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(He3aronodamennu armose)

PEITIAMEHTU

PE[TIAMEHT (EC) 2022/727 HA KOMUCUSATA
ot 11 mai1 2022 roguHa

OTHOCHO OTKa3 32 pa3pelllaBaHe Ha 3[PaBHA NPeTeHIM 32 XPAHH, OTHACALIA Ce [0 HAMAJIsABAHe Ha PUCKA OT
3abonsaBane

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],
Karo B3e npensuy [lorosopa 3a $pyHKIMOHMpPaHeTo Ha EBponerickust chio3,

xaro B3e npensuy Permament (EO) Ne 19242006 Ha Epomeiickust mapnament u Ha Cobbera or 20 mexemspu 2006 r. OTHOCHO
XPaHUTEITHI U 3[PABHI IpeTeHImM 3a Xparute ('), u mo-crewmanHo uneH 17, maparpad 3 ot Hero,

KaTo MmMa Inpenasum, ve:

(1) B Permament (EO) Ne 1924/2006 ce mpemsmxma, ue 3IpaBHUTE MPETEHLMM 33 XpaHM ca 3a0paHeHM, OCBEH KOraTo ca
paspeuieHy oT KOMICHSATA B ChOTBETCTBME C TIOCOUYEHMS PEITIAMEHT 1 Ca BKITIOUEHN B CTIMCHK HA PaspelieHnTe IpeTeHLM.

(2)  Tlo oTHOuwCHMe Ha 3MPABHMTE TPETEHLMM 3a HAMansiBaHe Ha pucka or 3aborseaHe B wieH 15 or Permament (EO)
Ne 19242006 ce mpenBiKaa ve CTONAHCKMTE CyOeKTH B 00NACTTa Ha XpaHMTE NMOAABAT 3asIBIICHMSTA 33 pa3peliaBaHe Ha
3[paBHM MpPETeHUMM [0 HALMOHANIHMS KOMIIeTEHTeH OpraH Ha [bpxKaBa uieHKa. HalMOHanmHMAT KoMmeTeHTeH opraH
Ipenpaia BamiaHuTe 3asBieHns Ha EBpomneiickns opraH 3a GesomacHoct Ha xpannure (EOBX), Hapuyas no-morny , Opranst®.

(3)  Cnen xaro momyun 3assieHye, OpraHbT He3abaBHO MHQOPMUpPA OCTAHANNMTE TbPXKABM WICHKNM M KoMucusra 3a Hero u ce
TIPOM3HACS ChC CTAHOBUIIE OTHOCHO ChOTBETHATA 3[IPaBHA IIPETEHIIMA.

(4)  Kommcusra mpyema pelleHMe OTHOCHO Pa3pelIaBaHETO HA 3IPABHMUTE NPETEHLMM, KAaTO B3eMa NPEHBUI CTAHOBMIIETO Ha
Oprana.

(5)  Cnen kato Han-Biotech GmbH nomage — upe3 kommeteHTHuMs Oprad Ha [epMaHus, 3asiBIieHNe B ChOTBETCTBYE C UlleH 14,
naparpad 1, 6yksa a) or Permament (EO) Ne 1924/2006, Opranst TpsiGBaue 1a ce IPOM3HECE ChC CTAHOBMILE 10 3IPABHA
npeTeHuMss OTHOCHO Symbiosal® u moHMkaBaHeTo Ha KPBBHOTO HAISITAHE M HAMAJISBAHETO HA PUCKA OT XMICPTOHMUS
(Bbrpoc No EFSA-Q-2018-00002). IlpemtoxeHata OT 3asButenis mpereHuyst Oemte ¢opMynmpaHa, KakTo CriefBa:
[lokazaHo e, ue mpuemarero Ha Symbiosal® kato 3amectuTen Ha TPAJMUMOHHATA [OTBAPCKA CON BB3IPEIATCTBA
TOKAYBAHETO Ha KPBBHOTO HaslsraHe. [I0KauBaHETO Ha KPBBHOTO HAJATaHe € PUCKOB QAKTOP 32 BICOKO KPBBHO HAJISraHe
(xunepToHMs)”.

(6)  Ha 25 1om 2018 r. Komucnsta u rppxapyte 4ieHKM NMONTyYyXa HAYYHOTO cTaHOBMIIE Ha Oprana (%), KOMTO Bb3 OCHOBA Ha
TIpelocTaBeHNTe JAaHHM CTUTHA [0 3aKIIIOYEHNETO, Ye He € YCTAHOBEHa NPMUMHHO-CIIEACTBEHA BPb3Ka MEXMy HpyeMa Ha
Symbiosal® u nomikaBaHero Ha KpBBHOTO Hansrae. [lopamy TOBa, Thil KAaTo 3HpaBHATA NPETEHLMS He OTrOBapsl Ha
u3ncKBaHusTa Ha Permament (EO) Ne 1924/2006, 11 He criensa na Obe paspelieHa.

(') OBL 404,30.12.2006 1., cTp. 9.
(*) EFSA Journal (bronerus Ha EOBX) 2018;16(7):5364.
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(7)  Tlpu ompemernsHero Ha MsIpKaTa, IpeIBUNeHa B HACTOSIINS PEITAMeHT, Osixa B3eTH O] BHUMAHIE KOMEHTapUTe, HallpaBeHN
OT CTpaHAa Ha 3asBUTENS M IOIy4eHM oT Kommcusara B ChOTBEeTCTBMe ¢ wieH 16, maparpadp 6 or Pernament (EO)
Ne 1924/2006.

(8) MepKI/ITC, NPEOBANIEHN B HACTOALIMA PEITIAMEHT, Ca B CHOTBETCTBME CBC CTAaHOBMILETO Ha [TocTosSstHHMSI KOMUTET IO
pacTeHusTa, KMBOTHUTE, XPaHUTE 1 (bypaxme,

[TPUE HACTOALUNA PEITIAMEHT:

Ynen 1
3npaBHATa IIPeTEHINS, IOCOYEHA B IIPMIIOKEHNETO KbM HACTOSIINS PETTIaMeHT, He ce BKII0UBA B CIIChKa Ha Cbr03a Ha paspelleHnTe
TPETeHLMN, KAKTO € IpeBuIeHo B uieH 14, naparpa¢ 1 or Pernament (EO) Ne 1924/2006.

Ynen 2

HacrosiuysT pernaMeHt Bim3a B CHIIa Ha [IBaeceTyst JeH CIIel IeHst Ha myOnukysaHero My B O¢uyuaner secmuur na Eeponeticrus
C5103.

Hacrosimmsr pernmaMenT € 3abIIKUTENIEH B CBOATA LAJIOCT M CE Ipuiiara IpAKO BbB BCMYKU TbpKaBy
YJICHKI.

Cpcraseno B bprokcen Ha 11 maii 2022 ronuHa.

3a Komucuama
Ipedcedamen
Ursula VON DER LEYEN



[TPUTTO2KEHUE

OTXBBp/IeHa 30paBHA MpeTeHINs

3asBiieHMe — ChOTBETHU pasnopen6u Ha PernmaMeHTt
(EO) Ne 1924/2006

XpaHI/ITe]’[HO BELIECTBO, BELIECTBO, XpaHa MIIN
KaTeropus XpaHa

[perenums

Homep Ha cranoBMuIeTO Ha
EOBX

3mpaBHa mpeTeHIMs 1o wieH 14, maparpad 1,
OykBa a) 3a HAMaIlsBaHE HA PYCKa OT 3a00IsBaHE.

Symbiosal® (xparurenHa nob6aBKa, ChIbpKAaLLa
Mopcka con (97 %) nmtoc xuto3aH (3 %)).

[okaszaHo e, ye mpmeMaHero Ha Symbiosal® xarto 3amectmren Ha
TPAIUIMOHHATA TOTBAPCKA COM BH3NPEINATCTBA IOKAYBAHETO HA KPHBHOTO
Hassrade. [loKauBaHeTO Ha KPBBHOTO HAJIATaHe € PUCKOB (akTop 3a
BICOKO KPBHO HAIIATAHE (XUIIEPTOHNS).
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