L 109/26 Oduumanen BecTHUK Ha EBporeiickus cbio3 24.4.2019 1.

PELLIEHUE 3A MU3ITBJIIHEHYE (EC) 2019/641 HA KOMUCHUATA
or 17 anpun 2019 ronuna

OTHOCHO pella M YCIIOBMATA 3a Pa3pelllaBaHeTo Ha rpyma Ouoummu, coabpxamm 1R-mpanc-gpeHorpus,
OTHeCeHO 3a pasriiexnuane ot Vipnauaus B corBercTBue ¢ wieH 36 or Permament (EC) Ne 5282012 na
EBponerickus naprnameHT u Ha CbBeTa

(nomuduyupato nod nomep C(2019) 2837)

(Texcr oT 3Hauenme 3a EVII)

EBPOITEVICKATA KOMUCUS,
xaro B3e npensuy [lorosopa 3a $yHKUMOHMpaHeTo Ha EBponerickust Cho3,

xaro B3e npensun Permament (EC) Ne 528/2012 na EBponeiickust napnament u Ha Cbsera or 22 Mait 2012 1. 0THOCHO IpeocTa-
BSIHETO Ha Mazapa u ynorpeOara Ha Guounan ('), u mo-crenyasso wien 36, naparpad 3 or Hero,

KaTo MMa Ipeasun, 4e:

(1)  Ha 20 asrycr 2015 r. mpyxectoto CSI-Europe (,3asBuTensr) momame 3asBiieHue O KOMIICTEHTHMTE OpIaHM Ha
HSKONKO JbPKABM UNEHKM, Cped Komto [epMaHus (,3alHTEPECOBAHMTE IbPXKaBM WIEHKM), 3a MapasleNHO B3aVMHO
NpU3HABAHE HA [pyma OMOLMAM — MHCEKTULMOM C IPMMAMKa Cpelly MpaBKM, ChIbPXKAIIM AKTMBHOTO BEIIECTBO
1R-mpanc-geHoTpuH (,ocriopsanara rpyma Omoummn“). OueHkara Ha 3asBiieHuero Oelle BB3MOXeHa Ha VprmaHmus
(,pedepeHTHATA IbPKABA WIEHKA ) CBITIACHO MPEABUACHOTO B wiieH 34, maparpad 1 ot Permament (EC) Ne 528/2012.

(2) B cvotserctBue ¢ wien 35, maparpad 2 or Permament (EC) Ne 528/2012 na 30 romm 2017 r. Tepmanms orHece
BB3PAKEHILsI IO KOOPIMHALMOHHATA TPyIa ¥ [0 3asIBUTENIs, KaTO I0COYM, Ue OCIOpPBaHATA Ipyma GMOLMINM He OTIOBaps Ha
YCIOBMETO, MpenBueHo B wieH 19, naparpad 1, 6yksa 6), mogrouka i) or pernameHra.

(3)  Tepmamckara CTpaHa OIpemeNnst KaTo HeMpUeMITMBY TaHHUTE 3a eQUKACHOCTTA, MPEIOCTABEHN OT 3asBUTEIS M MOIIOXCHN
Ha OLIEHKA OT peepeHTHATa IbpxKaBa uieHKa. Tsi OCMOPBA HaIMYMETO HA NOCTATBYHM HOKA3ATENCTBA 3a M3IUTAHUTE B
11abOPAaTOPHI YCIOBMSI BKYCOBM KauecTsa Ha IPOIYKTMTE, ChIbpXKaulM MpuMamka. [TocTaBsi ce ChIIO Taka ION BBIPOC
BATIMIHOCTTA HA M3CIEABAHETO MpPY IONEBM YCIOBMS, Thil KaTo TO He e OMI0 MPOBEIEHO Mpe3 MpOJeTTa, KaKTo M
BAJIMIHOCTTA HA M3BBPUIEHMs OT 3asBUTENS CTATMCTMUeCKM aHanmu3. Hapen c Toa I'epmaHms m3passiBa HechInacue ¢
pelleHNsITa, B3eTM OT pepepeHTHATA [IbPKABA WICHKA Bb3 OCHOBA HA EKCIEPTHUTE CTAHOBMIIA, KAKTO € IOCOYEHO B
Touka 12 ot npunoxenne VI koM Permament (EC) Ne 528/2012.

(4)  CexperapuaTbT Ha KOOPAMHALMOHHATA TPyNa MPUKAHM 3aMHTEPECOBAHMTE IbPXKABYM WIEHKM ¥ 3asBUTENSl [1a MPEICTABAT
IMCMEHM KOMEHTapy BbB BPb3Ka C OTHECEHMs 3a pasImexnaHe Bbhpoc. KomeHrapu Osixa mpencrabeny ot benrus,
Tepmannst, JTrokcemOypr, Hunepnanmms, ObemmHeHOTO KpaicTBo M OT 3asButeris. OTHECEHMST 3a pasIiexXmaHe BBIPOC
fewe 06CHICH 1 Ha 3aceaHMETO HA KOOPIMHAIMOHHATA TPYIIa, IPOBeNeHo Ha 26 cemreMpu 2017 .

(5) Tobit KaTo B paMKUTe Ha KOOPHMHALMOHHATA Ipyma He Oellle MOCTUTHATO CIOpasyMeHue, Ha 16 suyapu 2018 T
pedepeHTHaTa [IbpXKaBa WICHKA OTHECe HEpELICHMTe Bb3paKeHWs 1O KoMucusra B CHOTBETCTBUE C IPEHBUIEHOTO B
wied 36, naparpag 1 or Pernament (EC) Ne 528/2012. PeepenrtHara [ppkasa uieHKa mperncraBu Ha Kommcusita
TOIPOOHO M3NOXKeHNe Ha BHIPOCUTE, 10 KOUTO IbPKABUTE UWICHKM He ca YCIesy [a MOCTUTHAT ChINAcue, U IPUUMHUTE 33
pasmuumsita UM. Ex3eMIuiap ot uanoxeHyeto Oelile M3MpaTeH Ha 3aMHTEPECOBAHMTE [TbPKABY WICHKM M Ha 3asIBUTEILS.

(6) B cporBercrBue ¢ wieH 36, maparpa 2 or Permament (EC) No 528/2012 na 16 ¢espyapu 2018 r. Kommcusira nomcka
cTaHoBume OT EBporefickara areHuys MO XMMMKAIM (,areHIMATa®) MO pemylia BBIPOCH BbB BPB3KA C HEPEUIEHUTE
Bb3PaXKEHMS.

(7) AreHuysTa npye coero craHosuie (%) Ha 18 oxromspu 2018 T.

(8)  AreHumsra e Ha MHEHMe, Ye C OINIEN HA MpeOBMICHATa ymoTpe0a ca HAMMUE HOCTATHYHO JOKA3ATECTBA 33 BKYCOBUTE
KaueCTBa Ha ChIbPXKAIINTE NPAMAMKa IPOIYKTH, CIANALiM KbM OCIIOPBAHATA TPy OMOLMIM.

() OBL167,27.6.2012r., cTp. 1.

(¥) Cranosue Ha EBporneiickara areHuyst o xumukanu or 18 okromspu 2018 1. BbB Bpb3Ka ¢ McKaHe 110 uiieH 38 ot Pernament (EC) Ne 528/2012,
OTHACALIO Ce O BBIPOCH MO HepelleH) Bb3PAXKEHIs [PV B3aMMHOTO IPM3HABAHE HA IPyNa GMOLMIM OT IPONYKTOB THI 18, ChIbpKamm
1R-mpanc-geHoTpuH, 3a ynorpeba cpeuty mpasku (ECHA/BPC[216/2018).
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(9) B craHOBMINETO HA ArEHIMATA CHIIO TAKA Ce IIOCOYBA, Ye M3CIEABAHETO IPY IONEBM YCIOBMS € BAIMIHO, Thil KATO
TOKa3Ba [O-TOIMO HAMANeHMe Ha MOINyJIalysATa OT MPABKM B TPETUPAHWUTE THE3NA, OTKOIKOTO B KOHTPONIHMTE THE3NA.
ATEHIMSTA CHLIO TaKa ONPENENst KATO MPUEMIIMB M3BBPIICHUS OT 3aSBUTENsS CTATUCTUUECKM aHAIM3 HA Pe3yIITaTUTE OT
M3CTIENBAHETO IIPU TIOTIEBM ycrioBust. [lpenun moroopennte Hacoku Ha Cbroza (}), NPUIOXMMM KbM MOMEHTa Ha
TOJaBaHe Ha 3asBIIEHNETO, aTeHUMSATA 3aKIOYABa, Ye [PETOCTABEHUTE OT 3asBUTENS NAHHU OT M3CIIENBAHETO IPH MOIEBN
YCTIOBMS CBHIBPKAT MNOCTATHYHO [OKA3ATENICTBA 3a eQMKACHOCTTA HA OCHOPBAHATA Ipyma OMOLMIM 3a LenuTe Ha
npefBueHaTa ynorpeoa.

(10)  Tpempum CTAaHOBMIIETO Ha areHLMATA OCIOPBAHATA IPyna OMOWMIM € NOCTaThYHO eQeKTMBHA, 33 Na Oble M3IBIHEHO
M3MCKBaHETO 110 wieH 19, naparpad 1, Oyksa 0), nogrouka i) ot Permament (EC) Ne 528/2012.

(11) MepKkurte, npeIBMIEHM B HACTOALIOTO pELIEHME, €A B CHOTBETCTBME CbC CTAHOBMUIETO HA [IOCTOSHHMA KOMMTET MO
OuoumnuTe,

[IPUE HACTOALIOTO PELIEHME:

UYnen 1

Hacrostoro pelrenne ce mpunara 3a rpynara Ououmny, o6o3HaueHa ¢ Homep BC-LR019221-36 B Perncrbpa 3a Ouoummn.

Ynen 2

Tpynara Guoumay, MocoveHa B WieH 1, OTroBaps Ha ycinoBuero mo umeH 19, maparpad 1, Gyksa 0), momrouka i) or Permament
(EC) Ne 528/2012.

Ynen 3
AnpecaTit Ha HACTOSILIOTO pelleHye ca IbpKaBUTe UIIEHKIU.
CocraBeno B bproxcen Ha 17 anpun 2019 rogmna.
3a Komucugma
Jyrki KATAINEN
3amecmuug-npedcedamen
(*) Texumuecky GeneKK 3a HACOKM MY OLiEHKaTa Ha mpofyKT (2012 r.) — V3nursaHus 3a epUKaCHOCT 3a MPOLYKTOB THI 18 — MHCEKTMLMN,

AKApULIN Y IPOLYKTY 33 KOHTPOI Ha IPYIY aHTPOIOMN, M 3a TPOIYKTOB THI 19 — aTpaKTAHTI I PEIeIeHTH (CaMO 3a aHTPOIOMN)
https:/[echa.europa.eu/documents/10162/16960215/bpd_guid_tnsg_efficacy_pt18-19_final en.pdf/9c72241e-Ocea-4{23-8e5f-
£52d00a83382
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