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C[2025/6343 21.11.2025 .

Oo6sicunrennn Oenexku kbM KomOunnpanara HomeHKnarypa Ha EBpomeiickust cbro3

(C/2025/6343)

B cvotBercrsye ¢ uneH 9, maparpad 1, Gyksa a) or Permament (EVIO) Ne 2658/87 na Coeera (') ObsicHuTenHmte GETEXKI KbM
Kom6yHypaHaTa HOMEHKIIaTypa Ha EBpomeiickus cbio3 (%) ce M3MEHST, KaKTO ClIefiBa:

Ha cmpanuya 108 6 obacnumennama Geneskra Rem nosuyus no KH ,2309 Ipenapamu om eudoeemme, U3no3eany 3a Xpaa
HA SRUBOMHU" UeMEBPMA U Nema aAuRes 0 CBULECINBYBAu4US MERCM Ce 3a/MEHAM CBC CAOHUS MERCM:

,110 OTHOILIEHVE Ha CKOp6$UIa VJIU HULIECTE, ITIF0OK03a ¥ MATITOOEKCTPYH €€ Ipuiiara CIIemHOTO:

— Koraro He e scHO anu uMa Hanmume Ha CKOp65{]’[3. VI HUIIECTE, MOXKE a C€ M3I0JI3Ba KAYECTBEH MUKPOCKOIICKM METOM MIIN
Kau€CTBEHO MBIUTBAHE ITIOCPETICTBOM OLIBETABAHE C JIONIeH pa3TBoOD, 3a na c€ MpOBEPM HAIIMUMNETO Ha CKOp6H]'Ia WJIN HUIIECTE.

—  3a ompenensHe Ha ChIbPXKAHMETO HA CKOPOSIIA MITM HULIECTE, ITFOKO3a M MAITONEKCTPMH Ce M3MepBa OOLIOTO KOIMYECTBO
1i0K03a. OOIIOTO KONMUECTBO INIOKO3a Ce ONMPEHeNis KaTo CyMara OT LSUIOTO KONMUECTBO INIOKO3a B JafieHa Mpo0a,
BKJTFOUMTEITHO ITHPBOHAYATIHO HATMYHATA CBOOOIHA INIOKO3a ¥ ITIFOKO3aTa, MONyYeHa OT eH3MMHATa XMIPOIN3a Ha HUIIeCTe
WIIM CKOpOSITTa, MY MaITOEKCTPUH B pobaTa, M3paseHa Kato IMoko3a. OIpenessHeTo Ha 0OIIOTO KOMNYECTBO [IIOKO3a Ce
U3BBPIIBA, KAaTO CE M3IOIN3BA M3MEHEHA BEPCUS HA €H3MMHMS aHAIIMTMUEH METON, II0OCOYEH B NMPUIIOKEHMETO KbM PernamenT
(EO) Ne 121/2008 na Komucusira (OB L 37, 12.2.2008 1., crp. 3). MaMeHeHMeTo ce ChCTOM B MPOIYCKAHE HA eTana Ha
npomuBase ¢ 40 % eTaHOI 10 BpeMe Ha MOATOTOBKATA Ha MPo0aTa M M3UMCIIABAHE CAMO Ha PE3YNTATUTE OT BUCOKOe(EKTHBHA
Teyna xpomarorpadust (HPLC) 3a chabpXKaHMETO Ha INIOKO3a (B TermoBHUM %, BXK. mpuioxeHuero kbM Perament (EO)
Ne 121/2008 Ha Kommcnsra (OB L 37, 12.2.2008 r., ctp. 3, Touka 7.1), KOMTO MpPEICTABMSABAT OOLIOTO KOIMYECTBO
ITII0KO3a, KaKTO € OIIpefeIeHO 0-Tope.

[pomyxTuTe ¢ OOIIO TEINOBHO ChIbpXKAHME Ha [TII0K03a, I0-HUCKO OT 0,5 %, He CreaBa 1a e CIUTAT 33 ChIbPKALM CKOpOSIIA 1IN
HUIIECTE, ITIIOKO03a MITY MalTOIEKCTPUH.

—  Koraro 0610TO TernoBHO ChIIbpKaHMe Ha IIIOKO3a € TMO-TOJISIMO OT 9 % MIIM KOTaTo € M3BECTHO, e mpobata chabpxa 10 %
TEIJIOBHO CKOpOSIIa MM HULIECTE MIIM [OBeye, NEHCTBUTESHOTO ChIbpXKAHME HA CKOPOSUIa WM HMILECTE Ce OMpeNeNst C
V3IION3BaHe Ha MOTMAPUMETPUUHIS METO (HapyyaH ChIo MommdumimpaH Metox Ha Esepc), mocoueH B npunoxenue III, gact
K koM Pernament (EO) Ne 152/2009 Ha Komucnsra (OB L 54, 26.2.2009 ., ctp. 1).

AKO MONAPUMETPUYHMAT METOH € HENpUIIOXKMM, HanpyuMep IMOpajy HalyuueTo Ha 3HAUMTENHM KONMYECTBa MaTepuany KaTo
130pOeHNTE TO-[ONTy, 33 ONpEIeIIsiHe Ha ChIbPKAHMETO HA CKOPOsIIa MM HulecTe TpsiGBa [1a Ce MPIIara eH3UMHMAT aHATINTIYEH
METOJI, II0COYeH B npustoxkeHuero kbM Pernament (EO) Ne 121/2008 Ha Komucusira (OB L 37, 12.2.2008 r., crp. 3).

3a crenHuTe ciengUUHM MaTEpPUATIN € M3BECTHO, Y€ MPEIV3BUKBAT CMYLLCHNs! PV MIPUITATAHETO Ha MOMSAPUMETPUUHIS METOM:

a)  NpOIYKTM OT (3aXapHO) LIBEKJIO KATO Iy OT (3aXapHO) LIBEKJIO, Meyaca OT (3aXapHO) LIBEKIIO, IyJII OT (3aXapHO) LIBEKIIO C
npnbaBka Ha Meraca, BUHAca OT (3aXapHO) LBEKJIO, 3aXap (OT LBEKIIO);

6) Iy OT LUTPYCOBM MIIOTOBE;
B)  IICHEHO ceMe; KIOCIe OT JIHEHO ceMe (eKcIeriep); IPOT OT eKCTPaXMPaHoO JICHEHO ceMe;
I)  pammMyHO ceMe; KIOCIIe OT PallMyHO ceMe (eKCIenep); WIPOT OT eKCTPaXMPAaHO PAIIYHO ceMe; JIFOCIIM OT PallUYHO CeMe;

]1) CITBHYOITIENOBO C€Me; IIPOT OT €KCTpaxMpaHO CIIbHUONIENOBO CeEME; WIPOT OT YACTMYHO OIIIOLIEHO €EKCTpaxypaHo
CITBHYOITIEIOBO CEME;

€)  KIOCIe OT KOMpa (eKcrenep); MpOT OT eKCTpaXupaHa Kompa;

X)  Iynm ot KapTody;

(") Permament (EMO) Ne 2658/87 na CovBera or 23 tomt 1987 I. OTHOCHO TapudHATa ¥ CTATHCTHYECKA HOMEHKIATypa i OO6LIaTa MUTHMYECKA
tapuda (OB L 256, 7.9.1987 1., crp. 1, ELL http://data.europa.eu/elijreg/1987/26 58/0j).
() OBC119,29.3.2019r., cp. 1.
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CyXy Mant;
npoayKTH, 6OraTi Ha MHYIMH (HAIpUMep Pe3eHKHM 1 OPAIIHO OT 3eMHM SIOBIIKY);
IPBXKY;

COEBY IPOIYKTIL. .
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