I tipa izmainas

- = - = = . Veterinaro zalu
Nr. Veterinaro zalu Veterinaro zalu nosaukums, zalu stiprums, forma un p . - . . . o
¢ ’ ’ _ ’ Reg. apliecibas Veterinaro zalu izmainu tips, biitiba
p. k reg.numurs meérka suga (-as) - . ’ ’
’ Ipasnieks, valsts
1 2 3 4 5
1. V/MRP/08/1610 Altresyn Ceva Sante Animale., | IA 7a. Iesniedz izmainas par razo$anas partrauk$anu Labaratoires
4 mg/ml $kidums iekskigai lietoSanai ciikam Francija Chemineau razotné kops$ 2020. gada jilija.;
Altresyn IA B.IL.e.3.a Iesniedz izmainas lakas identifikacijas parbaudes
4 mg/ml solution for oral use for pigs metodei 540 ml un 1080 ml konteineriem.;
IA B.Il.e.2.c Dz&s tiesa iepakojuma augstuma, svara un diametra
parametrus 540 ml un 1080 ml konteineriem.;
IA B.1l.e.2.c Dzgs tiesa iepakojuma aizbazna augstuma, svara un
diametra parametrus 540 ml un 1080 ml konteineriem.
2. V/INRP/07/1703 Bimectin Bimeda Animal IA B.11.b.1.a Iesniedz izmainas par sekundara iepakojuma raZoSanas
10 mg/ml $kidums injekcijam aitam, cikam, liellopiem Health Limited, Irija | vietas mainu no Cross Vetpharm Group UK Ltd, Anglija uz Pantex
Bimectin Holland B.V., Niderlande no 2021. gada 1. janvara.
10 mg/ml solution for injection for sheep, pigs, cattle
3. V/INRP/04/1631 Bimectin Bimeda Animal IA B.11.b.1.a Iesniedz izmainas par sekundara iepakojuma raZoSanas
18.7 mg/g pasta ickSkigai lietoSanai zirgiem Health Limited, Irija | vietas mainu no Cross Vetpharm Group UK Ltd, Anglija uz Pantex
Bimectin Holland B.V., Niderlande no 2021. gada 1. janvara.
18.7 mg/g paste for oral use for horses
4. V/NRP/96/0318 Bimoxyl LA Bimeda Animal IA B.11.b.1.a Iesniedz izmainas par sekundara iepakojuma razoSanas
150 mg/ml suspensija injekcijam aitam, ciikam, liellopiem Health Limited, Trija | vietas mainu no Cross Vetpharm Group UK Ltd, Anglija uz Pantex
Bimoxyl LA Holland B.V., Niderlande no 2021. gada 1. janvara.
150 mg/ml suspension for injection for sheep, pigs, cattle
5. V/MRP/14/0044 Cryomarex Rispens Boehringer Ingelheim | IA B.L.b.2. a Nelielas izmainas testa procedtira
koncentrats un $kidinatajs suspensijas injekcijam Animal Health
pagatavosanai vistam France SCS, Francija
Cryomarex Rispens
concentrate and solvent for suspension for injection for
chickens
6. V/DCP/16/0001 Dectospot Bimeda Animal IA C.1.9. a Mainita par farmakovigilanci atbildiga persona (QPPV)
10 mg/ml $kidums uzlieSanai uz muguras aitam, liellopiem Health Limited, Irija | no David Collins uz Sean O'Sullivan, ka ari vietnieks par
Dectospot farmakovigilanci atbildigajai personai (dQPPV) no
10 mg/ml pour-on solution for sheep, cattle Aidan Foley uz lzabella Fintha.




7. V/DCP/08/1617 Enroxil Flavour KRKA, d.d., Novo IA B.I1.b.2c1 Tiek pievienots par serijas izlaidi atbildigais razotajs
15 mg tabletes kakiem, suniem mesto, Slovénija bez serijas parbaudes KRKA-Farma d.o.0., Horvatija;
Enroxil Flavour IB B.IL.b.1.e Tiek pievienota jauna zalu razoSanas vieta KRKA-
15 mg tablets for cats, dogs Farma d.o.o0., Horvatija

8. V/DCP/08/1619 Enroxil Flavour KRKA, d.d., Novo IA B.11.b.2c1 Tiek pievienots par sérijas izlaidi atbildigais razotajs
150 mg tabletes suniem mesto, Slovénija bez serijas parbaudes KRKA-Farma d.o.o., Horvatija;
Enroxil Flavour IB B.IL.b.1.¢ Tiek pievienota jauna zalu raZo$anas vieta KRKA-
150 mg tablets for dogs Farma d.o.o., Horvatija

9. V/DCP/08/1618 Enroxil Flavour KRKA, d.d., Novo IA B.ILb.2c1 Tiek pievienots par s€rijas izlaidi atbildigais razotajs
50 mg tabletes suniem mesto, Slovénija bez serijas parbaudes KRKA-Farma d.o.o., Horvatija;
Enroxil Flavour IB B.ILb.1.e Tiek pievienota jauna zalu razo$anas vieta KRKA-
50 mg tablets for dogs Farma d.o.o., Horvatija

10. V/DCP/19/0080 Enzaprost Bovis Ceva Sante Animale,, | IA C.1.1. a Istenojot arbitrazas procediiru saskana ar Direktivas
12.5 mg/ml $kidums injekcijam liellopiem Francija 2001/82/EK 35. pantu, tiek pagarinats ierobezojumu periods liellopu
Enzaprost Bovis galai un blakusproduktiem no 0 uz 2 dienam
12.5 mg/ml solution for injection for cattle

11. V/IMRP/12/0054 Enzaprost Ceva Sante Animale., | IA C.I.1. a Istenojot arbitraZzas procediiru saskana ar Direktivas
5 mg/ml $kidums injekcijam ctkam, liellopiem Francija 2001/82/EK 35. pantu, tiek samazinats ierobezojumu periods liellopu
Enzaprost galai un blakusproduktiem no 3 uz 2 dienam
5 mg/ml solution for injection for pigs, cattle

12. V/NRP/03/1587 Frontline Combo Spot-on Cats Boehringer Ingelheim | IB B.I1.d.2.d Pievieno papildu UPLC metodi aktivo vielu
Skidums arigai lietoSanai kakiem, majas seskiem Animal Health kvalitativajai noteikSanai un aktivo vielu, to piemaisijumu un
Frontline Combo Spot-on Cats France SCS, Francija | konservantu butilhidroksianizola un butilhidroksitoluola
solution for external use for cats, ferrets kvantitativajai noteik$anai galaprodukta

13. V/NRP/03/1586 Frontline Combo Spot-on Dog S; M; L; XL Boehringer Ingelheim | IB B.I1.d.2.d Pievieno papildu UPLC metodi aktivo vielu
Skidums arigai lietoSanai suniem Animal Health kvalitativajai noteik$anai un aktivo vielu, to piemaisijumu un
Frontline Combo Spot-on Dog S; M; L; XL France SCS, Francija | konservantu butilhidroksianizola un butilhidroksitoluola
solution for external use for dogs kvantitativajai noteikSanai galaprodukta

14. | VIDCP/20/0048 Gastrobim Bimeda Animal IA B.ILb.1.a Iesniedz izmainas par sekundara iepakojuma razo$anas

370 mg/g pasta iekskigai lietoSanai zirgiem
Gastrobim
370 mg/g paste for oral use for horses

Health Limited, Irija

vietas mainu no Cross Vetpharm Group UK Ltd, Anglija uz Pantex
Holland B.V., Niderlande no 2021. gada 1. janvara.




15. V/DCP/15/0004 Ingelvac PRRSFLEX EU Boehringer Ingelheim | IA B.IIL.1.b3 Atjaunota Eiropas Farmakopejas TSE atbilstibas
liofilizats un $kidinatajs suspensijas injekcijam Vetmedica GmbH, sertifikatu (R1-CEP-2000-076-Rev 04) aktivajai vielai no pasreiz
pagatavosSanai cikam Vacija apstiprinata razotaja CYTIVA, HYCLONE LABORATORIES LLC,
Ingelvac PRRSFLEX EU ASV
Iyophilisate and solvent for suspension for injection for pigs

16. | V/IMRP/18/0036 Levaveto V.M.D. n.v., Belgija | IA B.IIl.1.a2 Atjaunots Eiropas Farmakopejas atbilstibas sertifikats
750 mg/g pulveris lietoSanai ar dzeramo fideni cikam (R1-CEP 2013-154-REV0) aktivajai vielai levamizola hidrohloridam
Levaveto no pasreiz apstiprinata razotaja Nanjing White Whale Pharmaceutical
750 mg/g powder for use in drinking water for pigs Co., Ltd., Kina;

IA B.Il.e.4.a Tiek pievienota jauna forma 1 kg pacinai ar atkartoti
aizveramu ravejsledzeja aizdari

17. V/MRP/93/0152 Linco-Spectin 100 Zoetis Belgium S.A., | 1A B.IL.b.2.a Pievieno jaunu sérijas testéSanas vietu SGS Lab Simon
pulveris lictosanai ar dzeramo tideni ciikam, majputniem Belgija SA, Belgija
Linco-Spectin 100
powder for use in drinking water for pigs, poultry

18. V/DCP/20/0049 Macrosyn Bimeda Animal IA B.ILb.1.a Iesniedz izmainas par sekundara iepakojuma razo$anas
100 mg/ml skidums injekcijam aitam, cikam, liellopiem Health Limited, Irija | vietas mainu no Cross Vetpharm Group UK Ltd, Anglija uz Pantex
Macrosyn Holland B.V., Niderlande no 2021. gada 1. janvara.

100 mg/ml solution for injection for sheep, pigs, cattle

19. | VINRP/02/1526 Panacur Granules Intervet International | IB B.Il.b.4.a Palielina galaprodukta s€rijas maksimalo apjomu no
222 mg/g granulas kakiem, liellopiem, suniem, zirgiem B.V., Niderlande 500 kg uz 600 kg un apaksseriju apjomu no 100 kg uz 200 kg.
Panacur Granules
222 mg/g granules for cats, cattle, dogs, horses

20. V/DCP/19/0059 RABADROP Bioveta, a.s., Cehija IB C.I.z. P&c pieprasijuma iesniedz izmainas zalu apraksta un
suspensija iekskigai lietoSanai jenotsuniem, lapsam lietoSanas instrukcija sadala "Ipasi piesardzibas pasakumi, kas
RABADROP jaievero personai, kura lieto veterinaras zales dzivnieku arstéSanai."”
suspension for oral use for raccoon dogs, foxes

21, V/DCP/15/0007 ReproCyc PRRS EU Boehringer Ingelheim | IA B.111.1.b3 Atjaunota Eiropas Farmakopejas TSE atbilstibas
liofilizats un §kidinatajs suspensijas injekcijam Vetmedica GmbH, sertifikatu (R1-CEP-2000-076-Rev 04) aktivajai vielai no pasreiz
pagatavosanai cikam Vacija apstiprinata razotaja CYTIVA, HYCLONE LABORATORIES LLC,
ReproCyc PRRS EU ASV
Iyophilisate and solvent for suspension for injection for pigs

22, V/DCP/14/0048 Spotinor Norbrook IA B.I.c.1. a Maina aktivas vielas deltametrina iepakojuma veidu no
10 mg/ml $kidums pilinasanai uz adas aitam, liellopiem Laboratories (Ireland) | viena LDPE maisa uz diviem LDPE maisiem ar mazaku biezumu
Spotinor Limited, Trija

10 mg/ml spot-on solution for sheep, cattle




23. VINRP/07/1687 Tetroxy L.A. Bimeda Animal IA B.I1.b.1.a Iesniedz izmainas par sekundara iepakojuma razoSanas
200 mg/ml §kidums injekcijam aitam, cikam, liellopiem Health Limited, Trija | vietas mainu no Cross Vetpharm Group UK Ltd, Anglija uz Pantex
Tetroxy L.A. Holland B.V., Niderlande no 2021. gada 1. janvara.
200 mg/ml solution for injection for sheep, pigs, cattle

24. | V/DCP/20/0053 Tullavis LIVISTO Int'l, S.L., | IBB.ILf.1b1 Pagarina galaprodukta deriguma terminu izplatisanai
100 mg/ml skidums injekcijam aitam, ctkam, liellopiem Spanija paredzeta iepakojuma no 18 ménesiem uz 2 gadiem
Tullavis
100 mg/ml solution for injection for sheep, pigs, cattle

25. | V/DCP/20/0054 Tullavis LIVISTO Int'l, S.L., | IB B.ILf.1b1 Pagarina galaprodukta deriguma terminu izplatisanai
25 mg/ml $kidums injekcijam cukam Spanija paredzeta iepakojuma no 18 ménesiem uz 2 gadiem
Tullavis
25 mg/ml solution for injection for pigs

26. V/DCP/16/0040 Vetroxy LA Bimeda Animal IA B.ILb.1.a. Iesniedz izmainas par sekundara iepakojuma razoSanas
200 mg/ml skidums injekcijam aitam, ciikam, liellopiem Health Limited, Irija | vietas mainu no Cross Vetpharm Group UK Ltd, Anglija uz Pantex
Vetroxy LA Holland B.V., Niderlande no 2021. gada 1. janvara.
200 mg/ml solution for injection for sheep, pigs, cattle

27. V/DCP/16/0040 Vetroxy LA Bimeda Animal IA C.1.9. a Mainita par farmakovigilanci atbildiga persona (QPPV)
200 mg/ml skidums injekcijam aitam, ciikam, liellopiem Health Limited, Irija | no David Collins uz Sean O'Sullivan, ka ari vietnieks par
Vetroxy LA farmakovigilanci atbildigajai personai (dQPPV) no Aidan Foley uz
200 mg/ml solution for injection for sheep, pigs, cattle Izabella Fintha.

28. V/MRP/05/1640 Virbactan Virbac S.A,, Francija | IB B.1.d.1.a4 Aktivas vielas cefkvinoma sulfata atkartota testa

150 mg suspensija ievadiSanai tesment liellopiem
Virbactan
150 mg intramammary suspension for cattle

perioda pagarinasana no 18 ménesiem uz 24 ménesiem




