I tipa izmainas

- = - = = . Veterinaro zalu
Nr. Veterinaro zalu Veterinaro zalu nosaukums, zalu stiprums, forma un p . .- . . . o
¢ ’ ’ _ ’ Reg. apliecibas Veterinaro zalu izmainu tips, butiba
p. k reg.numurs meérka suga (-as) - . > ’
’ Ipasnieks, valsts
1 2 3 4 5
1. V/DCP/08/1599 Atipam Eurovet Animal IB B.1.d.1.a4 Aktivas vielas, atipamezola hidrohlorida, atkartota
5 mg/ml $kidums injekcijam kakiem, suniem Health B.V., testa perioda pagarinasana no 4 gadiem uz 5 gadiem;
Atipam Niderlande IA B.Lb.1. c Tiek pievienots specifikacijas limits atipamelzola
5 mg/ml solution for injection for cats, dogs references standartam ;
IA B.Lb.1. c Tiek pievienots specifikacijas limits atipamelzola
references standartam;
IA B.I.b.1. b Stingraku specifikacijas ierobezojumu noteik$ana
atipamezola hidrohloridam;
IA B.I.a.2. a Nelielas izmainas atipamezola hidrohlorida
razosanas proecesa;
IB B.l.a.2. ¢ Nelielas izmainas razoSanas procesa
2. V/DCP/15/0001 Belacol 24 % Liquid Bela-pharm IA B.111.1.a.2 lesniedz atjaunotus Eiropas Farmakopejas
240 mg/ml $kidums lietoSanai ar dzeramo tdeni, pienu vai GmbH&Co.KG, atbilstibas sertifikatus aktivai vielai kolistina sulfatam no pasreiz
piena aizvietotaju ctikam, liellopiem, vistam Vacija apstiprinatiem razotajiem Anhui Apeloa Biotechnology Co., Ltd.,
Belacol 24 % Liquid Kina (R1-CEP 2004-258-Rev 03), Hebei Shengxue Dacheng
240 mg/ml solution for use in drinking water, milk or milk Pharmaceutical Co., Ltd., Kina (R1-CEP 2009-144-Rev 01),
replacer for pigs, cattle, chickens Livzon Group Fuzhou Fuxing Pharmaceutical Co., Ltd., Kina
(R1-CEP 2011-372-Rev 01).
3. VINRP/02/1525 Bovilis IBR marker live Intervet International | 1A B.IL.e.5.b. Svitroti 1 devas un 2 devu iepakojuma lielumi
liofilizats un $kidinatajs suspensijas injekcijam B.V., Niderlande
pagatavosanai liellopiem
Bovilis IBR marker live
lyophilisate and solvent for suspension for injection for
cattle
4, V/DCP/19/0009 Catobevit 100 mg/ml + 0,05 mg/ml KRKA, d.d., Novo IB B.I1.d.2.d Izmainas analitiskaja metod€ radniecigu vielu
$kidums injekcijam kakiem, liellopiem, suniem, zirgiem mesto, Slovénija noteikSanai butafosfana
Catobevit 100 mg/ml + 0,05 mg/ml
solution for injection for cats, cattle, dogs, horses
5. V/MRP/12/0060 Cazitel Plus XL Chanelle IA A.7. Aktivas vielas febentela razotaja SHAANXI HANJIANG
tabletes supiem Pharmaceuticals PHARMACEUTICAL, Kina svitro$ana
Cazitel Plus XL Manufacturing Ltd.,
tablets for dogs Irija




6. VV/MRP/20/0001 Cenflox Cenavisa S.L., IA B.III.1.a3 Pievieno jaunu Eiropas Farmakopejas atbilstibas
200 mg/ml $kidums lietoSanai ar dzeramo tideni titariem, Spanija sertifikatu aktivajai vielai enrofloksactnam no jauna razotaja
truSiem, vistam
Cenflox
200 mg/ml solution for use in drinking water for turkeys,
rabbits, chickens

7. V/DCP/12/0062 Cepravin Dry Cow Intervet International | IB B.II.e.5a2 Pievieno jaunu gatava produkta lielumu - "Spainis
250 mg suspensija ievadiSanai tesmeni liellopiem B.V., Niderlande ar 144 injektoriem tesmenim un tiriSanas salvetem"

Cepravin Dry Cow
250 mg intramammary suspension for cattle

8. V/DCP/17/0049 Cepritect Norbrook IA A.z. Izmainas paredz gatava produkta sterilizacijas vietas

250 mg suspensija ievadiSanai tesmeni cietstavo$as govim Laboratories (Ireland) | nosaukuma mainu no:
Cepritect Limited, Trija 1) Synergy Health Westport Limited uz Synergy Health Westport
250 mg intramammary suspension for dry cows Limited, a STERIS Company;
2) Synergy Health Sterilisation UK Limited uz Synergy Health
Sterilisation UK Limited, a STERIS Company.
(A.z.)

9. VINRP/05/1275 Cobactan 2,5% Intervet International | TA B.IL.d.1.c Jauna specifikacijas parametra pievienoSana gatava
25 mg/ml suspensija injekcijam liellopiem un cikam B.V., Niderlande produkta specifikacijai kopa ar atbilstigu testa metodi. Tiek
Cobactan 2,5% pievienots jauns specifikacijas parametrs — cieto dalinu
25 mg/ml suspension for injection for cattle and pigs noteikSana.

IB B.I1.d.2.d Maina galaprodukta bakterialo endotoksinu
noteikSanas metodi

10. | VINRP/99/0981 Drontal Vetoquinol S.A., IB C.I1.7.b Iesniegtas izmainas detaliz&ta farmakovigilances
230.20 mg/mg apvalkotas tabletes kakiem Francija apraksta, kur ieklauta informacija, ka Vetoquinol ir ieguvis
Drontal tiesibas uz Profender un Drontal produktiem Eiropas
230.20 mg/mg film-coated tablets for cats Ekonomiskaja zona un Apvienotaja Karalisté kop$ 2020. gada 3.

augusta.

11. | V/MRP/08/1590 Drontal Puppy Vetoquinol S.A., IB C.I1.7.b Detalizetas farmakovigilances sistémas versijas
suspensija iekskigai lietoSanai suniem Francija atjaunoSana uz 3.0, ieklaujot informaciju par jaunajiem veterinaro
Drontal Puppy zalu produktiem.
suspension for oral use for dogs

12. V/DCP/15/0019 Eprecis Ceva Sante Animale,, | IA B.Lb.1. ¢ Pievieno jaunu specifikacijas parametru izejvielam;
20 mg/ml skidums injekcijam aitam, kazam, liellopiem Francija IB B.Lb.1.c Pievieno jaunu parametru specifikacijai ar tai
Eprecis atbilstoSu testa metodi

20 mg/ml solution for injection for sheep, goats, cattle




13. V/DCP/13/0008 Eprizero Norbrook IB B.I1.d.2.z Gatava produkta kTmiska sastava analizes testa
5 mg/ml §kidums uzlieSanai uz muguras liellopiem Laboratories (Ireland) | procediiras metodes atjaunoSana no QCAR-137-02 uz QCAR-
Eprizero Limited, Trija 137-07.
5 mg/ml pour-on solution for cattle
14. | V/DCP/14/0001 Exagon Richter Pharma AG, | IA B.IIIL.1.a.2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas
400 mg/ml skidums injekcijam baloziem, brunurupuciem, Austrija sertifikatu aktivai vielai pentobarbitala natrijam no pasreiz
cukam, ¢askam, jurascticinam, kakiem, kamjiem, kirzakam, apstiprinata razotaja SCI Pharmtech, INC., Taivana (R1-CEP
liellopiem, majputniem, pelém, ponijiem, putniem, seskiem, 2009-030-Rev 04).
suniem, truSiem, tidelém, vardem, zakiem, zirgiem, zurkam
Exagon
400 mg/ml solution for injection for pigeons, tortoises, pigs,
snakes, guinea pigs, cats, hamsters, lizards, cattle, poultry,
mouses, ponies, birds, polecats, dogs, rabbits, minks, frogs,
hares, horses, rats
15. V/MRP/11/0055 Excenel Evo Zoetis Belgium S.A., | IA A.4. Aktivas vielas raZotaja adreses atjauninasana;
50 mg/ml suspensija injekcijam ctkam, liellopiem Belgija IA A.7. Tiek izsvitrots starpproduktu razotajs Pharmacia &
Excenel Evo Upjohn, ASV;
50 mg/ml suspension for injection for pigs, cattle IA A.7. Tiek izsvitrots starpprodukta razotajs Aurobindo Pharma
Limited, Indija;
IB B.L.a.1.z Tiek pievienots jauns starpproduktu razotajs Zhejiang
Apeloa Tospo Pharmaceutical Co., Ltd., Kina
16. | V/DCP/15/0002 Finilac vet Le Vet Beheer B.V., | IA B.III.1.a.2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas
50 pg/ml skidums iekskigai lietoSanai kakiem, suniem Niderlande sertifikatu aktivai vielai kabergolinam no pasreiz apstiprinata
Finilac vet razotaja Teva Czech Industries S.R.O., Cehija (R1-CEP 2006-
50 pg/ml solution for oral use for cats, dogs 170-Rev 03).
17. | VINRP/01/1417 Floron solution for injection 300 mg/ml KRKA, d.d., Novo IB B.11.d.2.z Izmainas galaprodukta testa procedira. Sterilitates
Skidums injekcijam ciikam, liellopiem mesto, Slovénija tests.
Floron solution for injection 300 mg/ml
solution for injection for pigs, cattle
18. V/MRP/18/0049 Forthyron flavour Eurovet Animal IA A.7. Sérijas kontroles vietas Dales pharmaceuticals (Dechra
200 pg/tabl. tabletes suniem Health B.V., Skipton facility), Apvienota Karaliste svitroSana
Forthyron flavour Niderlande
200 pg/tabl. tablets for dogs
19. VV/MRP/18/0050 Forthyron flavour Eurovet Animal IA A.7. Serijas kontroles vietas Dales pharmaceuticals (Dechra

400 ng/tabl. tabletes suniem
Forthyron flavour
400 ng/tabl. tablets for dogs

Health B.V.,
Niderlande

Skipton facility), Apvienota Karaliste svitroSana




20. VV/MRP/18/0051 Forthyron flavour Eurovet Animal IA A.7. Serijas kontroles vietas Dales pharmaceuticals (Dechra
600 pg/tabl. tabletes suniem Health B.V., Skipton facility), Apvienota Karaliste svitroSana
Forthyron flavour Niderlande
600 pg/tabl. tablets for dogs

21. | V/IMRP/18/0052 Forthyron flavour Eurovet Animal IA A.7. Serijas kontroles vietas Dales pharmaceuticals
800 pg/tabl. tabletes suniem Health B.V., (Dechra Skipton facility), Apvienota Karaliste svitroSana
Forthyron flavour Niderlande
800 pg/tabl. tablets for dogs

22. | V/DCP/13/0029 Intraseal Norbrook IA A.z. Izmainas paredz gatava produkta sterilizacijas vietas
2.6 g suspensija ievadiSanai tesment liellopiem Laboratories (Ireland) | nosaukuma mainu no:

Intraseal Limited, Trija 1) Synergy Health Westport Limited uz Synergy Health Westport

2.6 g intramammary suspension for cattle Limited, a STERIS Company;

2) Synergy Health Sterilisation UK Limited uz Synergy Health
Sterilisation UK Limited, a STERIS Company.
(A.z.)

23. VINRP/99/0986 lvomec 1% injectable solution Boehringer Ingelheim | IB A.5.b Maina kvalitates kontroles testéSanas vietas nosaukumu
10 mg/ml $kidums injekcijam aitam, ctikam, liellopiem Animal Health no Amatsigroup, Francija uz Eurofins Amatsi Analytics, Francija
lvomec 1% injectable solution France SCS, Francija
10 mg/ml solution for injection for sheep, pigs, cattle

24, V/NRP/95/0302 Ivomec Plus Boehringer Ingelheim | IB A.5.b Maina kvalitates kontroles testéSanas vietas nosaukumu
Skidums injekcijam liellopiem Animal Health no Amatsigroup, Francija uz Eurofins Amatsi Analytics, Francija
lvomec Plus France SCS, Francija
solution for injection for cattle

25. | V/NRP/15/0005 Karallact Fatro S.p.A., Italija IB B.11.b.3.z - Nelielas izmainas galaprodukta raZzoSanas procesa
75 mg ziede ievadiSanai tesment laktgjosas govim — intramammaras ievadiSana §lirces sterilizacija ar gamma
Karallact apstaroSanu.

75 mg intramammary ointment for lactating cows

26. V/MRP/10/0022 Kefavet vet. Orion Corporation, IA B.III.1.a.2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas
250 mg apvalkotas tabletes suniem Somija sertifikatu (R1-CEP 1997-007-Rev 07) aktivajai vielai cefaleksina
Kefavet vet. monohidrats no pasreiz apstiprinata razotaja;

250 mg film-coated tablets for dogs IB B.111.1.a.2 lesniedz atjaunotu Eiropas Farmakopejas atbilstibas
sertifikatu (R1-CEP 1997-128-Rev 03) aktivajai vielai cefaleksina
monohidrats no pasreiz apstiprinata razotaja

217. VV/MRP/10/0023 Kefavet vet. Orion Corporation, IA B.III.1.a.2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas
500 mg apvalkotas tabletes suniem Somija sertifikatu (R1-CEP 1997-007-Rev 07) aktivajai vielai cefaleksina
Kefavet vet. monohidrats no pasreiz apstiprinata razotaja;

500 mg film-coated tablets for dogs

IB B.I11.1.a.2 lesniedz atjaunotu Eiropas Farmakopejas atbilstibas
sertifikatu (R1-CEP 1997-128-Rev 03) aktivajai vielai cefaleksina
monohidrats no pasreiz apstiprinata razotaja




28. V//DCP/20/0038 Ketabel Bela-pharm IA C.11.6.a P&c pieprasijuma iesniedz izmainas LietoSanas
100 mg/ml $kidums injekcijam aitam, cikam, jrascticipam, | GmbH&Co.KG, instrukcijai pievienot informaciju par papildus registracijas
kakiem, kazam, kamjiem, liellopiem, pelém, suniem, Vacija apliecibas Ipasnieka vietgja parstavja pievienosanu - Bebra
truSiem, zirgiem, zurkam Serviss SIA, Latvija.
Ketabel
100 mg/ml solution for injection for sheep, pigs, guinea
pigs, cats, goats, hamsters, cattle, mouses, dogs, rabbits,
horses, rats

29. | V/DCP/21/0012 Labiprofen Labiana Life IA B.I1.d.1.a Paliclinatas specifikacijas blivuma robezas
150 mg/ml §kidums injekcijam cikam, liellopiem, zirgiem Sciences S.A., galaproduktam attieciba uz izplatiSanu un uzglabasanas laiku no
Labiprofen Spanija 0.965-1.165 g/ml uz 1.012-1.118 g/ml.
150 mg/ml solution for injection for pigs, cattle, horses

30. V/DCP/21/0012 Labiprofen Labiana Life 1A B.I11.1.a.2 lesniedz atjaunotu Eiropas Farmakopejas atbilstibas
150 mg/ml skidums injekcijam ciikam, liellopiem, zirgiem Sciences S.A., sertifikatu aktivai vielai ketoprofénam no pasreiz apstiprinata
Labiprofen Spanija razotaja ZHEJIANG JIUZHOU PHARMACEUTICAL Co. Ltd.,
150 mg/ml solution for injection for pigs, cattle, horses Kina (R1-CEP 20003-136-Rev 07).

3L VINRP/15/0018 Linkidrum Fatro S.p.A., Italija IB B.I1.b.3.z Nelielas izmainas galaprodukta razoSanas procesa —
750 mg gels ievadisanai tesmeni lakt&joSas govim intramammaras ievadiSana §lirces sterilizacija ar gamma
Linkidrum apstaroSanu.
750 mg intramammary gel for lactating cows

32. | V/DCP/20/0049 Macrosyn Bimeda Animal IB C.I1.2.a P&c ANSES pieprasijuma iesniedz izmainas zalu
100 mg/ml skidums injekcijam aitam, ctukam, liellopiem Health Limited, Irija | apraksta un lietoSanas instrukcija, lai pielidzinatu tos atsauces
Macrosyn zalém Draxxin.
100 mg/ml solution for injection for sheep, pigs, cattle

33. V/MRP/10/0002 Malaseb Dechra Veterinary IA B.III.1.a.3 Jauna, aktivas vielas hlorheksidina diglukonata,
Sampins kakiem, suniem Products A/S, Danija | piegadatdja pievieno$ana - R.N. Laboratories, Indija (R1-CEP
Malaseb 2006-171-Rev 02).
shampoo for cats, dogs

34. V/DCP/21/0051 Mektix CHEWABLE 12,5 mg/125 mg KRKA, d.d., Novo IA B.III.1.a3 Jauna Eiropas Farmakopejas atbilstibas sertifikata

apvalkotas tabletes suni, kas smagaki par 5 kg
Mektix CHEWABLE 12,5 mg/125 mg
film-coated tablets for dogs weighing at least 5 kg

mesto, Slovénija

(R1-CEP 2014-371-Rev 00) pievienoSana aktivajai vielai
prazikvantels no jauna razotaja JIANGSU CHENGXIN, Kina;
IA B.III.1.a3 Jauna Eiropas Farmakopejas atbilstibas sertifikata
(RO-CEP 2018-025-Rev 02) pievienosana aktivajai vielai
milbemicina okstmam, no jauna razotaja Hubei Honch
Pharmaceutical Co., Ltd, Kina




35. | V/DCP/21/0050 Mektix CHEWABLE 2,5 mg/25 mg KRKA, d.d., Novo IA B.111.1.a3 Jauna Eiropas Farmakopejas atbilstibas sertifikata
apvalkotas tabletes kucéni, kas smagaki par 0,5 kg, maza mesto, Slovénija (R1-CEP 2014-371-Rev 00) pievieno$ana aktivajai vielai
auguma suniem prazikvantels no jauna razotaja JJANGSU CHENGXIN, Kina;
Mektix CHEWABLE 2,5 mg/25 mg IA B.III.1.a3 Jauna Eiropas Farmakopejas atbilstibas sertifikata
film-coated tablets for puppies weighing at least 0.5 kg, (RO-CEP 2018-025-Rev 02) pievienosana aktivajai vielai
small dogs milbemicina oksimam, no jauna razotaja Hubei Honch

Pharmaceutical Co., Ltd, Kina

36. V/DCP/21/0053 Milprazon CHEWABLE 12,5 mg/125 mg KRKA, d.d., Novo IA B.III.1.a3 Jauna Eiropas Farmakopejas atbilstibas sertifikata
apvalkotas tabletes suni, kas smagaki par 5 kg mesto, Slovénija (R1-CEP 2014-371-Rev 00) pievienoSana aktivajai vielai
Milprazon CHEWABLE 12,5 mg/125 mg prazikvantels no jauna razotaja JJANGSU CHENGXIN, Kina;
film-coated tablets for dogs weighing at least 5 kg 1A B.111.1.a3 Jauna Eiropas Farmakopejas atbilstibas sertifikata

(RO-CEP 2018-025-Rev 02) pievienosana aktivajai vielai
milbemicina okstmam, no jauna razotaja Hubei Honch
Pharmaceutical Co., Ltd, Kina

37. V/MRP/19/0012 Milprazon CHEWABLE 16 mg/40 mg KRKA, d.d., Novo IB B.IL.b.1.e Pievieno nesterilu zalu razoSanas vietu KRKA-
apvalkotas tabletes kakiem mesto, Slovénija Farma d.o.o, Site: V. Holjevca 20/E, 10450 Jastrebarsko,
Milprazon CHEWABLE 16 mg/40 mg Horvatija;
film-coated tablets for cats IA B.11.b.1.b Pievieno primaras iepakoSanas vietu KRKA-Farma

d.o.o, Site: V. Holjevca 20/E, 10450 Jastrebarsko, Horvatija;
IA B.ILb.1.a Pievieno sekundaras iepakosanas vietu RKA-Farma
d.o.o, Site: V. Holjevca 20/E, 10450 Jastrebarsko, Horvatija

38. | V/DCP/21/0052 Milprazon CHEWABLE 2,5 mg/25 mg KRKA, d.d., Novo IA B.II1.1.a3 Jauna Eiropas Farmakopejas atbilstibas sertifikata
apvalkotas tabletes kucéni, kas smagaki par 0,5 kg, maza mesto, Slovénija (RO-CEP 2018-025-Rev 02) pievieno$ana aktivajai vielai
auguma suniem milbemicina okstmam, no jauna razotaja Hubei Honch
Milprazon CHEWABLE 2,5 mg/25 mg Pharmaceutical Co., Ltd, Kina;
film-coated tablets for puppies weighing at least 0.5 kg, IA B.III.1.a3 Jauna Eiropas Farmakopejas atbilstibas sertifikata
small dogs (R1-CEP 2014-371-Rev 00) pievienosana aktivajai vielai

prazikvantels no jauna razotaja JIANGSU CHENGXIN, Kina

39. V/MRP/19/0011 Milprazon CHEWABLE 4 mg/10 mg KRKA, d.d., Novo IB B.ILb.1.e Pievieno nesterilu zalu raZzoSanas vietu KRKA-
apvalkotas tabletes kakiem mesto, Slovénija Farma d.o.o, Site: V. Holjevca 20/E, 10450 Jastrebarsko,
Milprazon CHEWABLE 4 mg/10 mg Horvatija;
film-coated tablets for cats IA B.I1.b.1.b Pievieno primaras iepakosanas vietu KRKA-Farma

d.o.o, Site: V. Holjevca 20/E, 10450 Jastrebarsko, Horvatija;
IA B.IL.b.1.a Pievieno sekundaras iepakosanas vietu RKA-Farma
d.o.o, Site: V. Holjevca 20/E, 10450 Jastrebarsko, Horvatija

40. | VIMRP/20/0026 Milpro 16 mg/40 mg VIRBAC, Francija IA B.I1.d.2.a Izmainas paredz nelielas izmainas mikrobiologiska

apvalkotas tabletes kakiem
Milpro 16 mg/40 mg
film-coated tablets for cats

testa metode gatavaja produkta;

IA B.Il.e.2.c Izmainas paredz nebiitiska specifikacijas parametra
svitroSanu: lakas klatbttnes parbaude aluminija folija
specifikacija.




41. V/MRP/20/0025 Milpro 4 mg/10 mg VIRBAC, Francija IA B.I1.d.2.a Izmainas paredz nelielas izmainas mikrobiologiska
apvalkotas tabletes maza auguma kakiem testa metod@ gatavaja produkta.;

Milpro 4 mg/10 mg IA B.1l.e.2.c Izmainas paredz nebiitiska specifikacijas parametra
film-coated tablets for small cats svitroSanu: lakas klatbutnes parbaude aluminija folija
specifikacija.

42. | VINRP/93/0034 Nafpenzal DC Intervet International | IB B.ILb.1.f Tiek pievienota alternativa gamma apstaroSanas
suspensija ievadiSanai tesmeni liellopiem B.V., Niderlande vieta gatavajam produktam (Synergy Health Allershausen
Nafpenzal DC GmbH., Vacija);
intramammary suspension for cattle IA B.I1.b.3.a Iesniedz nelielas izmainas gatava produkta

razoS$anas procesa - jaunu palesu konfiguracija

43. | VINRP/05/1634 Nobilis Salenvac T Intervet International | 1A B.II.g.5.a Izmainu ievieSana apstiprinataja izmainu
suspensija injekcijam vistam B.V., Niderlande parraudzibas protokola, ja turpmaka papildus informacija nav
Nobilis Salenvac T nepiecieSama
suspension for injection for chickens

44, V/DCP/18/0063 Noroclav Norbrook IA A.z. Izmainas paredz gatava produkta sterilizacijas vietas
suspensija ievadiSanai tesmeni lakt€josas govim Laboratories (Ireland) | nosaukuma mainu no:

Noroclav Limited, Irija 1) Synergy Health Westport Limited uz Synergy Health Westport
intramammary suspension for lactating cows Limited, a STERIS Company;
2) Synergy Health Sterilisation UK Limited uz Synergy Health
Sterilisation UK Limited, a STERIS Company.
(A.z)

44. | V/DCP/20/0030 Ototop LIVISTO Intl, S.L., IB B.IL.f.1.b.1 Gatava produkta deriguma termina pagarinasana
ausu pilieni un uz adas lietojama suspensija jiirascicinam, Spanija izplatiSanai paredzeta iepakojuma no 2 gadiem uz 3 gadiem.
kakiem, suniem
Ototop
ear drops and cutaneous suspension for guinea pigs, cats,
dogs

45. | V/INRP/04/0003 Paracox-8 vet. Intervet International | IB C.1.7.z No zalu informacijas svitroti 4 no 5 dzerama tdens
suspensija iekskigi lietojamas suspensijas pagatavoSanai B.V., Niderlande padeves sistému veidiem, vakcinu lietojot dzeramaja tident
vistam
Paracox-8 vet.
suspension for oral suspension for chickens

46. | V/INRP/96/0296 Perlutex Dechra Veterinary IA C.11.6.a Tadas izmainas mark&uma vai lieto$anas instrukcija,
5 mg tabletes kakiem, suniem Products A/S, Danija | kas nav saistitas ar zalu aprakstu, proti, maina registracijas
Perlutex apliecibas Tpasnieka parstavi
5 mg tablets for cats, dogs

47. V/MRP/15/0063 Pimocard Eurovet Animal IA A.7. Serijas kontroles vietas Dales pharmaceuticals
10 mg aromatizgtas tabletes suniem Health B.V., (Dechra Skipton facility), Apvienota Karaliste svitroSana
Pimocard Niderlande

10 mg flavoured tablets for dogs




48. V/MRP/15/0060 Pimocard Eurovet Animal IA A.7. Serijas kontroles vietas Dales pharmaceuticals
1.25 mg aromatiz&tas tabletes suniem Health B.V., (Dechra Skipton facility), Apvienota Karaliste svitroSana
Pimocard Niderlande
1.25 mg flavoured tablets for dogs

49. | VIMRP/15/0061 Pimocard Eurovet Animal IA A.7. Serijas kontroles vietas Dales pharmaceuticals
2.5 mg aromatizgtas tabletes suniem Health B.V., (Dechra Skipton facility), Apvienota Karaliste svitroSana
Pimocard Niderlande
2.5 mg flavoured tablets for dogs

50. | V/DCP/19/0068 Pimocard Dechra Regulatory IA B.I1.d.1.d Novecojusa testa uzpildes tilpuma diapazona
3.5 mg/ml skidums iekskigai lietoSanai suniem B.V., Niderlande nonemsana gatava produkta realizacijas specifikacija;
Pimocard IA B.I1.d.1.c Minimala uzpildes tilpuma ierobezojuma icklausana
3.5 mg/ml solution for oral use for dogs gatava produkta realizacijas specifikacija

V/MRP/15/0062 Pimocard Eurovet Animal IA A.7. Serijas kontroles vietas Dales pharmaceuticals

5 mg aromatiz&tas tabletes suniem Health B.V., (Dechra Skipton facility), Apvienota Karaliste svitro$ana
Pimocard Niderlande
5 mg flavoured tablets for dogs

51. VINRP/96/0378 Porcilis Ery + Parvo Intervet International | TA B.II.d.1.d Nebdtiska specifikacijas parametra svitroSana no
suspensija injekcijam cikam B.V., Niderlande galaprodukta specifikacijas
Porcilis Ery + Parvo
suspension for injection for pigs

52. | VIMRP/12/0061 Prazitel Plus XL Chanelle IA A.7. Aktivas vielas febentela razotaja SHAANXI HANJIANG
tabletes suniem Pharmaceuticals PHARMACEUTICAL, Kina svitroSana
Prazitel Plus XL Manufacturing Ltd.,
tablets for dogs Irija

53. | V/DCP/16/0036 Previron Laboratorios Hipra IB B.l.a.1.z. Izmainas paredz papildus aktivas vielas dzelzs (III)
200 mg/ml $kidums injekcijam ciikam S.A., Spanija hlorida razosanas vietas pievieno$anu - Tessenderlo Switzerland
Prev|r0n InC., Sveice (BIalZ)
200 mg/ml solution for injection for pigs

54, V/MRP/05/1639 PROPALIN Syrup Vetoquinol S.A., IB B.IL.f.1.d P&c pieprasijuma iesniedz izmainas zalu apraksta,
40 mg/ml strups suniem Francija lietosanas instrukcija un mark&juma sadala 1pasi uzglabasanas
PROPALIN Syrup nosacijumi, pievienojot informaciju, ka veterinaras zales
40 mg/ml syrup for dogs jauzglaba argja iepakojuma, lai pasargatu no gaismas.

55. | V/DCP/20/0019 Propomitor Orion Corporation, IA C.1.9.c Detalizéta farmakovigilances apraksta versijas
10 mg/ml emulsija injekcijam/infuzijam kakiem, suniem Somija atjaunosana no 9.0 uz 11.0 (ieklaujot ar1 10.0 versiju).
Propomitor

10 mg/ml emulsion for injection/infusion for cats, dogs




56. V/DCP/17/0011 Regumate Porcine Intervet International | 1A B.ll.b.2.a Pasreizgjas s€rijas parbaudes/testésanas vietas
4 mg/ml skidums iekskigai lietoSanai cikam B.V., Niderlande Intervet Productions, Igoville, Francija aizstasana ar divam
Regumate Porcine jaunam s€rijas parbaudes/testésanas vietam: Intervet Productions
4 mg/ml solution for oral use for pigs S.r.1., Aprilia, Italija un Icare, St. Beauzire, Francija.
57. | V/DCP/20/0058 Rispoval 2/BRSV + Pi3 Zoetis Belgium S.A., | IA B.II1.2. b Izmainas svesas izcelsmes agentu testa metodgs, lai
liofilizats un $kidinatajs suspensijas injekcijam Belgija panaktu atbilstibu Eiropas Farmakopejai
pagatavosanai liellopiem
Rispoval 2/BRSV + Pi3
Iyophilisate and solvent for suspension for injection for
cattle
58. | V/DCP/20/0013 Sedanol Richter Pharma AG, | IB C.1.3. a P&c pieprasijuma iesniedz izmainas Zalu apraksta
40 mg/ml §kidums injekcijam cakam Austrija sadalas:
Sedanol - Ipasi bridinajumi katrai mérka sugai (4.4);
40 mg/ml solution for injection for pigs - Ipasi piesardzibas pasakumi lietosana (4.5);
- Devas un lietoSanas veids (4.9).
LietoSanas instrukcija sadalas:
- Devas atkariba no dzivnieku sugas, lietoSanas veida un metodes
8.);
- Ipasi bridinajumi (12.).
59. | V/DCP/17/0026 Sensiblex Veyx-Pharma GmbH, | TA A.4. Izmainas paredz aktivas vielas denaverina hidrohlorida
40 mg/ml skidums injekcijam liellopiem Vacija razoSanas un ASMF 1pasnieka vietas adreses mainu uz BFC
Sensiblex BioPept-Feinchemie GmbH, Zum Birntal 1, 99998
40 mg/ml solution for injection for cattle Miihlhausen/Grabe, Vacija.
60.. | V/DCP/20/0037 Spasmalgan compositum Veyx-Pharma GmbH, | 1B B.IL.f.1.b.1 Gatava produkta deriguma termina pagarinasana
Skidums injekcijam cikam, liellopiem, suniem, zirgiem Vacija izplati$anai paredzéta iepakojuma no 2 gadiem uz 3 gadiem.
Spasmalgan compositum
solution for injection for pigs, cattle, dogs, horses
61. | V/DCP/19/0017 Spasmipur Richter Pharma AG, | IA B.III.1.a2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas
20 mg/ml $kidums injekcijam aitam, ctkam, liellopiem, Austrija sertifikatu aktivai vielai hioscina butilbromidam no pasreiz
zirgiem apstiprinata razotaja ALKALOIDS PRIVATE LIMITED, Indija
Spasmipur (R1-CEP 2002-158-Rev 04).
20 mg/ml solution for injection for sheep, pigs, cattle, horses
62. V/NRP/10/0031 TAbic M.B. PHIBRO ANIMAL IB C.II.7.b Farmakovigilances sisteémas ieviesana, ko novertgjusi
putojosas tabletes vistam HEALTH attieciga valsts kompetenta iestade $1 pasa registracijas apliecibas
TAbic M.B. (POLAND) Sp. z Tpasnieka citam zalém

effervescent tablets for chickens

0.0., Polija




63. V/NRP/10/0032 TAbic V.H. PHIBRO ANIMAL IB C.11.7.b Farmakovigilances sistémas ievieSana, ko novertgjusi
putojosas tabletes titariem, vistam HEALTH attieciga valsts kompetenta iestade $1 pasa registracijas apliecibas
TAbic V.H. (POLAND) Sp. z Tpasnieka citam zalem
effervescent tablets for turkeys, chickens 0.0., Polija
64. | V/DCP/18/0024 Tralieve vet Le Vet Beheer B.V., | IA B.Il.d.2.a Gatava produkta testa procediiras versijas maina no
20 mg koslajamas tabletes suniem Niderlande Nr.2 uz Nr.3.;
Tralieve vet IA B.ILb.1.b Papildus primaras iepakoSanas vietas pievienoSana -
20 mg chewable tablets for dogs Genera Inc., Horvatija.;
IA B.IL.b.2.c.2 Papildus par s€rijas izlaidi atbildiga razotaja
pievienoSana ar s€rijas parbaudi/testesanu - Genera Inc.,
Horvatija.;
IA B.11.b.1.a Papildus sekundaras iepakosanas vietas
pievienos$ana - Genera Inc., Horvatija.;
IB B.I1.b.1.¢ Papildus vietas, kur notiek jebkada(-as) nesterilu
zalu razoSanas operacija(-as) iznemot s€riju izlaides, s€riju
kontroli, primaro un sekundaro iepakoSanu, pievienosana -
Genera Inc., Horvatija.
65. | V/DCP/18/0025 Tralieve vet Le Vet Beheer B.V., IA B.I1.d.2.a Gatava produkta testa procediiras versijas maina no
80 mg koslajamas tabletes suniem Niderlande Nr.2 uz Nr.3.;
Tralieve vet IA B.ILb.1.b Papildus primaras iepakoSanas vietas pievieno$ana -
80 mg chewable tablets for dogs Genera Inc., Horvatija.;
IA B.IL.b.2.c.2 Papildus par srijas izlaidi atbildiga razotaja
pievienoSana ar s€rijas parbaudi/testésanu - Genera Inc.,
Horvatija.;
IA B.11.b.1.a Papildus sekundaras iepakosanas vietas
pievienoSana - Genera Inc., Horvatija.;
IB B.IL.b.1.e Papildus vietas, kur notiek jebkada(-as) nesterilu
zalu razoSanas operacija(-as) iznemot s€riju izlaides, s€riju
kontroli, primaro un sekundaro iepakosanu, pievienoSana -
Genera Inc., Horvatija.
66. V/DCP/19/0072 Tramvetol VIRBAC, Francija IA B.11.a.3.a.1 Gatava produkta aromatiz&é$anas sisteémas (garsas)
50 mg tabletes ickskigai lietoSanai suniem maina no ciikgalas izcelsmes aromatiz&tajiem uz majputnu galas
Tramvetol aromatizetajiem, sakara ar pasreizgjas produkcijas razoSanas
50 mg tablets for oral use for dogs partrauksanu.
67. V/NRP/00/1126 Vetmedin 2.5 mg Boehringer Ingelheim | IB A.4. RaZotaja Micro-Macinazione (LONZA), Sveice, adreses

kapsulas iekskigai lietoSanai suniem
Vetmedin 2.5 mg
capsules for oral use for dogs

Vetmedica GmbH,
Vacija

maina uz Via Cantonale 4, 6998 Monteggio, Sveice;

IB B.III.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotdja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.I.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice




68. VV/NRP/09/0003 Vetmedin 5 mg Boehringer Ingelheim | IB A.4. RaZotaja Micro-Macinazione (LONZA), Sveice, adreses
kapsulas iekskigai lietoSanai suniem Vetmedica GmbH, maina uz Via Cantonale 4, 6998 Monteggio, Sveice;
Vetmedin 5 mg Vacija IB B.1ll.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
capsules for oral use for dogs sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotaja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.L.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice
69. | V/IMRP/15/0014 Vetmedin S Boehringer Ingelheim | IB A.4. RaZotdja Micro-Macinazione (LONZA), Sveice, adreses
10 mg koslajamas tabletes suniem Vetmedica GmbH, maina uz Via Cantonale 4, 6998 Monteggio, Sveice;
Vetmedin S Vacija IB B.III.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
10 mg chewable tablets for dogs sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotaja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.1.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice
70. V/MRP/15/0011 Vetmedin S Boehringer Ingelheim | IB A.4. RaZotaja Micro-Macinazione (LONZA), Sveice, adreses
1.25 mg koslajamas tabletes suniem Vetmedica GmbH, maina uz Via Cantonale 4, 6998 Monteggio, Sveice;
Vetmedin S Vacija IB B.II1.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
1.25 mg chewable tablets for dogs sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotaja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.I.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice
71. V/MRP/15/0012 Vetmedin S Boehringer Ingelheim | IB A.4. RaZotaja Micro-Macinazione (LONZA), Sveice, adreses
2.5 mg ko§lajamas tabletes suniem Vetmedica GmbH, maina uz Via Cantonale 4, 6998 Monteggio, Sveice;
Vetmedin S Vacija IB B.II1.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
2.5 mg chewable tablets for dogs sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotdja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.1.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice
72. V/MRP/15/0013 Vetmedin S Boehringer Ingelheim | IB A.4. RaZotaja Micro-Macinazione (LONZA), Sveice, adreses
5 mg koslajamas tabletes suniem Vetmedica GmbH, maina uz Via Cantonale 4, 6998 Monteggio, Sveice;
Vetmedin S Vacija IB B.II1.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
5 mg chewable tablets for dogs sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotaja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.l.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice
73. | V/IDCP/13/0045 Vetmedin Boehringer Ingelheim | IB A.4. RaZotaja Micro-Macinazione (LONZA), Sveice, adreses

10 mg koslajamas tabletes suniem
Vetmedin
10 mg chewable tablets for dogs

Vetmedica GmbH,
Vacija

maina uz Via Cantonale 4, 6998 Monteggio, Sveice;

IB B.III.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotdja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.l.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice




74. V/DCP/11/0010 Vetmedin Boehringer Ingelheim | IB A.4. RaZotaja Micro-Macinazione (LONZA), Sveice, adreses
1.25 mg koslajamas tabletes suniem Vetmedica GmbH, maina uz Via Cantonale 4, 6998 Monteggio, Sveice;
Vetmedin Vacija IB B.I1I.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
1.25 mg chewable tablets for dogs sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotaja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.L.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice
75. | VIDCP/11/0011 Vetmedin Boehringer Ingelheim | IB A.4. Razotaja Micro-Macinazione (LONZA), Sveice, adreses
2.5 mg ko§lajamas tabletes suniem Vetmedica GmbH, maina uz Via Cantonale 4, 6998 Monteggio, Sveice;
Vetmedin Vacija IB B.III.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
2.5 mg chewable tablets for dogs sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotaja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.L.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice
76. V/DCP/11/0012 Vetmedin Boehringer Ingelheim | IB A.4. RaZotaja Micro-Macinazione (LONZA), Sveice, adreses
5 mg koslajamas tabletes suniem Vetmedica GmbH, maina uz Via Cantonale 4, 6998 Monteggio, Sveice;
Vetmedin Vacija IB B.II1.1.a.2 Atjauno Eiropas Farmakopejas atbilstibas
5 mg chewable tablets for dogs sertifikatu (R1-CEP 2010-240-Rev 02) no ieprieks apstiprinata
razotaja CEP ACG Pharma Chemicals Europe S.L.U., Spanija;
IB B.I.a.1.i Pievieno jaunu mikronizacijas vietu Zona Arigianale
11, 6995 Madonna del Piano, Sveice
77. | VIMRP/19/0038 Vitamin AD3E pro injectione Bela-pharm IA C.I.1. a Izmainas zalu apraksta, lieto$anas instrukcija un
Skidums injekcijam cikam, liellopiem, suniem, zirgiem GmbH&Co.KG, mark&juma teksta, istenojot Eiropas Komisijas 18.8.2021 [émumu
Vitamin AD3E pro injectione Vacija (C(2021) 6223 final) par tirdzniecibas atlaujam produktivajam
solution for injection for pigs, cattle, dogs, horses sugam injicjamam veterinarajam zalém, kas
satur A vitaminu (retinolu un ta esterus), atbilstigi Eiropas
Parlamenta un Padomes Direktivas 2001/82/EK 35. pantam
78. | VIMRP/18/0043 Zodon Ceva Sante Animale,, | 1A B.III.1.a2 Atjaunots Eiropas Farmakopejas atbilstibas

25 mg/ml skidums iekskigai lietoSanai kakiem, suniem
Zodon
25 mg/ml solution for oral use for cats, dogs

Francija

sertifikats (R1-CEP 2000-210-Rev 07) aktivajai vielai
klindamicina hidrohloridam, no pasreiz apstiprinata razotaja
CHONGQING CARELIFE PHARMACEUTICAL CO LTD,
Kina;

1A B.111.1.a2 Atjaunots Eiropas Farmakopejas atbilstibas
sertifikats (R1-CEP 2000-210-Rev 08) aktivajai vielai
klindamicina hidrohloridam, no pasreiz apstiprinata razotaja
CHONGQING CARELIFE PHARMACEUTICAL CO LTD,
Kina




