film-coated tablets
Film-coated tablets,
200 mg

N100

Aluminija blisteris
N100, N30, N50,
N60, N20, N90, N1
N10

B.V., Niderlande

Agenfira, pamatojoties uz steidzamu ar
dro3bu saisitu ierobezojumu, #u klasei
rakstuigo informiaciju, PADZ, Riskvatbas
plana, datu, kas iesniegti sagkar Regulas
(EK)Nr. 1901/2006 45./46. pantu,
NOVErtgjumu un saigba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Zalu apraksts un lietoSanas instrukcija
papildirati ar informaciju par venois
trombembolijas risku atbilstoSi PhVWP
apstipriritajiem tekstiem)

)
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87 08-0342 |Quetiapine Teva 25 njQuetiapinum PVH/PE/Aclar/alunTeva Pharma  [UK/H/1228/001/IB/001 | IB C.1.3. a Izmail veikSana, ko pieprassi
film-coated tablets, inija blisteris N100,|B.V., Niderlande Agenfira, pamatojoties uz steidzamu ar
Film-coated tablets, 2b N30, N60, N50, dro3bu saisitu ierobezojumu, #u klasei
mg N20, N90, N6, N10 rakstuigo informiaciju, PADZ, Riskvatbas
N1 plana, datu, kas iesniegti sagkar Regulas
ABPE pudele N100, (EK)Nr. 1901/2006 45./46. pantu,
N250 NOVErtgjumu un saisba ar kuam registracijas
aplieabasipasnieks neiesniedz jaunus daty
(Zalu apraksts un lietoSanas instrukcija
papildirati ar informaciju par venois
trombembolijas risku atbilstoSi PhVWP
apstipriritajiem tekstiem)
88 05-0211 | Roferon-A 3 million |Interferonum alfa-2g 0,5 ml Pillikce N5,|Roche Latvija  [NL/H/0028/011/IA/005/GF 1A B.1l.b.2b1 Pagsjas izlaidi atbildga
international units N30, N12, N1, N6 |SIA, Latvija raZzofja aizsiSana vai pievienoSana bez
(MIU) solution for serijas parbaudes/tegBanas (Izmai iekauta
injection in pre-filled grup ar NL/H/0352/001 - Copegus 200mg
syringe, Solution for film-coated tablets; tiek aizvietots raZjst-
injection in a pre-filled mairas no Roche Pharma AG, Emil-Barell-
syringes, 3 MIU/0,5 nf Str.1, D-79639 Grenzach-Wyhlenagija, uz
Roche Oy, P.O. Box 12, Klovinpellontie 3,
02181 Espoo, Somija; izmgs attiecas uz
Somiju)
89 99-0703 | Stodal syrup, Syrup Anemone pulsati2@0 ml Stikla Laboratoires IA 43a 1. Merierices vai ievadanas iaces,

Bryonia dioica,
Rumex crispus,
Ipecacuanha,
Spongia tosta, Stic
pulmonaria,
Antimonium
tartaricum,
Myocarde, Coccus
cacti, Drosera

pudeite N1

Boiron, Francija

kura nav tied iepakojuma neaemama
sasivdala, pievienosana vai aizsana
(iznemot doztas devas inhalatorudjtelpas)
(Primarajam iepakojumam pievienots
merkaushs)
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90 01-0436 | Teveten 600 mg film{Eprosartanum Blisteris N14, N2gSolvay IA 5. Gatav produkta raza@ja nosaukuma
coated tablets, Coatefl N56 Pharmaceuticals un/vai adreses mg (Nosaukums maiis no
tablets, 600 mg B.V., Niderlande Solvay Pharmaceuticals SAS uz Abbott

Healthcare SAS, Francija)

91 01-0436 | Teveten 600 mg film{Eprosartanum Blisteris N14, N2gSolvay IA 5. Gatav produkta raza@ja nosaukuma
coated tablets, Coatefl N56 Pharmaceuticals un/vai adreses mg (Nosaukums maiis no
tablets, 600 mg B.V., Niderlande Solvay Pharmaceuticals GmbH uz Abbott

Products GmbH, ija)

92 01-0436 | Teveten 600 mg film{Eprosartanum Blisteris N14, N2gSolvay IA 5. Gatav produkta raza@ja nosaukuma
coated tablets, Coatefl N56 Pharmaceuticals un/vai adreses mg (Nosaukums maiis no
tablets, 600 mg B.V., Niderlande Solvay Pharmaceuticals B.V. uz Abbott

Biologicals B.V., Nderlande)

93 00-1004 |Tomudex 2 mg powdqRaltitrexedum Stikla flakons N1 Hospira UK IB 17a. Izmanas akivas vielas atkrtotas
for infusion, Powder Limited, parbaudes termia (Pamatojoties uz ilgtermea
for infusion, 2 mg Lielbritanija stabilitates @Etijjumiem, akivas vielas

Raltitrexed atkrtotas @arbaudes terms
pagarirats no 5 gadiem uz 8 gadiem)

94 05-0329 | Torvacard 10 mg filnpAtorvastatinum Al/Al blisteris N30,|Zentiva k.s., CZ/H/0108/001/1B/027 |IB A.2. b Zalu nosaukuma (pi&#ta) izmainag
coated tablets, Film- N90 Cehija (Mainas z]u nosaukums lgauijno
coated tablets, 10 mg TORVACARD 10 uz TORVACARD 10 MG

95 05-0330 | Torvacard 20 mg filnpAtorvastatinum Al/Al blisteris N30,|Zentiva k.s., CZ/H/0108/002/1B/027 |IB A.2. b Zalu nosaukuma (pi&#ta) izmainag
coated tablets, Film- N90 Cehija (Mainas z]u nosaukums lgaunijno
coated tablets, 20 mg TORVACARD 20 uz TORVACARD 20 MG

96 05-0331 | Torvacard 40 mg filnpAtorvastatinum Al/Al blisteris N30,|Zentiva k.s., CZ/H/0108/003/1B/027 |IB A.2. b Zalu nosaukuma (pi&#ta) izmainag
coated tablets, Film- N90 Cehija (Mainas z]u nosaukums lgauijno

coated tablets, 40 mg

TORVACARD 40 uz TORVACARD 40 MG

32



Izmainas Latvijas Zalu registra

Rikojuma Nr.25 pielikums Nr.3-2

1 2 3 4 5 6 7 8
97 05-0128 | Valcyte 450 mg film-|Valganciclovirum | Pudé&e N60 Roche Latvija |NL/H/0323/001/1A/005/F IA B.ll.b.2b1 Pagsjas izlaidi athildga
coated tablets, Film- SIA, Latvija raZzofja aizsiSana vai pievienoSana bez
coated tablets, 450 mg serijas parbaudes/tegBanas (Izmai iekauta
grup ar NL/H/0352/001 - Copegus 200mg
film-coated tablets; tiek aizvietots raZjst,
mairas no Roche Pharma AG, Emil-Barell-
Str.1, D-79639 Grenzach-Wyhlenagija, uz
Roche Oy, P.O. Box 12, Klovinpellontie 3,
02181 Espoo, Somija; izmgs attiecas uz
Somiju)
98 08-0052 | Valcyte 50 mg/ml  [Valganciclovirum | 12 g Stikla pud#d |Roche Latvija [NL/H/0323/002/1A/005/F IA B.1l.b.2b1 Parsjas izlaidi atbildga

powder for oral
solution, Powder for

oral solution, 50 mg/ml

N1

SIA, Latvija

razotja aizstiSana vai pievienosSana bez
serijas parbaudes/tesBanas (Izmaa ieauta
grupa ar NL/H/0352/001 - Copegus 200mg
film-coated tablets; tiek aizvietots ra#jst,
mairas no Roche Pharma AG, Emil-Barell-
Str.1, D-79639 Grenzach-Wyhlenadija, uz
Roche Oy, P.O. Box 12, Klovinpellontie 3,
02181 Espoo, Somija; izmgis attiecas uz
Somiju)
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99 02-0111 | Vaminolact solution |Alaninum, 100 ml Pudéate N1 |Fresenius Kabi IA 15b 2. Jauna vai atjaunota Eiropas
for infusion, Solution |Argininum, Acidum|500 ml Pudate N1 |AB, Zviedrija farmakopejas atbil#ias sertifilita
for infusion asparticum, Acidun iesniegSana par alwo vielu vai
glutaminicum, izejmaterilu/regzentu/starpproduktu, ko
Glycinum, izmanto akivas vielas razoSanas progem
Histidinum, jauna razdtja (aizsiSana vai jauna raZija
Isoleucinum, pievienoSana) (Pievieno jaunu &k vielas
Cysteinum, Isoleucinum razaju Evonik Rexim
Leucinum, Lysinum (Nanning) Pharmaceutical co.,LTRjna ar
Methioninum, jaunu Eiropas farmakopejas athitegts
Phenylalaninum, sertifikatu)
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tirozinum, Valinum
100 02-0111 | Vaminolact solution |Alaninum, 100 ml Pudéate N1 |Fresenius Kabi IA 15b 2. Jauna vai atjaunota Eiropas

for infusion, Solution
for infusion

Argininum, Acidum|500 ml Pudate N1

asparticum, Acidun
glutaminicum,
Glycinum,
Histidinum,
Isoleucinum,
Cysteinum,
Leucinum, Lysinum
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tirozinum, Valinun

AB, Zviedrija

farmakopejas atbil#ias sertifilita
iesniegSana par aklwo vielu vai
izejmaterilu/regzentu/starpproduktu, ko
izmanto akivas vielas razoSanas progem
jauna raZzdtja (aizsiSana vai jauna raZija
pievienoSana) (Pievieno jaunu s vielas
Glycinum razaiju Evonik Rexim (Nanning)
Pharmaceutical co.,LTKina ar jaunu
Eiropas farmakopejas atbilsas sertifilitu)
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101 02-0111 | Vaminolact solution |Alaninum, 100 ml Pudéate N1 |Fresenius Kabi IA 15b 2. Jauna vai atjaunota Eiropas
for infusion, Solution |Argininum, Acidum|500 ml Pudate N1 |AB, Zviedrija farmakopejas atbil#ias sertifilita
for infusion asparticum, Acidun iesniegSana par alwo vielu vai
glutaminicum, izejmaterilu/regzentu/starpproduktu, ko
Glycinum, izmanto akivas vielas razoSanas progem
Histidinum, jauna razdtja (aizsiSana vai jauna raZija
Isoleucinum, pievienoSana) (Pievieno jaunu &k vielas
Cysteinum, Valinum razZodju Evonik Rexim (Nanning)
Leucinum, Lysinum Pharmaceutical co.,LTKina ar jaunu
Methioninum, Eiropas farmakopejas atbilsas sertifilitu)
Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tirozinum, Valinum
102 02-0111 | Vaminolact solution |Alaninum, 100 ml Pudeate N1 |Fresenius Kabi IB 17a. Izmapas akivas vielas atkrtotas

for infusion, Solution
for infusion

Argininum, Acidum|500 ml Pudate N1

asparticum, Acidun
glutaminicum,
Glycinum,
Histidinum,
Isoleucinum,
Cysteinum,
Leucinum, Lysinum
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tirozinum, Valinum

AB, Zviedrija

parbaudes termi (Aktivai vielai Isoleucinunp
razotijs Evonik Rexim (Nanning)

Pharmaceutical co.,LTKina piesaka
atkartotas prbaudes termiu 24 nenesi)
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103

02-0111

Vaminolact solution
for infusion, Solution
for infusion

Alaninum,
Argininum, Acidum

asparticum, Acidun

glutaminicum,
Glycinum,
Histidinum,
Isoleucinum,
Cysteinum,
Leucinum, Lysinum
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tirozinum, Valinun

100 ml Pudate N1
500 ml Pudate N1

Fresenius Kabi
AB, Zviedrija

IB 17a. Izmahas akivas vielas athkrtotas
parbaudes termi (Aktivai vielai Glycinum
razofjs Evonik Rexim (Nanning)
Pharmaceutical co.,LTKina piesaka
atkartotas prbaudes termiu 24 n&nesi)

104

02-0111

Vaminolact solution
for infusion, Solution
for infusion

Alaninum,
Argininum, Acidum

asparticum, Acidun

glutaminicum,
Glycinum,
Histidinum,
Isoleucinum,
Cysteinum,
Leucinum, Lysinum
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tirozinum, Valinum

100 ml Pudeate N1
500 ml Pudate N1

Fresenius Kabi
AB, Zviedrija

IB 17a. Izmapas akivas vielas atkrtotas
parbaudes termi (Aktivai vielai Valinum
razotijs Evonik Rexim (Nanning)
Pharmaceutical co.,LTKina piesaka
atkartotas prbaudes termiu 24 nenesi)
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105

05-0364

Varivax powder and
solvent for suspensio
for injection, Powder
and solvent for
suspension for
injection

Vaccinum
Varicellae vivum

0,5 mil/deva Flakon
N1, N10

EMerck Sharp &
Dohme Latvija,
Latvija

IT/H/0114/001/1A/031/G

IA A.5. b Gatawprodukta razaja, tostarp
kvalitates kontroles iedfu, nosaukuma un/va
adreses izmaas (Grupta izmaia; tiek
mairits gata¥ produkta raz@ja nosaukums
no Merck & Co., Inc., Amerikas Savienst
Valstis, uz Merck Sharp & Dohme Corp.,
Amerikas Savienas Valstis); 1A A.4. Akivas
vielas razoSamizmantois akivas vielas,
izejvielas, regenta vai starpprodukta razjz
vai piedidataja (tostarp attieiga gadjuma
kvalitates kontroles iedtles) nosaukuma
un/vai adreses izmgs, ja apstipriftaja
dokumenicija nav iekauts Eiropas
Farmakopejas atbifftas sertifilits (Tiek
mairits akivas vielas razaja nosaukums no
Merck & Co., Inc., Amerikas Savierast
Valstis, uz Merck Sharp & Dohme Corp.,
Amerikas Savienas Valstis)

106

04-0052

Zavedos 10 mg
capsules, Capsules, 1
mg

Idarubicini
Bydrochloridum

Stikla pudeite N1

Pfizer ltalia s.r.l.
Italija

IA 22a. Jauna vai atjaunota Eiropas
farmakopejas TSE atbitblas sertifilita
iesniegSana par pglielu no pasreiz
apstiprirata razotja vai jauna razaja
(aizstSana vai jauna razja ieKauSana)
(Atjaunota Eiropas farmakopejas TSE
atbilstbas sertifilgta iesniegSana par
paligvielu Gelatinum no raZaja Rousselot
SAS, Francija - bija R1-CEP 2000-027-RE}V
00, lus R1-CEP 2000-027-REV 01)

107

04-0052

Zavedos 10 mg
capsules, Capsules, 1
mg

Idarubicini
Bydrochloridum

Stikla pudeite N1

Pfizer Italia s.r.l.
Italija

IA 22a. Jauna vai atjaunota Eiropas
farmakopejas TSE atbifbias sertifikita
iesniegSana par pglielu no pasreiz
apstipririta raZzofja vai jauna razaja
(aizstSana vai jauna raZga ieauSana).
(Jauna Eiropas farmakopejas TSE atifibst
sertifikata iesniegSana par pgvielu
Gelatinum no razaja PB Leiner Argentina
S.A,, Argenina - R1-CEP 2000-022-REV 00)
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108

04-0052

Zavedos 10 mg
capsules, Capsules, 1
mg

Idarubicini
Bydrochloridum

Stikla pudeite N1

Pfizer Italia s.r.l.

Italija

IA 22a. Jauna vai atjaunota Eiropas
farmakopejas TSE atbitbias sertifikita
iesniegSana par pglielu no pasreiz
apstipririta raZzofja vai jauna razaja
(aizstSana vai jauna raZoh ieKauSana)
(Jauna Eiropas farmakopejas TSE atitnbst
sertifikata iesniegSana par pgvielu
Gelatinum - bija no razaja Rousselot SAS,
Francija R1-CEP 2000-029-REV 0Gisbno
razofja Nitta Gelatin India Ltd, Indija R1-
CEP 2000-344-REV 01)

109

04-0053

Zavedos 25 mg
capsules, Capsules, 3
mg

Idarubicini
Bydrochloridum

Stikla pudeite N1

Pfizer Italia s.r.l.

Italija

IA 22a. Jauna vai atjaunota Eiropas
farmakopejas TSE atbifbias sertifikita
iesniegSana par pglielu no pasreiz
apstipririta raZzofja vai jauna razaja
(aizstSana vai jauna raZoh ieKauSana)
(Atjaunota Eiropas farmakopejas TSE
athilstbas sertifilita iesniegSana par
paligvielu Gelatinum no razaja Rousselot
SAS, Francija - bija R1-CEP 2000-027-REVM
00, his R1-CEP 2000-027-REV 01)

110

04-0053

Zavedos 25 mg
capsules, Capsules, 3
mg

Idarubicini
Bydrochloridum

Stikla pudeite N1

Pfizer ltalia s.r.l.

Italija

IA 22a. Jauna vai atjaunota Eiropas
farmakopejas TSE atbitblas sertifilita
iesniegSana par pglielu no pasreiz
apstiprirata razotja vai jauna razaja
(aizstSana vai jauna razija ieKauSana)
(Jauna Eiropas farmakopejas TSE atihibss
sertifikata iesniegSana par pgvielu
Gelatinum-bija no raZzafa Rousselot SAS,
Francija R1-CEP 2000-029-REV 0Gishno
razotija Nitta Gelatin India Ltd, Indija R1-
CEP 2000-344-REV 01)
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04-0053

Zavedos 25 mg
capsules, Capsules, 3
mg

Idarubicini
Bydrochloridum

Stikla pudeite N1

Pfizer Italia s.r.l.

Italija

IA 22a. Jauna vai atjaunota Eiropas
farmakopejas TSE atbitbias sertifikita
iesniegSana par pglielu no pasreiz
apstipririta raZzofja vai jauna razaja
(aizstSana vai jauna raZoh ieKauSana)
(Jauna Eiropas farmakopejas TSE atitnbst
sertifikata iesniegSana par pgvielu
Gelatinum no razaja PB Leiner Argentina
S.A,, Argenina - R1-CEP 2000-022-REV 00)

112

04-0051

Zavedos 5 mg
capsules, Capsules, §
mg

Idarubicini
hydrochloridum

Stikla pudeite N1

Pfizer ltalia s.r.l.

Italija

IA 22a. Jauna vai atjaunota Eiropas
farmakopejas TSE atbitblas sertifilita
iesniegSana par pglielu no pasreiz
apstiprirata razotja vai jauna razaja
(aizstSana vai jauna razja ieKauSana)
(Jauna Eiropas farmakopejas TSE atihibss
sertifikata iesniegSana par pgvielu
Gelatinum-bija no raZafa Rousselot SAS,
Francija R1-CEP 2000-029-REV 0Gishno
razotija Nitta Gelatin India Ltd, Indija R1-
CEP 2000-344-REV 01)

113

04-0051

Zavedos 5 mg
capsules, Capsules, §
mg

Idarubicini
hydrochloridum

Stikla pudeite N1

Pfizer ltalia s.r.l.

Italija

IA 22a. Jauna vai atjaunota Eiropas
farmakopejas TSE atbitblas sertifilita
iesniegSana par pglielu no pasreiz
apstiprirata razotja vai jauna razaja
(aizstSana vai jauna razija iekauSana)
(Atjaunota Eiropas farmakopejas TSE
atbilstbas sertifilgta iesniegSana par
paligvielu Gelatinum no raZaja Rousselot
SAS, Francija-bija R1-CEP 2000-027-REV|
00, lus R1-CEP 2000-027-REV 01)
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114 04-0051 | Zavedos 5 mg Idarubicini Stikla pudeite N1 | Pfizer Italia s.r.l. IA 22a. Jauna vai atjaunota Eiropas
capsules, Capsules, Jhydrochloridum Italija farmakopejas TSE atbitbias sertifikita
mg iesniegSana par pglielu no pasreiz

apstipririta raZzofja vai jauna razaja
(aizstSana vai jauna raZoh ieKauSana)
(Jauna Eiropas farmakopejas TSE atitnbst
sertifikata iesniegSana par pgvielu
Gelatinum no razaja PB Leiner Argentina
S.A., Argenina - R1-CEP 2000-022-REV 0

ZVA Humano zlu
noerteSanas nodas
vaditaja M. Emersone
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