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1 2 3 4 5
1. | V/DCP/15/0026 Amatib KRKA, d.d., Novo IA B.III.1.a2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas

800 mg/g pulveris iekskigai lietoSanai ciikam, vistam mesto, Sloveénija sertifikatu aktivai vielai amoksicilina trihidratam (CEPa R1-CEP 2007-

Amatib 315-Rev 02) no pasreiz apstiprinata razotaja INNER MONGOLIA

800 mg/g oral powder for pigs, chickens CHANGSHENG PHARMACEUTICAL Co., Ltd.

2. | VINRP/16/0003 Avinew NEO Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
putojosas tabletes suspensijas pagatavoSanai vistam Animal Health Bhui

Avinew NEO France SCS, Francija

effervescent tablets for suspension for chickens

3. | VINRP/96/0294 Benestermycin Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
suspensija ievadi$anai tesment liellopiem Vetmedica GmbH, Bhui

Benestermycin Vacija

intramammary suspension for cattle

4. | VINRP/96/0446 Betamox LA Norbrook IA B.I1.d.1.c Pievieno aktivas vielas amoksicilina sekundaro

150 mg/ml suspensija injekcijam aitam, cikam, kakiem, Laboratories (Ireland) | identifikacijas metodi PDA spektrofotometriju galaprodukta

liellopiem, suniem Limited, Irija specifikacija

Betamox LA

150 mg/ml suspension for injection for sheep, pigs, cats,

cattle, dogs

5. | VINRP/15/0015 Bioral H120 NEO Boehringer Ingelheim | TIA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
putojosas tabletes suspensijas pagatavoSanai vistam Animal Health Bhui

Bioral H120 NEO France SCS, Francija

effervescent tablets for suspension for chickens

6. V/DCP/16/0042 Boflox flavour LIVISTO Int'l, S.L., IB B.I.d.1.a.4 Atjauno aktivas vielas marbofloksacina ASMF no paslaik

80 mg tabletes suniem Spanija apstiprinata razotaja Zhejiang Menovo Pharmaceuticals Co., Ltd., Kina -

Boflox flavour pagarina atkartotas testéSanas periodu lidz 5 gadiem;

80 mg tablets for dogs IA B.L.b.1.b Atjauno aktivas vielas marbofloksacina ASMF no paslaik
apstiprinata razotaja Zhejiang Menovo Pharmaceuticals Co., Ltd., Kina -
saSaurina specifikacijas robezas piemaisijumam N-metil-N-
formilhidrazinam




7. V/DCP/16/0041 Boflox flavour LIVISTO Int'l, S.L., IB B.I.d.1.a.4 Atjauno aktivas vielas marbofloksacina ASMF no paslaik

20 mg tabletes kakiem, suniem Spanija apstiprinata razotaja Zhejiang Menovo Pharmaceuticals Co., Ltd., Kina -

Boflox flavour pagarina atkartotas test€Sanas periodu lidz 5 gadiem;

20 mg tablets for cats, dogs IA B.L.b.1.b Atjauno aktivas vielas marbofloksacina ASMF no paslaik
apstiprinata razotaja Zhejiang Menovo Pharmaceuticals Co., Ltd., Kina -
saSaurina specifikacijas robezas piemaisijumam N-metil-N-
formilhidrazinam

8. | V/IDCP/19/0039 Bovilis INtranasal RSP Live Intervet International | 1A B.ll.e.5al Pievienots jauns iepakojuma lielums - 20 devu stikla
liofilizats un §kidinatajs suspensijas injekcijam B.V., Niderlande flakons;

pagatavoSanai liellopiem IA B.1l.e.5al Pievienots jauns iepakojuma lielums - 25 devu stikla

Bovilis INtranasal RSP Live flakons;

lyophilisate and solvent for suspension for injection for IB B.lIl.e.5a2 Pievienots jauns iepakojuma lielums - 50 devu stikla

cattle flakons

9. | V/IMRP/13/0052 Bupaq Multidose Richter Pharma AG, | IA B.IL.b.4.a IB tipa izmainas. Pievieno jaunu sérijas izlaides daudzumu

0.3 mg/ml $kidums injekcijam kakiem, suniem Austrija -2001

Bupaqg Multidose

0.3 mg/ml solution for injection for cats, dogs

10. | V/INRP/03/1589 CANIVERM tbl. ad us.vet. Bioveta, a.s., Cehija IB B.I1.a.3.a.1 Pievieno jaunu paligvielu - sardinu aromatiz&taju;
tabletes hiénam, kakiem, lauvam, suniem, $akaliem, IA B.II.d.1.z Maina galaprodukta specifikacijas parametru argjais izskats
vilkiem

CANIVERM tbl. ad us.vet.

tablets for hyenas, cats, lions, dogs, jackals, wolves

11. | VIMRP/12/0060 | Cazitel Plus XL Chanelle IA B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu

tabletes suniem
Cazitel Plus XL
tablets for dogs

Pharmaceuticals
Manufacturing Ltd.,
Irija

(R1-CEP 2005-294-Rev 02) aktivajai vielai pirantela ebonatam no
pasreiz apstiprinata razotaja IPCA Laboratories Limited, Indija;

IA B.III.1.a3 Jauns Eiropas Farmakopejas atbilstibas sertifikats (RO-
CEP- 2014-371-Rev-01) aktivajai vielai prazikvantelam no jauna
razotaja Jiangsu Chengxin Pharmaceuticals Co., Kina;

IA B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu
(R1-CEP 2012-159-Rev 0

1) aktivajai vielai prazikvantelam no pasSreiz apstiprinata razotaja
Sequent Scientific Limited, Indija;

IA A.7. Tiek svitrots aktivas vielas prazikvantela razotajs Shin Poong
Pharmaceuticals Ltd., Koreja




12. | V/IMRP/09/0029 Cazitel Plus Chanelle IA B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-
tabletes suniem Pharmaceuticals CEP 2005-294-Rev 02) aktivajai vielai pirantela ebonatam no pasreiz
Cazitel Plus Manufacturing Ltd., apstiprinata razotaja IPCA Laboratories Limited, Indija;
tablets for dogs Irija IA B.II1.1.a3 Jauns Eiropas Farmakopejas atbilstibas sertifikats (RO-
CEP- 2014-371-Rev-01) aktivajai vielai prazikvantelam no jauna
razotaja Jiangsu Chengxin Pharmaceuticals Co., Kina;
IA B.I11.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-
CEP 2012-159-Rev 01) aktivajai vielai prazikvantelam no pasreiz
apstiprinata razotaja Sequent Scientific Limited, Indija;
IA A.7. Tiek svitrots aktivas vielas prazikvantela razotajs Shin Poong
Pharmaceuticals Ltd., Koreja
13. | VIMRP/14/0044 Cryomarex Rispens Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
koncentrats un $kidinatajs suspensijas injekcijam Animal Health Bhui
pagatavosanai vistam France SCS, Francija
Cryomarex Rispens
concentrate and solvent for suspension for injection for
chickens
14. | V/DCP/11/0002 Dehinel Plus Flavour KRKA, d.d., Novo IA B.11.d.2.a Nelielas izmainas testa procediira
tabletes suniem mesto, Sloveénija
Dehinel Plus Flavour
tablets for dogs
15. | V/DCP/11/0003 Dehinel Plus XL KRKA, d.d., Novo IA B.11.d.2.a Nelielas izmainas testa procediira
tabletes suniem mesto, Slovénija
Dehinel Plus XL
tablets for dogs
16. | V/DCP/12/0036 Dozuril Dopharma Research | TA B.II.d.1.a Nosaka jaunu zalu formas krasu no briinas uz dzeltenzalu

25 mg/ml $kidums lietoSanai ar dzeramo Gideni vistam
Dozuril
25 mg/ml solution for use in drinking water for chickens

B.V.
, Niderlande

Skidumu;

IA B.Il.e.4.a Iepakojuma izméru izmainas ;

IA B.I1.b.2c2 Jauns par sérijas izlaidi atbildigais razotajs Dopharma
France S.A.S., Francija ar s€rijas testéSanu;

IA B.I1.b.4.a Palielina gatava produkta s€rijas apjomu Iidz 3000 1 ;
IA B.I1.b.1.b Jauna primaras iepakosanas vieta Dopharma France S.A.S.,
Francija;

IA B.I.b.1.a Jauna sekundaras iepakosSanas vieta Dopharma France
S.A.S., Francija;

IB B.I1.b.1.e Jauna nesterilu zalu razoSanas vieta Dopharma France
S.A.S., Francija




17. | VIMRP/08/1589 Enterisol lleitis Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
liofilizats suspensijas injekcijam pagatavosanai cikam Vetmedica GmbH, Bhui
Enterisol lleitis Vacija
lyophilisate for suspension for injection for pigs
18. | V/IMRP/18/0048 Eprinex Multi Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
5 mg/ml $kidums uzlie$anai uz muguras aitam, galas un Animal Health Bhui
piena liellopiem, kazam France SCS, Francija
Eprinex Multi
5 mg/ml pour-on solution for sheep, beef and dairy cattle,
goats
19. | V/IMRP/13/0033 Equisedan Vetcare Oy, Somija IB B.I1.e.4.c Pievieno papildus stikla flakonu ar ietilpibu 10,0 ml.;
10 mg/ml $kidums injekcijam zirgiem IA B.1l.e.7.b Sak sadarbibu ar Ompi Medical Glass par papildus stikla
Equisedan flakonu piegadi.
10 mg/ml solution for injection for horses
20. | VIMRP/04/1636 EQVALAN DUO Boehringer Ingelheim | IB B.IL.e.1b1 Tiek pievienots jauns §lirces veids;
pasta iekskigai lietoSanai zirgiem Animal Health IA B.1l.e.4.a IB tipa izmainas. Izmainas §lirces specifikacija un
EQVALAN DUO France SCS, Francija | tehniskajos parametros;
paste for oral use for horses IB B.II.e.5.d Pievieno jaunu produkta pildijuma tilpumu, lai var€tu arstet
dzivniekus ar kermena svaru lidz 750 Kkg;
IB B.II.e.5.d Pievieno jaunu produkta pildijuma tilpumu, lai var&tu arstet
dzivniekus ar kermena svaru lidz 1100 kg
21. | VIMRP/04/1636 EQVALAN DUO Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
pasta iekskigai lietoSanai zirgiem Animal Health Bhui
EQVALAN DUO France SCS, Francija
paste for oral use for horses
22. | VIMRP/16/0007 Eurican DAP Boehringer Ingelheim | TIA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
liofilizats un $kidinatajs suspensijas injekcijam Animal Health Bhui
pagatavoSanai suniem France SCS, Francija
Eurican DAP
lyophilisate and solvent for suspension for injection for
dogs
23. | V/DCP/15/0044 Eurican DAP-Lmulti Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep

liofilizats un suspensija suspensijas injekcijam
pagatavosanai suniem

Eurican DAP-Lmulti

lyophilisate and suspension for suspension for injection for
dogs

Animal Health
France SCS, Francija

Bhui




24. | VIMRP/16/0008 Eurican DAPPI Boehringer Ingelheim | 1A C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
liofilizats un $kidinatajs suspensijas injekcijam Animal Health Bhui
pagatavosanai suniem France SCS, Francija
Eurican DAPPI
lyophilisate and solvent for suspension for injection for
dogs
25. | V/DCP/15/0045 Eurican DAPPi-Lmulti Boehringer Ingelheim | TA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
liofilizats un suspensija suspensijas injekcijam Animal Health Bhui
pagatavoSanai suniem France SCS, Francija
Eurican DAPPi-Lmulti
lyophilisate and suspension for suspension for injection for
dogs
26. | V/DCP/15/0046 Eurican Lmulti Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
suspensija injekcijam suniem Animal Health Bhui
Eurican Lmulti France SCS, Francija
suspension for injection for dogs
27. | VIMRP/09/0028 Exitel Plus Chanelle IA B.III.1.a3 Jauns Eiropas Farmakopejas atbilstibas sertifikats (RO-CEP-
tabletes suniem Pharmaceuticals 2014-371-Rev-01) aktivajai vielai prazikvantelam no jauna razotaja Jiangsu
Exitel Plus Manufacturing Ltd., | Chengxin Pharmaceuticals Co., Kina;
tablets for dogs Trija IA B.I11.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-CEP
2005-294-Rev 02) aktivajai vielai pirantela ebonatam no pasreiz apstiprinata
razotaja IPCA Laboratories Limited, Indija;
IA B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-CEP
2012-159-Rev 01) aktivajai vielai prazikvantelam no pasreiz apstiprinata
razotaja Sequent Scientific Limited, Indija;
IA A.7. Tiek svitrots aktivas vielas prazikvantela razotajs Shin Poong
Pharmaceuticals Ltd., Koreja
28. | VINRP/01/1417 Floron solution for injection 300 mg/ml KRKA, d.d., Novo IA B.La.l. f Pievieno jaunu florfenikola kvalitates kontroles vietu
Skidums injekcijam cukam, liellopiem mesto, Slovénija Nacionalni laboratorij za zdravje, okolje in hrano (NLZOH), Slovénija;
Floron solution for injection 300 mg/mil IA A.4. Florfenikola kvalitates kontroles vietas nosaukuma maina no
solution for injection for pigs, cattle Kemijski institut, Slovénija uz Kemijski institut, Center za validacijske
tehnologije in analitiko (CVTA), Slovénija
29. | V/NRP/98/0940 Flunixin Injection Norbrook IA B.III.1.a.2 Iesniedz atjaunotu aktivas vielas fluniksina meglumina
50 mg/ml skidums injekcijam ciikam, liellopiem, zirgiem Laboratories (Ireland) | Eiropas farmakopejas atbilstibas sertifikatu Nr. R1-CEP 2013-017-Rev
Flunixin Injection Limited, Irija 02 no paslaik apstiprinata razotaja Sequent Scientific Limited, Indija
50 mg/ml solution for injection for pigs, cattle, horses
30. | V/IMRP/18/0057 Frontline Tri-Act Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep

Skidums pilinaSanai uz adas suni 2-5 kg
Frontline Tri-Act
spot-on solution for dogs 2-5 kg

Animal Health
France SCS, Francija

Bhui




31. | V/IMRP/18/0059 Frontline Tri-Act Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
$kidums pilinasanai uz adas suni 10-20 kg Animal Health Bhui
Frontline Tri-Act France SCS , Francija
spot-on solution for dogs 10-20 kg

32. | VIMRP/18/0060 Frontline Tri-Act Boehringer Ingelheim | TA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
Skidums pilina$anai uz adas suni 20-40 kg Animal Health Bhui
Frontline Tri-Act France SCS, Francija
spot-on solution for dogs 20-40 kg

33. | VIMRP/18/0061 Frontline Tri-Act Boehringer Ingelheim | TA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
Skidums pilina$anai uz adas suni 40 — 60 kg Animal Health Bhui
Frontline Tri-Act France SCS, Francija
spot-on solution for dogs 40 — 60 kg

34. | VIMRP/18/0058 Frontline Tri-Act Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
§kidums pilinasanai uz adas suni 5-10 kg Animal Health Bhui
Frontline Tri-Act France SCS, Francija
spot-on solution for dogs 5-10 kg

35. | V/IMRP/05/1650 Gallimune 302 ND+IB+EDS Boehringer Ingelheim | IB B.I1.d.2.a Nelielas izmainas apstiprinataja galaprodukta sterilitates
tdens-ellas emulsija injekcijai caliem Animal Health testa procediira
Gallimune 302 ND+IB+EDS France SCS, Francija
water-in oil emulsion for injection for chickens

36. | V/IMRP/05/1650 Gallimune 302 ND+IB+EDS Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
tidens-ellas emulsija injekcijai caliem Animal Health Bhui
Gallimune 302 ND+IB+EDS France SCS, Francija
water-in oil emulsion for injection for chickens

37. | VIMRP/05/1649 Gallimune 303 ND+IB+ART Boehringer Ingelheim | IB B.I1.d.2.a Nelielas izmainas apstiprinataja galaprodukta sterilitates
ellas - iidens emulsija injekcijam caliem Animal Health testa procedira
Gallimune 303 ND+IB+ART France SCS, Francija
water in oil emulsion for injection for chickens

38. | V/IMRP/05/1649 Gallimune 303 ND+IB+ART Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
ellas - iidens emulsija injekcijam caliem Animal Health Bhui
Gallimune 303 ND+IB+ART France SCS, Francija
water in oil emulsion for injection for chickens

39. | VIMRP/05/1648 Gallimune 407 ND+IB+EDS+ART Boehringer Ingelheim | IB B.II.d.2.a Nelielas izmainas apstiprinataja galaprodukta sterilitates

ellas - Gdens emulsija injekcijam caliem
Gallimune 407 ND+IB+EDS+ART
water in oil emulsion for injection for chickens

Animal Health
France SCS, Francija

testa procedura




40. | V/IMRP/05/1648 Gallimune 407 ND+IB+EDS+ART Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
ellas - tidens emulsija injekcijam caliem Animal Health Bhui
Gallimune 407 ND+IB+EDS+ART France SCS , Francija
water in oil emulsion for injection for chickens
41. | V/DCP/08/1601 Gallimune Se+St Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
ellas - Gidens emulsija injekcijam vistam Animal Health Bhui
Gallimune Se+St France SCS, Francija
water in oil emulsion for injection for chickens
42. | VIMRP/08/1607 HatchPak Avinew Boehringer Ingelheim | TA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
sasald@ta suspensija izsmidzinasanai caliem Animal Health Bhui
HatchPak Avinew France SCS, Francija
frozen nebuliser suspension for chickens
43. | V/DCP/08/1603 HatchPak IB H120 Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
sasaldéta suspensija izsmidzinasanai caliem Animal Health Bhui
HatchPak IB H120 France SCS, Francija
frozen nebuliser suspension for chickens
44. | VIMRP/09/0014 Ingelvac MycoFLEX Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
suspensija injekcijam cikam Vetmedica GmbH, Bhui
Ingelvac MycoFLEX Vacija
suspension for injection for pigs
45. | V/DCP/15/0004 Ingelvac PRRSFLEX EU Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
liofilizats un $kidinatajs suspensijas injekcijam Vetmedica GmbH, Bhui
pagatavosanai cikam Vacija
Ingelvac PRRSFLEX EU
lyophilisate and solvent for suspension for injection for
pigs
46. | VINRP/98/0778 Intramicine Ceva Sante Animale., | 1B B.1.d.1.a4 Dihidrostreptomicina sulfata atkartota testa perioda

suspensija injekcijam aitam, cukam, govim, kakiem,
kazam, suniem, zirgiem

Intramicine

suspension for injection for sheep, pigs, cows, cats, goats,
dogs, horses

Francija

pagarinasana lidz 4 gadiem,;

IA B.III.1.a3 Iesniegts jauns Eiropas Farmakopejas atbilstibas sertifikats
No.R1-CEP 2001-393-Rev 05 par dihidrostreptomicina sulfatu, kuru
razo North China Pharmaceutical Huasheng Co. Ltd. Kina




47. | VINRP/98/0778 Intramicine Ceva Sante Animale., | IB B.I1.b.5.z Izmainas testa, kuru pieméro gatava produkta razo$anas
suspensija injekcijam aitam, ciikam, govim, kakiem, Francija laika, dz&sot filtra integritates testu razoSanas 5. soli un veicot to 7. soli
kazam, suniem, zirgiem
Intramicine
suspension for injection for sheep, pigs, cows, cats, goats,
dogs, horses

48. | VINRP/02/1528 Karsivan 100 Intervet International | 1A B.l.b.2.c Maina aktivas vielas propentofilina zudumu Zavéjot
100 mg apvalkotas tabletes suniem B.V., Niderlande noteik$anas metodi, lai ta atbilstu Eiropas farmakopejas sadalai Nr.
Karsivan 100 2.2.32;

100 mg film-coated tablets for dogs IB B.Lb.1.z Atjauno aktivas vielas propentofilina specifikacijas
parametra nosaukumu un kopgjo piemaisijumu maksimalas vertibas
pierakstu

49. | V/INRP/02/1568 Karsivan 50 Intervet International | TA B.1.b.2.a. Maina aktivas vielas propentofilina zudumu zavéjot
50 mg apvalkotas tabletes suniem B.V., Niderlande noteikSanas metodi, lai ta atbilstu Eiropas farmakopejas paragrafam Nr.
Karsivan 50 2.2.32
50 mg film-coated tablets for dogs IB B.Lb.1.z Atjauno aktivas vielas propentofilina specifikacijas

parametra nosaukumu un kopgjo piemaisijumu maksimalas vértibas
pierakstu

50. | V/IMRP/12/0019 Kenocidin Spray and Dip Cid Lines NV, IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Elien CLAEY'S
5 mg/ml $kidums tesmens pupu iemerksanai/aerosols Belgija un tas vietnieks Ine VANDEWINCKELE
tesmens pupu apstradei slaucamas govim
Kenocidin Spray and Dip
5 mg/ml teat dip / teat spray solution for dairy cows

51. | VIMRP/11/0047 Kenocidin Cid Lines NV, IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Elien CLAEY'S
5 mg/ml $kidums tesmens pupu iemérksanai liellopiem Belgija un tas vietnieks Ine VANDEWINCKELE
Kenocidin
5 mg/ml teat dip solution for cattle

52. | VINRP/96/0343 Metricure Intervet International | TA B.IL.b.3.a Ieviesta jauna alternativa paleSu izvieto$ana sist€éma
500 mg suspensija ievadiSanai dzemdg liellopiem B.V., Niderlande galaprodukta apstaroSanai,

Metricure IA B.I1.b.3.a Palielinata apstaroSanas iekartas jauda un nomainits

500 mg intrauterine suspension for cattle nosaukums no JS9000 uz JS9100

53. | V/INRP/95/0178 Nobilis IB+G+ND Intervet International | IB B.L1.b.2. a Nelielas izmainas apstiprinataja aktivas vielas razo$anas

tidens-ellas emulsija injekcijai vistam
Nobilis IB+G+ND
water-in oil emulsion for injection for chickens

Booxmer, Niderlande

procesa, IBDV antigénas masas ELISA optimizacija




54. | VINRP/95/0179 Nobilis REO+IB+G+ND Intervet International | IB B.L.b.2. a Nelielas izmainas apstiprinataja aktivas vielas razoSanas
emulsija injekcijam vistam B.V., Niderlande procesa, IBDV antigénas masas ELISA optimizacija
Nobilis REO+IB+G+ND
emulsion for injection for chickens

55. | V/INRP/03/1535 Nobilis RT+IBmulti+G+ND Intervet International | 1B B.L1.b.2. a Nelielas izmainas apstiprinataja aktivas vielas raZzo$anas
emulsija injekcijam vistam B.V., Niderlande procesa, IBDV antigénas masas ELISA optimizacija
Nobilis RT+IBmulti+G+ND
emulsion for injection for chickens

56. | V/DCP/20/0030 Ototop LIVISTO Int'l, S.L., | IA B.IIL.1.a2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas
ausu pilieni un uz adas lietojama suspensija jiirasclicinam, | Spanija sertifikatu aktivai vielai prednizolona acetatam (R1-CEP-2000-025 Rev
kakiem, suniem 05.) no pasreiz apstiprinata razotaja Sanofi Chimie, Francija.;
Ototop IA B.III.1.a2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas
ear drops and cutaneous suspension for guinea pigs, cats, sertifikatu aktivai vielai mikonazola nitratam (R1-CEP-1998-146 Rev
dogs 03) no pasreiz apstiprinata razotaja FDC Limited, Indija.

57. | V/DCP/19/0079 Pergoquin Richter Pharma AG, | 1A B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (No.
1 mg tabletes zirgiem Austrija R1-CEP 2004-161-Rev 02) aktivajai vielai pergolida mesilatam no
Pergoquin pasreiz apstiprinata razotaja OLON S.P.A., Italija;
1 mg tablets for horses IB C.I1.7.b Jauns farmakovigilances sisteémas atbildigais uznémums

Richter Pharma AG, Austrija

58. | V/NRP/96/0296 Perlutex Dechra Veterinary IA B.I1.b.2¢2 Par sérijas izlaidi atbildiga razotdja aizstaSana ar Haupt
5 mg tabletes kakiem, suniem Products A/S, Danija | Pharma Miinster GmbH. Vacija, ieskaitot sérijas testéSanu;
Perlutex IA B.I1.b.2.a Sérijas mikrobiologiskas testé$anas vietas aizstasana ar
5 mg tablets for cats, dogs Umweltlabor ACB GmbH. Vacija

59. | VIMRP/14/0021 Prazitel 230/20 mg Chanelle IA B.III.1.a3 Jauns Eiropas Farmakopejas atbilstibas sertifikats (RO-

aromatiz&tas apvalkotas tabletes kakiem
Prazitel 230/20 mg
flavoured film-coated tablets for cats

Pharmaceuticals
Manufacturing Ltd.,
Irija

CEP- 2014-371-Rev-01) aktivajai vielai prazikvantelam no jauna
razotaja Jiangsu Chengxin Pharmaceuticals Co., Kina;

IA B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-
CEP 2005-294-Rev 02) aktivajai vielai pirantela ebonatam no pasreiz
apstiprinata razotaja IPCA Laboratories Limited, Indija;

IA B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-
CEP 2012-159-Rev 01) aktivajai vielai prazikvantelam no pasreiz
apstiprinata razotaja Sequent Scientific Limited, Indija;

IA A.7. Tiek svitrots aktivas vielas prazikvantela razotajs Shin Poong
Pharmaceuticals Ltd., Koreja




60.

V/MRP/12/0061

Prazitel Plus XL
tabletes suniem
Prazitel Plus XL
tablets for600gs

Chanelle
Pharmaceuticals
Manufacturing Ltd.,
Irija

IA B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-
CEP 2005-294-Rev 02) aktivajai vielai pirantela ebonatam no pasreiz
apstiprinata razotaja IPCA Laboratories Limited, Indija;

IA B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-
CEP 2012-159-Rev 01) aktivajai vielai prazikvantelam no pasreiz
apstiprinata razotaja Sequent Scientific Limited, Indija;

IA A.7. Tiek svitrots aktivas vielas prazikvantela razotajs Shin Poong
Pharmaceuticals Ltd., Koreja;

IA B.111.1.a3 Jauns EiropasFarmakopejas atbilstibas sertifikats (R0-CEP-
2014-371-Rev-01) aktivajai vielai prazikvantelam no jauna razotaja
Jiangsu Chengxin Pharmaceuticals Co., Kina

61.

V/MRP/09/0027

Prazitel Plus
tabletes suniem
Prazitel Plus
tablets for dogs

Chanelle
Pharmaceuticals
Manufacturing Ltd.,
Irija

IA B.I1I.1.a3 Jauns Eiropas Farmakopejas atbilstibas sertifikats (RO-
CEP- 2014-371-Rev-01) aktivajai vielai prazikvantelam no jauna
razotaja Jiangsu Chengxin Pharmaceuticals Co., Kina;

1A B.111.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-
CEP 2005-294-Rev 02) aktivajai vielai pirantela ebonatam no pasreiz
apstiprinata razotaja IPCA Laboratories Limited, Indija;

IA B.III.1.a2 Atjauno Eiropas Farmakopejas atbilstibas sertifikatu (R1-
CEP 2012-159-Rev 01) aktivajai vielai prazikvantelam no pasreiz
apstiprinata razotaja Sequent Scientific Limited, Indija;

IA A.7. Tiek svitrots aktivas vielas prazikvantela razotajs Shin Poong
Pharmaceuticals Ltd., Koreja

62.

V/DCP/17/0011

Regumate Porcine

4 mg/ml $kidums iekskigai lietoSanai cikam
Regumate Porcine

4 mg/ml solution for oral use for pigs

Intervet International
B.V., Niderlande

IB B.1.a.2.¢ Nelielas izmainas reagenta izvele aktivas vielas altrenogesta
ASMF slégtaja dala no razotaja Aspen Oss B.V., Niderlande ;

IB B.I.a.2.e Nelielas izmainas pirmajos razo$anas procesa solos aktivas
vielas altrenogesta ASMF slégtaja dala no razotaja Aspen Oss B.V.,
Niderlande ; IB B.1.d.1.a.4 Pagarina atkartotas testéSanas periodu
aktivajai vielai altrenogestam no razotaja Aspen Oss B.V., Niderlande no
24 méneSiem uz 60 ménesiem;

IB B.I.d.1.b.3 Maina aktivas vielas altrenogesta no razotaja Aspen Oss
B.V., Niderlande uzglabasanas apstaklus ;

IA B.1.b.1.b SaSaurina aktivas vielas altrenogesta piemaisijumu
pielaujamas robezas;

IA B.L.b.1.d Dz&s no aktivas vielas altrenogesta specifikacijas
parametriem smago metalu noteikSanu;

IA B.L.b.2.a Atjauno aktivas vielas altrenogesta piemaistjumu atlikuso
$kidinataju noteikSanas testa metodi

63.

V/DCP/15/0007

ReproCyc PRRS EU

liofilizats un $kidinatajs suspensijas injekcijam
pagatavoSanai cukam

ReproCyc PRRS EU

lyophilisate and solvent for suspension for injection for

pigs

Boehringer Ingelheim
Vetmedica GmbH,
Vacija

IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
Bhui




64. | V/DCP/20/0013 Sedanol Richter Pharma AG, | IA C.1.9. c Administrativas izmainas Detaliz&ta farmakovigilances
40 mg/ml $kidums injekcijam cikam Austrija sistemas apraksta (DFSA)
Sedanol
40 mg/ml solution for injection for pigs

65. | V/DCP/18/0031 Tialin Dechra Regulatory IA A.7. Sadarbibas partrauk$ana ar aktivas vielas razotaju Ningxia Tairui
125 mg/ml $kidums lieto$anai ar dzeramo tdeni ciikam, B.V., Niderlande Pharmaceutical Co. Ltd. ;
titariem, vistam IA B.III.1.a2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas
Tialin sertifikatu aktivai vielai tiamulina hidrogéna fumaratam (R1-CEP 2010-
125 mg/ml solution for use in drinking water for pigs, 313-Rev 02) no pasreiz apstiprinata razotaja Sunny Biotech Hangzhou
turkeys, chickens Co. Ltd., Kina.

66. | V/DCP/18/0031 Tialin Dechra Regulatory IA A.7. Sadarbibas partrauksana ar aktivas vielas razotaju Macfarlan
125 mg/ml $kidums lietoSanai ar dzeramo tdeni ciikam, B.V., Niderlande Smith Limited, Anglija.
titariem, vistam
Tialin
125 mg/ml solution for use in drinking water for pigs,
turkeys, chickens

67. | V/IDCP/18/0032 Tialin Dechra Regulatory IA A.7. Sadarbibas partrauksana ar aktivas vielas razotaju Ningxia Tairui
250 mg/ml $kidums lietoSanai ar dzeramo tGdeni ctikam, B.V., Niderlande Pharmaceutical Co. Ltd.;
titariem, vistam IA B.III.1.a2 Iesniedz atjaunotu Eiropas Farmakopejas atbilstibas
Tialin sertifikatu aktivai vielai tiamulina hidrogéna fumaratam (R1-CEP 2010-
250 mg/ml solution for use in drinking water for pigs, 313-Rev 02) no pasreiz apstiprinata razotaja Sunny Biotech Hangzhou
turkeys, chickens Co. Ltd., Kina.

68. | V/DCP/18/0032 Tialin Dechra Regulatory IA A.7. Sadarbibas partrauksana ar aktivas vielas razotaju Macfarlan
250 mg/ml §kidums lietoSanai ar dzeramo tdeni cikam, B.V., Niderlande Smith Limited, Anglija.
titariem, vistam
Tialin
250 mg/ml solution for use in drinking water for pigs,
turkeys, chickens

69. | VIMRP/14/0071 | Tylogran Dopharma Research IB B.Il.e.5.d Pievieno jaunu 550 g konteinera (securitainer) iepakojumu.;

1000 mg/g granulas lietoSanai ar dzeramo tideni/pienu
ctukam, lopiem (telilem), titariem, vistam

Tylogran

1000 mg/g granules for use in drinking water/milk for
pigs, cattle (calf), turkeys, chickens

B.V.
, Niderlande

IA B.Il.e.4.a Izmainas konteinera (securitainer) iepakojuma izméros.




70. | VIMRP/08/1587 Ubrolexin Boehringer Ingelheim | TA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
suspensija ievadiSanai tesmeni liellopiem Vetmedica GmbH, Bhui
Ubrolexin Vacija
intramammary suspension for cattle
71. | VIMRP/06/1668 | Versiguard Rabies Zoetis Belgium S.A., | TA A.7. Svitroti izejvielu piegadataji - PAA Laboratories GMBH un
suspensija injekcijam aitam, cikam, kakiem, kazam, Belgija Rocky Mountain Biologicals Inc.;
liellopiem, majas sesks, suniem, zirgiem IA B.III.1.b3 Iesniegti atjaunotie Eiropas Farmakopejas TSE atbilstibas
Versiguard Rabies sertifikati (R1-CEP 2000-076 rev 04;R1-CEP 2001-190 rev 04;R1-CEP
suspension for injection for sheep, pigs, cats, goats, cattle, 2000-080 rev 05) telu embriju serumam no pasreiz apstiprinata razotaja
ferrets, dogs, horses Cytiva - Hyclone Laboratories LLC, ASV;
IB C.1.z Izmainas zalu apraksta, mark&juma un lietoSanas instrukcija,
atjaunot zalu informaciju atbilstos§i QRD 8.1. standartformas versijai
72. | VIMRP/15/0014 Vetmedin S Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
10 mg koslajamas tabletes suniem Vetmedica GmbH, Bhui
Vetmedin S Vacija
10 mg chewable tablets for dogs
73. | VIMRP/15/0011 Vetmedin S Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
1.25 mg koslajamas tabletes suniem Vetmedica GmbH, Bhui
Vetmedin S Vacija
1.25 mg chewable tablets for dogs
74. | VIMRP/15/0012 Vetmedin S Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
2.5 mg koslajamas tabletes suniem Vetmedica GmbH, Bhui
Vetmedin S Vacija
2.5 mg chewable tablets for dogs
75. | VIMRP/15/0013 Vetmedin S Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
5 mg ko§lajamas tabletes suniem Vetmedica GmbH, Bhui
Vetmedin S Vacija
5 mg chewable tablets for dogs
76. | V/DCP/13/0045 Vetmedin Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
10 mg koslajamas tabletes suniem Vetmedica GmbH, Bhui
Vetmedin Vacija
10 mg chewable tablets for dogs
77. | VIDCP/11/0010 Vetmedin Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
1.25 mg koslajamas tabletes suniem Vetmedica GmbH, Bhui
Vetmedin Vacija

1.25 mg chewable tablets for dogs




78. | V/DCP/11/0011 Vetmedin Boehringer Ingelheim | IA C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
2.5 mg koslajamas tabletes suniem Vetmedica GmbH, Bhui
Vetmedin Vacija
2.5 mg chewable tablets for dogs

79. | V/DCP/11/0012 Vetmedin Boehringer Ingelheim | 1A C.1.9. a Jauna atbildiga persona par farmakovigilanci Mr. Rondeep
5 mg ko§lajamas tabletes suniem Vetmedica GmbH, Bhui
Vetmedin Vacija
5 mg chewable tablets for dogs

80. | V/DCP/18/0014 Zelys Ceva Sante Animale,, | IA B.1.b.2. a Nelielas izmainas aktivas vielas pimobendana razoSanas
10 mg koslajamas tabletes suniem Francija procesa
Zelys
10 mg chewable tablets for dogs

81. | V/DCP/18/0012 Zelys Ceva Sante Animale,, | 1A B.1.b.2. a Nelielas izmainas aktivas vielas pimobendana razo$anas
1.25 mg koslajamas tabletes suniem Francija procesa
Zelys
1.25 mg chewable tablets for dogs

82. | V/DCP/18/0013 Zelys Ceva Sante Animale,, | TA B.1.b.2. a Nelielas izmainas aktivas vielas pimobendana razoSanas

5 mg koslajamas tabletes suniem
Zelys
5 mg chewable tablets for dogs

Francija

procesa




