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O¢uimaneH BecTHUK Ha EBpomeiickus cbio3 9.2.2018 r.

PEILIEHUA

PELLIEHME 3A VI3ITBJTHEHME (EC) 2018/193 HA KOMUCUATA
ot 7 despyapu 2018 ropuna

3a paspemiaBaHe Ha HaKoum iabopatropum B Bpasunmmsa u B Pyckara ¢emepaumsi fga u3BBpmIBAT
CepOJIOTMYHM TECTOBE 32 MOHMTOPUHT Ha e(MKACHOCTTAa Ha BAKCHMHMTE NPOTUB OsIC MPH KyueTa, KOTKH U
nopose

(Homuduyupato nod Homep C(2018) 593)

(Tekct oT 3Hauenue 3a EUII)

EBPOIITEVICKATA KOMUCHA,

Karo B3e npensuy [lorosopa 3a $yHKUMOHMpPaHeTO Ha EBpomelickitst Chio3,

karo B3e mpempun Pemenne 2000/258/EO na Coeera or 20 mapr 2000 r. 3a ompemesisHe Ha CIEUMAaTeH MHCTUTYT, KOITO
OTIOBapsi 3a OIpEHeNsiHE HAa KpUTEpUHMTE, HEOOXOMMMM 3a CTAaHIAPTU3MPAHE HA CEPONIOTMYHMTE TECTOBE 3a MOHMTOPVHI Ha
e¢MKacHOCTTa Ha BakcuHuTe MPOTHB Osc ('), ¥ MO-CIeLManHo wieH 3, maparpad 2 oT Hero,

KaTo MMa NnpenBuf, ve:
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B Mupektua 92/65/EMO Ha CbBeTa () 3a BbBEKIAHETO HA HSKOM MECOSITHM JOMALIHM XMBOTHU B IbPKABUTE UNCHKM
ce IpelBMKIA aNTepHATMBHA CHCTeMa Ha KapaHTMHATa npu Osic. B cboTBeTcTBMe ¢ uneH 16, BTOpa anyHest OT IOCOYEHATa
IMPEKTMBA Ta3y CUCTEMA M3UCKBA NPV BHOC OT HSAKOM TPETM [IbPXKaBM HA KyyeTa, KOTKM JM IOpOBE Ha Ce V3BbPLIBAT
IPOBEPKM Ha eMKACHOCTTA HA TAXHATA BAKCYMHALMS Ype3 TUTPYBAHE HA aHTMUTENA.

VI3BbplIBAHETO HA TAaKMBA NPOBEPKM CE M3MUCKBA M B ChoTBeTcTBMe C wieH 10, maparpad 1, Gyksa B) ot Permament (EC)
Ne 576/2013 ma Espomeiickusi naprmameHT u Ha CbBera () 3a [BMXKEHMETO C HETHPIOBCKA LN HA Kyuera, KOTKM M
TIOPOBE OT ONpeNesIeHN TPETU TbpKaBi.

C Pewenne 2000/258/EO Agence frangaise de sécurité sanitaire des aliments (AFSSA) B Hancu, QpaHunus, e onpenenesa
KaTO CrIEUMAsTHIS MHCTUTYT, KOWTO OTIOBAps 3a ONpeNeriAHe Ha KPUTEPUUTE, HEOOXOMMMY 38 CTAHIAPTU3UPAHE HA CEPOIIO-
TMYHITE TECTOBE 33 MOHMTOPUHI Ha eMKAcHOCTTAa Ha Bakcyuuute nporus Osic. Cera AFSSA e uact ot Agence nationale de
sécurité sanitaire de I'alimentation, de Uenvironnement et du travail (ANSES) BbB (Dparums.

B Pemenne 2000/258EO ce npemsuxma, inter alia, ue ANSES npasu ouenka Ha naGopatopumure B TPeTM IbpPXKaBy,
KOMTO Ca MONAM 3asBIeHME 3 ONOOPEHME 33 M3BbPLIBAHE HA CEPOTIOTMYHM TECTOBE 33 MOHMTOPMHT Ha eUKACHOCTTa Ha
BaKCUHMTE NPOTHB OsiC.

KomnerenTHusT opran Ha Bpaswnmms momame 3aseieHve 3a omoOpenve Ha naGopatopusta ,TECSA LABORATORIOS
LTDA“ B beno Opwusonre, a ANSES wmsrotsu u npencrasu Ha Kommenmara moxmam or 23 okromspu 2017 1. ¢
TIONIOXUTEITHA OLIEHKa 3a Tasy nabopatopus.

Pazpemennero, npegocraero Ha 31 syapu 2006 1. mo pena Ha Pemenne 2000/258/EO Ha ,Instituto Pasteur” B Cao
Tayrno, Bpasumust, Ge orHero B chotBerctBue ¢ Pemenne 2010/436/EC Ha Kommcnsra (*) cren mokmama ¢ OTpuuatensa
oueHka, usrotseH oT ANSES nHa 30 centemspy 2011 r. u npencraen Ha Komucnsara.

KoMrieTeHTHIAT OpraH Ha bpaswmist momame 3asiBlieHne 3a MOBTOPHO ofobpenme Ha naboparopusra Instituto Pasteur” B
Cao ITaynmo, a ANSES nmsrotsu u mpencrasy Ha Kommcusara moknan ot 23 oktomspy 2017 T. ¢ MONOXNUTENHA OLEHKA 3a
Ta3u nabopatopysl.

OBL?79,30.3.2000r., cTp. 40.

Hupexrnsa 92/65/ENO Ha Cosera ot 13 romu 1992 1. 3a onpenersiHe Ha BeTepUHAPHO-CAHUTAPHUTE M3UCKBAHIS OTHOCHO THPIOBILSITA I BHOCA B
OOIIHOCTTa Ha XMBOTHY, CIEPMa, SUTUEKIICTKM 1 eMOPIOHI, KOMTO He Ca MPeOMeT Ha BeTEPHHAPHO-CAHUTAPHNUTE M3NCKBAHILS, ONpEIeTIeHN B
crelyanHuTe npasmia Ha OBIIHOCTTa, OCOYeH Y B IpiIoxkeHne A, pasger | keM [dupextusa 90/425/EMO (OB L 268, 14.9.1992 1., c1p. 54).
Pernament (EC) Ne 576/2013 na Esporeiickus napsiament 1 Ha Cbera ot 12 1oHy 2013 1. OTHOCHO IBIKEHNMETO C HETHPIOBCKA Liel Ha IOMALIHN
nro6ymm 1 32 oTMsiHa Ha Pernament (EO) Ne 998/2003 (OBL 178, 28.6.2013 ., c1p. 1).

Pemerne 2010/436/EC Ha Kommcnsra ot 9 asrycr 2010 r. 3a npunarase Ha Pemerie 2000/258/EO Ha ChBeTa 1o OTHOLICHNME Ha TeCTOBETe 34
OIATHOCT C LieNl 3ala3BaHe Ha paspellieHysTa Ha 1abopaTopyumuTe 3a M3BbPILIBAHE HA CEPONIOIMYHM TECTOBE 33 MOHMTOPUHI Ha eQUKACHOCTTA Ha
BakcuHute npotus 6sc (OB L 209, 10.8.2010 ., ctp. 19).
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(8) KomnerentHusT opran Ha Pyckara demepauns mnomame sasiBlieHue 3a omoOpenye Ha naboparopuurte ,NoviStem LLC B
Mocksa n ,Institute of Veterinary Medicine Biotechnology LLC (IBVM)“ BbB Bomrurcku, a ANSES wmsrotsu u
npenicray Ha Komucnsta moknan ot 23 okromspy 2017 T. ¢ TONOXMTENHA OLEHKa 33 Te3u TaG0paTOpui.

(9)  Topamm ToBa crienpa ma ce paspewt Ha naGoparopunre ,TECSA LABORATORIOS LTDA“ B Beno Opusonre, ,Instituto
Pasteur” 8 Cao Ilayno, ,NoviStem LLC* B Mocksa u ,Institute of Veterinary Medicine Biotechnology LLC (IBVM)“
BbB BOMIMHCKM [1a M3BBPIIBAT CEPONIOTMYHM TECTOBE 3a MOHMTOPMHI Ha e(MKACHOCTTA HAa BAKCHHMTE MPOTUB Osic mpu
KyueTa, KOTKM U IOPOBE.

(10) MepKI/ITC, npeaBuacHn B HACTOAWIOTO peHICHNE, €a B CbOTBETCTBUEC CbC CTAHOBMILETO Ha [TocTostHHMSI KOMUTET 110
pacTeHuATa, KMBOTHUTE, XpaHUTE U (1)ypa>KMTe,

[TPUE HACTOALLIOTO PEIIEHME:

UYnen 1

B croterctBie ¢ wieH 3, maparpad 2 or Pemenme 2000/258/EO ce paspemasa Ha IMOCOYEHHMTE MO-HONMy abopatopum ma
V3BBPIIBAT CEPONOTMYHI TECTOBE 3a MOHMTOPMHT Ha eMKACHOCTTA Ha BAKCHHUTE MPOTHUB OsiC IIPM KydeTa, KOTKM U MOpOBe:
a) TECSA LABORATORIOS LTDA

Avenida do Contorno, 6226°

Funciondrios — CEP: 30110-042

Belo Horizonte/MG

Bpazmms

0) Instituto Pasteur
Avenida Paulista
393 Cerqueira César
Sio Paulo

Bpasmwmms

B) Institute of Veterinary Medicine Biotechnology LLC (IBVM)
27 Starovskogo ulitsa
Volginski urban locality
Petushinski region
Vladimir oblast
Pycka deneparms

1) NoviStem LLC
2-oy Roshchinski Proyezd
Block 8, Building 5, Office 2
Moscow
Pycka ¢eneparius

Unen 2

AnpecaTy Ha HaCTOAWIOTO pelleHNe Ca MbPXKABUTE UIIEHKIL.

CncraseHo B Bprokcen Ha 7 despyapu 2018 ropmsa.

3a Komucuama
Vytenis ANDRIUKAITIS

Ynen Ha Komucuama



	РЕШЕНИЕ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2018/193 НА КОМИСИЯТА от 7 февруари 2018 година за разрешаване на някои лаборатории в Бразилия и в Руската федерация да извършват серологични тестове за мониторинг на ефикасността на ваксините против бяс при кучета, котки и порове (нотифицирано под номер С(2018) 593) (текст от значение за ЕИП) 

