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PELLIEHME 3A VI3ITBJIHEHME (EC) 2015/546 HA KOMUCUATA
ot 31 Mapt 2015 ropmuua

3a paslmMpsiBaHe Ha ymoTpebata Ha Maciio OT MuKposomopacim Schizochytrium sp., Goraro Ha
moko3axekcaeHoBa kucenuHa (DHA) u eiiko3aneHtaeHoBa KucenmumHa (EPA), kato HoBa XpaHuTelnHa
cberapka cbrnacHo Permament (EO) Ne 258/97 na EBponeiickus napnament u Ha CbBera

(Homuduyupano nod Homep C(2015) 2083)

(caMo TeKCTHT Ha AHITIMIICKY €3UK € aBTEHTUYEH)

EBPOITEVICKATA KOMUCHA,
Karo B3e mpenBu [JoroBopa 3a GyHKLMOHMpaHeTO Ha EBpomesickus Cbio3,

xaro B3e npemsun Permament (EO) Ne 258/97 na Espomeiickust maprament u Ha CbBera ot 27 siHyapu 1997 . OTHOCHO HOBU
XpaHM ¥ HOBU XPaHUTEITHNU CHCTaBKM ('), U MO-CHELMATIHO ieH 7 OT HeTo,

KaTo MMa npenBuf, 4e:

(1) Ha 6 rorm 2012 r. B cpotserctaue ¢ Permament (EO) Ne 25897 kommereHTHute oprany Ha OOEIMHEHOTO KpancTBO
paspelnxa MyCKaHeTO Ha Ma3apa Ha Macio OT Mukpoomopacim Schizochytrium sp., Gorato Ha IOKO3axeKcaeHOBa
kucemmua (DHA) u eitkozaneHTaeHoBa kucemua (EPA), kato HOBa XpaHWTenHa CbcTaBKa 3a ymorpeba B HSIKOM BUIOBE
XpaHu.

(2)  Ha 19 noemspu 2012 r. mpyxecrsoro DSM Nutritional Products ormpasu nckaHe KbM KOMIETEHTHHTE OPIaHM Ha
OGenyHEHOTO KPAJICTBO 3a pasiIMpsiBAHE HA ynoTpebaTa Ha Macio OT Mukposomopaciy Schizochytrium sp., 6orato Ha
DHA u EPA, KaTo HOBa XpaHUTE/IHA CbCTaBKa.

(3) Ha 29 anpun 2013 1. koMreTeHTHusT opras Ha OOEIMHEHOTO KPaNCTBO 3a OLEHKA Ha XPAaHNTE MPEACTaBy JOKIANa U 3a
ITPBOHAYAIHA OLICHKA, B KOWTO CTHUIA [O 3aKIIIOYCHMETO, Ye PaslUMpsIBAHETO Ha yrorpebara Ha MOCOYEHOTO MACIO OT
BOLIOPACIIM OTTOBAPs HA KPUTEPMUTE 32 HOBM XPAHM, YCTAHOBEHY B wieH 3, maparpad 1 or Permament (EO) Ne 258/97.

(4) Ha 9 1omm 2013 r. KomucusaTta npenpatyi DOKIafa 3a MbpBOHAYaIHA OLEHKA Ha OCTaHAIINTE TbPXKaBY UIIEHKN.

(5) B 60-mHeBHMs CPOK, TpETBUIIeH B wieH 6, naparpad 4, mbpsa anuues ot Pernament (EO) Ne 25897, 6sxa mpencraBeHu
060CHOBAHY Bb3PAXEHMS.

(6)  Ha 25 mapr 2014 r. Komucnusra nposene KoHcyntamy ¢ EBpomeiickus opran 3a 6esomactoct Ha xpanute (EOBX), xato
TOMCKA OT HEro a HAIpaBy HOMBIIHMTENHA OLEHKA Ha yroTpe0aTa Ha Macio OT MyKposomopaciu Schizochytrium sp.,
6oraro Ha DHA u EPA, kato HOBa XpaHMTelIHAa ChCTaBKa ChInacHO Pernmament (EO) Ne 258/97 Ha EBpomeiickus
napnameHt 1 Ha CbBeTa.

(7) Ha 18 centemspu 2014 r. EOBX mpue HayyHO CTaHOBMIIE OTHOCHO Pa3lMpSIBAHETO HAa ymorpebaTa Ha Macio OT
Mukposogopacin Schizochytrium sp., Goratro Ha DHA u EPA, katro HOBa XpaHuTeNHa ChCTaBKa (%), Karo 3akiouM, ue
MacroTo ¢ Ge30MacHo Py MPEIIOKEHUTe BUNOBE M KOMNUECTBA Ha ynoTtpeda.

(8)  CraHOBMIIETO [aBa NOCTATBYHO OCHOBAHMs Na Ce TBBPIM, ue NMPU NPEINIOKEHUTE BUIOBE M KONMUECTBA HA yroTpeba
MacrnoTo or Mukposomopacim Schizochytrium sp., 6orato Ha DHA u EPA, otroBapst Ha Kputepuure, ONpemeiieHM B
uneH 3, maparpa¢ 1 ot Pernament (EO) Ne 258/97.

(9)  C [Hupextusa 2002/46/EO Ha Espomeiickmsi napmamentr 1 Ha CbBeta () ce OINpENeNST MU3MUCKBAHMATA OTHOCHO
XpaHuTenHuTe 100aBKM. Yrmorpebara Ha Macro ot Mukpoogopaciu Schizochytrium sp., 6orato Ha DHA n EPA, crenga
ma ObIe paspeliieHa, 6e3 1a ce 3acsraT M3MCKBAHMATA Ha MOCOYCHNUTE aKTOBE.

(10) Mepkure, mpemBUeHM B HACTOSIIOTO pellleHMe, Ca B CHOTBETCTBUME CBC CTAHOBMIIETO Ha IlOCTOAHHMS KOMMTET MO
pacTeHusITa, XKUBOTHNUTE, XpaHuTe U1 $ypaxuTe,

() OBL43,14.2.1997 ., ctp. 1.

(3) EFSA Journal (Bronernx na EOBX), 2014; 12(10):3843.

(*) Ompektusa 2002/46/EO na EBponeiickust napnameHt u Ha CpBera ot 10 ronm 2002 r. 32 cOmmKaBaHe Ha 3aKOHOIATENCTBATA HA [IbpIKABHTE
YJIeHKY 110 OTHOLIeH e Ha fobaBkuTe KbM xparn (OBL 183,12.7.2002 1., ctp. 51).
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[TIPUE HACTOALIOTO PELLIEHME:

UYnen 1

Macnoro or Mukposogopacin  Schizochytrium sp., 6oraro Ha DHA u EPA, ummro XapakTepuCTMKM Ca ONpENeieHM B
npunoxenyie I, Moxe fga Obge mycHaTo Ha masapa Ha Cbi03a KaTO HOBA XPaHMTENHA ChCTaBKA 3a MOCOYCHUTE YMOTPeOM M Ipu
MaKCUMAITHUTE KOJMYECTBa, onpeNeneHn B mpunoxenue I, 63 ma ce 3acsrar pasnopenGurte Ha [upekrusa 2002/46/EO.

Unen 2

HayuMeHOBaHMETO Ha Pa3peLIeHOTO C HACTOSILOTO pellieHye Macio oT Mukposopopacim Schizochytrium sp., 6oraro Ha DHA u
EPA, K0eTo ce MocouBa BbPXy €TMKETMTe Ha ChIbpxKawmre ro xpauu, e ,6orato Ha DHA u EPA macno or Mukposogopaciu
Schizochytrium sp.*

Ynen 3

Anpecar Ha Hacrosimoro pemenyie ¢ DSM Nutritional Products, 6480 Dobbin Road, Columbia, MD 21045, CALLL

Cncraeno B bprokcen Ha 31 mapt 2015 rommna.

3a Komucuama
Vytenis ANDRIUKAITIS

Unen Ha Komucuama
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TTPUTIO2KEHME I

CrienmuKanus Ha MacjioTo oT Mukposogopaciu Schizochytrium sp., 6orato Ha moko3axekcaeHosa kucemuHa (DHA)
U eiiko3aneHTaeHoBa KucemuHa (EPA)

WsnutBane Cneumbuxaum
KncemmuHOCT He moseue or 0,5 mg KOH/g
Tepoxcumno uncio (1Y) He noseue or 5,0 meq/kg Macio
Brnara u nernusum Bemecta He noseue ot 0,05 %
Heocanynsemn Bewecrsa He noseue ot 4,5 %
TpancMacTHM KucenHu He moseue ot 1,0 %
Cpobpxanue Ha DHA He no-manko or 22,5 %
Cooppkanue Ha EPA He no-manko or 10 %

TTPUJIO2KEHME 11

Bumose ymorpeGa Ha Macioto or Mukposomopaciu Schizochytrium sp., Goraro Ha NOK03aXeKCA€HOBAa KMCETMHA
(DHA) u eiiko3aneHTaeHoBa KucemmHa (EPA)

Kareropust xpanu MakcumanHo koryecto Ha ynorpeba Ha DHA u EPA (mg/neH)

XpauuterHu 100aBKM 3 000 mg, KaKTo ce IpenopbyuBa OT MPOU3BOAMTENS, 3a ITbII-
HOJIETHM JIMIIA, ¢ U3KITIOUeHNMe Ha OpeMeHHY UM KbpMeLIn
KeHU
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