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PEI''TAMEHT (EC) .../... HA KOMUCUSATA
ot XXX roaguHa

3a u3MeHeHue Ha npujoxkeHue I11 kom Perinament (EO) Ne 1925/2006 na EBponeiickust
napjamMeHT U Ha CbBeTa 10 OTHOIIEHHE HA MOHAKOJIMHHUTE OT OpH3, 00padoTeH ¢
YyepBeHH APOKIU

(texct ot 3HaueHue 3a EUII)

EBPOITEMCKATA KOMHUCH,
Karto B3e nmpeasua Jlorosopa 3a GpyHkimonupaneTo Ha EBponeiickus cpro3,

karo B3e npeasua Permament (EO) Ne 1925/2006 na Epomneiickus nmapiameHT u Ha CbhBera
or 20 nexemBpu 2006 r. OTHOCHO BJIAraHETO Ha BUTAMHUHU, MUHEpPAIM U HSAKOU JPYrH
BEleCTBA B XPaHUTE', U MO-CIeNHanHo wieH 8, maparpad 2, 6ykpa a), OATOUKA ii) U 4iIeH 8,

naparpad 2, Oyksa 0) OT Hero,
KaTO MMa MpeBUI, Ye:

(1) B crworBerctBue ¢ wien 8, naparpad 2 ot Permament (EO) Ne 1925/2006 mo cBost
MHHIIMATHBA WIK Bb3 OCHOBA Ha MH(OpMalUs, Pel0CTaBeHa OT Jbp)KaBUTE YJIEHKH,
Komucusita Moke 1a 3all04HE IPOLEypa 32 BKIKOYBAHETO HA JAJICHO BEILECTBO HJIU
CbCTaBKa, CBAbp)KAIla BEIIECTBO, pa3JIMYHO OT BUTAMMH WIM MHHEpal, B
npuwioxenue III kbM cbIIuA perilaMeHT, ¢ KOETO C€ YCTaHOBsSBAa CIUCBK Ha
BEIIIECTBATa, YUATO ynoTpeda B XpaHU € 3a0paHeHa, OrpaHMYEHa WK Ce KOHTPOJIMpa
or Cpl03a, ako BEIIECTBOTO € CBBP3aHO C MOTEHIHUAIEH PHUCK 3a MOTPEOUTENNTE
CBIVIACHO MpeBUAeHOTO B wieH &, nmaparpad 1 or Pernament (EO) Ne 1925/2006.

(2) ITpe3 2010 r. ot EBpomelickus opran 3a Oe3onmacHocT Ha XpaHute (,,Oprana®) Gere
MOKWCKAHO Jla TPEJAOCTaBU CTAHOBWILE OTHOCHO HayyHaTa OOOCHOBKAa Ha 3/paBHA
MPETEHINs, CBhp3aHa ¢ MOHAaKoJIWH K, KOATO € mpensBeHa chrilacHO 4WieH 13 ot
Pernament (EO) Ne 1924/2006>. Ha 30tuu 201117 OpranbT wu30aA€ HAY4YHO
CTaHOBHIIIE OTHOCHO 0OOCHOBKAaTa Ha 3JpaBHA MPETEHIUS, CBhp3aHa ¢ MOHAKOJIUH K
oT opu3, 00paboTeH C 4YepBEHU JPOXKIU, W TMOAIBPKAHETO Ha HOpPMalHa
koHueHtpanus Ha LDL xonecrepon B kpbBTa. OT cTpana Ha OpraHa ce CTHUTHA J0
3aKTIOYEHUETO, Y€ UWMa YyCTaHOBEHAa NPUYMHHO-CIEACTBEHAa BpB3Ka MEXKIY
KOHCyMalusTa Ha MOHaKkoiuH K oT opu3, o0paboTeH ¢ YEepBEHH MAPOXKIU, U
NOAIbPKAHETO HAa HOpPMaliHa KoHIeHTpauus Ha LDL Xxomecrepon B KpbBTa mpu
nHeBHa nmo3a 10 mg.

3) ITpe3 2012 r. ot Oprana Geliie MOMCKaHO /2 MPEJCTaBU CTAHOBHILE OTHOCHO HAay4YHATa
000CHOBKa Ha 37paBHA MPETEHIMS, oaaaeHa chriacHo wieH 14 ot Permament (EO)
Ne 1924/2006, cebp3aHa ¢ KOMOMHAIUS OT ChCTaBKH, Cpel KOMTO MOHaKoiIMH K ot
opu3, 06padoTen ¢ yepenu apoxau. Ha 12 romu 2013 1.* OpransT usgane HaydHO

! OB L 404, 30.12.2006 r., cTp. 26.

Pernament (EO) Ne 1924/2006 na EBpomnelickus mapnamenT u Ha CbBera or 20 nexemspu 2006 .
OTHOCHO XPaHWTEITHH U 3][paBHU npeteHnu 3a xpauute (OB L 404, 30.12.2006 r., cTp. 9).

3 EFSA Journal (Bronetun Ha EOBX), 2011; 9(7):2304.

4 EFSA Journal (Bronetun Ha EOBX), 2013; 11(7):3327.
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CTAaHOBHILE, B KOETO C€ YCTAHOBABA IIPUYMHHO-CICICTBEHA BpPB3Ka MEKIY
KOHCyMallMATa Ha MPOAYKT, ChIbpXkaml 2 mg MoHakonuH K oT opus, o0paboTeH c
YepBEHH [JPOXKIU, B KOMOMHAIMA C JpYr'M CbCTAaBKM, M HaMalsiBaHETO Ha
KoHLeHTpauuara Ha LDL xonectepon B kpbBTa.

B ropenocouenutre HayuyHu crtaHoBuina OpraHbT ce 1030Ba — BBB BpB3Ka C
OTrpaHUYEHUsATA 32 YoTpeda — Ha KparkaTa xapakrtepuctuka Ha npoaykra (KXII) 3a
JICKApCTBCHH NPOAYKTH, ChIbpIKAIIM JIOBACTATHH, IPEIOCTABSIHU Ha Ia3apa Ha
Cwro3a, Thii kato OpraHbsT cyere, 4e MoHakoinwmH K mox ¢opmara Ha JIaKTOH €
uaeHTudeH ¢ nopactatuH. Upe3 KXII Ha METUIIMHCKHUTE CHCIIMATIMCTH C€ MPEIOCTaBs
uH(poOpMaIlisg OTHOCHO Oe3omacHaTa W eeKTHBHA ymoTpebda Ha Te3W JIGKAPCTBEHU
npoaykTu. B KXII Ha chappikaniure JT0BaCTaTHH JIEKAPCTBEHH MPOJYKTH CE OTHCBAT
cBOMCTBaTa M O(UIIMATHO OJOOPEHUTE YCIIOBHS 3a yNoTpeda Ha Te3W JIEKapCTBEHU
NPOJYKTH, KaTO Ca BKJIFOYEHU CIEIHATHH TPEAYIPEKICHIS U MPeIna3Hu MEPKH TIPU
yrmorpeba, OTHACSIIM ce 0 PHCKa OT MHOIATHUs/paboMHOIHN3a, KOUTO ce yBelnYaBa
Opyd €THOBPEMEHHATa yNoTpeba Ha JIOBACTATHH C HSIKOM JIPYT'H JIEKapCTBEHU
NPOJAYKTH, W CE€ TPErmophbyBa JOBACTATHH Ja HE ce ynorpedsBa OoT OpeMEHHU U
KbPMEIIIH KCHU.

ITo BpEMC Ha O6CB)KI[8,HI/I$[T3, Ha CIIOMCHATUTC IMO-rop€ HAay4YHM CTaHOBHUIIA B
pa60THaTa rpyia mno XpaHuTeJIH! U 3ApaBHU NPECTCHIUN AbPKABUTEC YWICHKH U3pa3nxa
INOTCHIMAJIHK OITaCCHHA 3a 6630HaCHOCTTa, CBbpP3aHU C KOHCyMaluATa Ha XpaHU, B
KOHUTO CC CbABbPIKAT MOHAKOJIMHU OT OPH3, 06pa60TeH C UCPBCHU APOKIHU.

Opu3bT, 00pabOTEH ¢ YEPBEHH JAPOXKIH, CE TOTydaBa 4pe3 (epMEHTaIs Ha OpH3 C
OpOoXaU, THaBHO ¢ Monascus purpureus, B pe3yiATaT Ha KOETO C€ IOJIy4aBatr
MOHAKOJIMHYU, YUHTO Hal-pa3npoCcTpaHeH npeacrasuren € moHakoiud K. B Kuraii o
TPaJULMOHHO C€ U3MOJ3Ba KaTO OI[BETUTEII 32 XPaHU U KaTO TPAJAULIMOHHO JIEKAPCTBO
3a HoJANOMaraHe Ha XpaHOCMUJIAHETO U KpbBooOpamieHuero. He e paspemen 3a
ynotpeba karo ouperuten 3a xpanu B EC, Thil kaTo He € BKJIIOYEH B CIHCHKa Ha
Croro3a cwrimaciHo Permament (EO) Ne 1333/2008 oTHOCHO J00aBKUTE B XpaHHTE.
XpaHuTenHUTe N00aBKH, ChIbpKAIM Ipernapatd OT Opu3, o0paboTeH C uYepBEHU
JIPOKIH, ca OWIM TpOJaBaHW W KOHCYMHPAaHW B 3HAUUTENHA CTENeH mpean 15 mai
1997 r. u cnenoBaTenHo He ca 06eKT Ha pasnopenoute Ha Permament (EC) 2015/2283°
OTHOCHO HOBUTE XpaHHU. 3a U3MOJI3BaHE Ha Mpenapatu OoT opu3, oOpabOTEH ¢ YepBEHU
JIpOXIM, B JPYTd KaTeTOPUM XpaHH € HeoOXOAWMO pa3pelieHHe ChIVIACHO
Pernament (EC) 2015/2283 otHOCcHO HOBUTe xpaHu. Ilpum mnpunaranero Ha
pasnopenOMTEe Ha HACTOSIIMS perjaMeHT He ce 3acsarar pasnopendoure Ha
pernamentu (EC) 2015/2283 u (EO) Ne 1333/2008°.

Komucusata mo CBOS MHHIMAaTMBA 3aloyHa [poleaypa MO wWieH §  oT
Pernament (EO) Ne 1925/2006 3a MOHakonMHHUTE B OpH3a, 00pabOTEH C YepBEHHU
JPOXKIH, ThiI KaTo cueTe, 4e Bb3 OCHOBA Ha HaJIM4YHATa MH(pOpMalUs, IpeaoCTaBeHa
OT IbpXKABUTE WIEHKHM IO BpEeME Ha KOHCYJTAIUs OTHOCHO O€30MacHOCTTa Ha
MOHAKOJIMHUTE OT Opu3a, oOpaboTeH C 4YepBEHH JPOXKIU, Ca HU3IBIHEHU
HeO6XOJII/IMHTe YCJIOBHA W U3HUCKBAaHUA, ITOCOUCHU B YJICH 8 oT TO3M PEriIaMCHT U B

Pernament (EC) 2015/2283 na EBponefickus napiament u Ha CbBerta oT 25 HoemBpH 2015 r. oTHOCHO
HOBHTE XpaHH, 3a m3MeHeHne Ha Permament (EC) Ne 1169/2011 ma EBpomeiickusi mapiaMeHT W Ha
CobBera u 3a ormsiHa Ha Permament (EO) Ne 258/97 na EBpomneiickus mapiament n Ha CbBera M Ha
Pernament (EO) Ne 1852/2001 na Komucusra (OB L 327, 11.12.2015 ., cTp. 1).

Pernament (EO) Ne 1333/2008 na EBpomneiickus napmamentn Ha CbBera or 16 mexemspu 2008 r.
OTHOCHO J100aBkuTe B Xpanure, (OB L 354, 31.12.2008 r., ctp.16).
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unenoBe 3 u4 or Permament 3a wmsmenHenue (EC) Ne 307/2012 ma KomucusTa’.
Hannunata wHpopmanus BKIIOYBaIIe cTaHoBulle Ha @DpeHckara areHIus 3a
0e30macHOCT Ha XpaHUTE, OKOJIHATa cpea U 3ApaBeTo Ha paboTHOTO MsicTo (ANSES)
OTHOCHO PHCKa, CBbp3aH C HAJIMYUETO Ha ,,0pu3, 00pabOTeH C YEpBEHH APOXKIN " B
XpaHUTENHUTE N00aBKH®. B CTAaHOBHMIIETO ce 3aKiII0uaBa, ue ,,nopadu CbCmasd Ha
opu3za, obpabomen ¢ uep8eHu OpoHCOU, U NO-CNEYUATHO. HATUYUEemO HA MOHaKoiun K
(Hapuuan CcvWO 108ACMAMUH, KO2amo ce npediaza Ha Na3apa Kamo JeKapcmeo),
KOUMO uma cvujume HeONIA2ONPUAMHU eheKmu Kamo cmamuHume; HAIUYUEMO HA
PA3IUYHU HUBA HA OpYeU MOHAKOAUHU, CbeOUHEHUs, HUuamo 0e30nacHocm He e
YCMAHOBEeHA, KOHCYMAayusama Ha ,,0pu3s, obpabomen ¢ uepgenu Opoxcou’’ uziaza
HAKOU nompebumenu Ha puck 3a 3opasemo ‘. Hammunara mHpopMaius BKIIOYBA U
KOHCYJITATUBEH HayyeH JOKJIaJ, npuer oT Bucmmus 3apaBeH cbBeT Ha benrus
Ha 13 deBpyapu 2016 1.°, B KOWTO € TpenOCTaBeHa OLEHKa HAa MpeAIoaraeMuTe
MOJIe3HN €(PEKTH ¥ HA BH3MOXKHATA TOKCUYHOCT HA XPAaHUTEIIHU T0OABKM Ha OCHOBAaTa
Ha OpHu3, 00pabOTEeH ¢ YepBEHU JAPOKIH, 3a OEITrHiCKOTO HacelneHue. B To3u nokmnan
Cce TMOCOYBa PHUCKBT, CBHP3aH C HAIMYUETO HAa MOHAKOJHMHH, MO-CHCIHAIHO Ha
monakonuH K, B opuza, 00paboTeH ¢ uyepBeHH APOXKIHU, B KOHNTO PUCK Ce BKIIOYBAT
HeOMaronpusaTHH e(DeKTH, UACHTHYHU Ha HAOJFOaBaHUTE TIPH MAIUEHTH, MPUEMAIN
JIeKapcTBa ChC CTATHHU, KaTO B JIOKJIa/la C€ MOCOYBA HATMYMETO Ha MO-BUCOK PHUCK OT
pPa3BUTHE HA TOKCUYHH €PEKTH 32 HIKOH YSI3BUMH I'PYIH KaTO OPEMEHHH JKEHH, X0pa,
CTpajaly OT YePHOAPOOHH, OBOPEUHH U MYCKYJTHU HApPYILEHUS, JIUIIA HAa BB3PacT HaJl
70 ronquHu U Jena U oHOImM. [[pyra mpuioKMMa Hay4yHa OIICHKA € M3BBHPIICHA OT
I'epmanckata Qouganus 3a HayuyHu wuscinensanus DFG mpes 2013 r.1° B kosTO Ce
ChABpXKA 3aKIIOUCHUETO, Y€ ,,0pu3vbm, 00pabomen ¢ yep8eHU OpoH#COU, He e
bezonacua xpana/xpanumenua 0ooaska ‘.

Eto 3amo mnpe32017r. Komucusita, B CbOTBETCTBUE C WIE€H 8 OT
Pernament (EO) Ne 1925/2006, moucka ot Oprana ia npeiocTaBu Hay4YHO CTaHOBUIIIE
OTHOCHO OIleHKaTa Ha O0€30MacHOCTTa Ha MOHAKOJIMHUTE B OpH3a, 00pabOTeH C
YepBEHU JPOKIH.

Ha 25 rouu 2018 r.!! OpransT npue HayuHO cTaHOBHMINE OTHOCHO OE€30MAaCHOCTTA Ha
MOHAKOJIMHUTE B oOpu3a, o0OpaboTeH ¢ uepBeHH Jpoxau. OpraHbT cueTe, 4e
MoHakoanH K 101 (i)OpMaTa Ha JIaKTOH € HJACHTHUYCH Ha JIOBACTAaTHUH — aKTHUBHOTO
BEIIECTBO HA HSAKOJIKO JIGKAPCTBEHH NPOIYKTa, pa3pelieHH 3a JIeYeHHWE Ha
xunepxonecteponemus: B EC. Monakomun K ot opus, 00paboTeH ¢ 4epBeHH IPOXKIH,
ce mpejaiara B XpaHUTEIHU NOOABKH TPHU PA3IUYHH NPEHOPBUYNUTEITHH JTHEBHU JIO3H
nopaau HeroBus eQeKkT BbPXY MNOAAbpPKAHETO Ha HOPMAJHM paBHUIIA Ha
KoHUeHTpanusita Ha LDL xonectrepona B kpbpBTa. Bb3 oCHOBa Ha HainMyHaTa
uHpopManus Oeme HapaBeHO 3aKIIIoYeHne oT cTpaHa Ha OpraHa, e PUEMBT Ype3
XpaHUTEITHH T00aBKM HAa MOHAKOJIHMHU OT OpU3, 00paOdOTEH ¢ YEPBEHU IPOKIAH, MOXKE

Pernamenr 3a m3nbeianenue (EC) Ne 307/2012 na Komucusra ot 11 anpun 2012 1. 3a ycraHOBsSBaHEe Ha
npaBuiia 3a npuiarane Ha wieH 8 ot Permament (EO) Ne 1925/2006 na Eporeiickus nmapiaMeHT U Ha
CbBera OTHOCHO BIIAraHETO HA BHUTAMHUHHM, MHUHEpald W HIKOM JPYTd BellecTBA B XpaHUTE
(OB L 102, 12.4.2012 r., cTp. 2).

ANSES Opinion Request No 2012-SA-0228: Opinion of the French Agency for Food, Environmental
and Occupational Health & Safety on the risks associated with the presence of “red yeast rice” in food
supplements, 14 February 2014.

Avis du Conseil Superieur de la Sante N° 9312 : Compléments alimentaires a base de « levure de riz
rouge », 3 février 2016.

Stellungnahme der Gemeinsamen Experten kommission BVL/BfArM: Einstufung von
Rotschimmelreisprodukten, 8.2.2016 .

EFSA Journal (bronerun Ha EOBX), 2019 r.;16(8):5368.
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Jla TOBEJIE 10 MMPOTHO3HA SKCIIO3UITUS Ha MOHAKOIMH K B paMKHTe Ha TEpaneBTHYHUTE
no3u Ha joBactathH. OT crpana Ha Oprana Oemie oTOens3aHO, ye MPO(UIBT Ha
HeOmaronpusaTHUTE ePeKTH Ha opusa, 0OpabOTEH ¢ YepBEHH IAPOXKIH, € MOA00CH Ha
npoduia Ha nosactaTu. Toli JokiaaBa Ha 6a3aTa Ha CIPaBKa C YETHPH U3TOYHHUKA'
Ha JIOKJIQJM 3a CIy4au, Y€ Hal-BaOXHUTE TPHUICITHU OPTraHH 3a HEXKEJIaHU ChOUTHUS ca
MYCKYJIHO-CKEJI€THA W CHEJUHHUTEIHA THbKaH (BKIIOYUTETHO 3a pabaoMHUOIN3a),
YEpHUAT Ipo0, HEpBHATA CUCTEMA, CTOMAIITHO-YPEBHHAT TPAKT, KOXKATa U TOJAKOKHATA
ThKaH, B HU3XOJIl peJ Ha 4yecToTa Ha mosiBaTa. OpraHbT cyeTe, 4ye HaJMYHaTa
uHpOpMaIUs 32 HEOIAroNpUsATHUTE ePEKTH, ChOOIICHU MPH XOpa, € JOCTaTh4yHa, 3a
Jla ce 3aKJII0YH, Y€ KOraTo Ce U3IM0J3BaT KaTO XPAaHUTEIHU J00ABKH, MOHAKOJIMHUTE OT
opu3, 00pabOTEeH C YePBEHU JIPOXKIIHU, MOPAXKIAT 3HAYUTEITHA ONACCHHS BbB BPB3KaA C
Oe3omacHOCTTa Ipu HUBO Ha ynoTpebda 10 mg/nen. OcBeH ToBa OpranbT cyere, ye ca
JIOKJIJIBAHW WHIWBUAYAIHU CIy4aW HA TS)KKU HEXKEITaHW PEaKIUU KbM MOHAKOJIWHH
0T opu3, 00pabOTEH ¢ YepBEHU APOXKIH, IPH HUBA HA MPHEM JI0 3 mg/IeH, IpUeMaHu
3a TepUoJ Mexay 2 ceAMHIM W | TOAWMHA, W 4Ye ca HACTBIWIM CIy4ad Ha
pabioMuoNIM3a, XEmaTuT W KOXHH 3a0oisiBanWsl W € Omia HeoOXoauma
XOCITUTATTN3ALIHSL.

B3 ocHoBa Ha Hamm4HaTta WHPOpPMALUsS W TOPAAM HESCHOTHUTE, OTKPOCHHU B
CTaHOBMILETO My, OT cTpaHa Ha OpraHa He Oelle Bb3MOXKHO Ja ce Jajie MpernopbKa
OTHOCHO JTHEBHHS IPHUEM Ha MOHAKOJIMHH OT OpH3, 00pabOTeH ¢ YepBEHH APONKIM,
IpY KOWTO HE BH3HUKBAT OMACEHUS] OTHOCHO BPEAHOTO BbB3/IEHCTBHE BbPXY 3APaBETO
Ha HACEJIEHMETO KaTo ISUI0, U aKo € MPWIOKHMO, Ha YA3BUMHU MOATPYIU OT
HaceJeHueTo, kakto Oemie nouckaHo ot Komucusara. B o6sicuenuero Ha Oprana ce
moco4uBa, Y€ CbBUIICCTBYBAT HCACHOTHM OTHOCHO CbCTaBa MW CHABPKAHHUCTO Ha
MOHAKOJIMHUTE B XPAHUTEIHUTE JO0ABKH, ChABPXKAILU OpU3, 00pabOTEH C YepBEHU
JPOKIH, U Y€ MOHAKOJIMHUTE B OpU3a, 00padOTEH C YEPBEHU APOXKAHU, CE U3IOI3BAT B
MHOIOKOMIIOHEHTHU HPOXYKTH, YMHUTO KOMIIOHEHTH HE ca OWIM TMOAJOXKEHH Ha
IUIOCTHA OLEHKA MOOTAETHO MM B KoMOMHanus. OCBeH TOBa MOpaaM JIMIICATa Ha
JaHHM O€30MacHOCTTa Ha ymnoTpebaTra Ha MOHAKOJIMHMU HpPU OIpPENeNIeHH YSA3BUMHU
rpynu NOTpeOuTeNn He MoXKe JAa ObjJe OIEHEHa U ChIIECTBYBa HESICHOTA IO
OTHOILEHHE Ha e(EeKTUTE OT eIHOBpPEMEHHaTa KOHCyMallus Ha XPaHUTEIHU JOOaBKU
Ha OCHOBaTa Ha opu3, 00pabOTEeH C YEepBEHU APOKIMU, U Ha XPaHU WIM JIEKapCTBa,
KOMTO MHXMOUpPAT €H31Ma, y4acTBall B MeTaboau3ma Ha MoHakonuHuTe (CYP3A4).

B ChOTBETCTBHUE Cc 4JjieH 4, naparpad 5 oT Permament 3a
u3nbiHeHue (EC) Ne 307/2012 na Komucusara u cien nmyoaukyBaHeto oT OpraHa Ha
CTaHOBMILETO MY OTHOCHO MOHAKOJMHHUTE OT OpH3, 00pabOTeH C YepBEHH APOKIM,
Komucusta moiaydn KOMEHTapH OT 3aWHTEPECOBAHUTE CTPAHW OTHOCHO HaydHaTa
OIIEHKa Ha PHCKa, n3BbpIIeHa oT Oprana. 3aMHTEPECOBAHUTE CTPAHU MPEJOCTABUXA U
CTaHOBHMILA B OJKpeNa Ha Oe30macHaTa ynoTpeda Ha MOHAKOJIIMHU B OpHU3, 00paboTeH
C YEpBEHM JPOKIH, 3a€THO C aJeKBaTHA MHQPOpMAIUs 3a MOTPEOUTETUTE OTHOCHO
6e3omacHara ynorpe0a Ha BEIIECTBOTO.

OHe3n KOMEHTapHu, KOUTO Osixa OT Hay4yHO €CTeCTBO, Osixa u3sicHeHH oT OpraHa 1o
BpeMe Ha TeJeKOH(EepeHIMH, NPOBEIEHH CbC 3aMHTEPECOBAHUTE CTPAHU CJeN
npueMaHero Ha kKoMmeHTapute. OT crpaHa Ha OpraHa 0Osixa OaJeHH pa3sCHEHUs
OTHOCHO M3TOUYHUIIUTE HA J0KA3aTeJCTBA 3a U3TOTBEHOTO OT HErO Hay4YHO CTAHOBMILE
U OOSCHEHUS 3a MPUUYMHUTE, MTOPAN KOUTO OMPEAENIEHU MPOYYBaHUS, U3MPATEHH OT

CseToBHA 3ApaBHa OpraHu3anus; (DPCHCKa arcHus 3a 0e30I1acHOCT Ha XpaHUTE, OKOJIHaTa Cpclia U
3ApaBEeTO Ha pa6OTHOTO MACTO, HranmaHcka cucTeMa 3a Ha6J'IIOZ[€HI/IC Ha HATypaJHUTEC 3ApaBHU
MIPOAYKTH, AHMI/IHI/ICTpaHI/IH 0 XpaHUTE U JICKapCTBAaTa.
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3aWHTEPECOBaHU CTPAHU IO BpeMe Ha MyOJnYHAaTa MOKaHa 3a MPEJOCTaBIHE Ha JaHHU,
HE CE CUUTAT 3a JIOCTAThYHO HAJCKIHU M HAYYHO 0OOCHOBAHU, 3a Ja ObAaT BKIIOUYECHU
B OLICHABAHETO Ha Oe30MacHOCTTa, U3roTBeHo oT Oprana. B oGscHenunero na Oprana
ce MocoYyBa HayyHaTa 00OCHOBKA 3a pasriiekIaHETO HA JAHHUTE 32 OE30MacCHOCTTA Ha
JIOBAcTaTUH KAaTO MPUIIOKUMHU 32 OLIEHSIBAHETO HAa O€30MacHOCTTa HA MOHAKOJIMHUTE U
CE M3SCHSBA HAYMHBT, M0 KOWTO JAHHUTE 32 HEXKEJAaHU CHOUTHUS CIIe]l MMyCKAaHEeTO Ha
maszapa, IpeIOCTaBeHU OT 3aWHTEPECOBAHUTE CTPaHM, ca OWJIM M3IOJI3BaHH KaTo
MOAKPENSIIHN 10Ka3aTeJICTBA IPU U3TOTBSIHETO HA OIIEHKATA.

Komucusra nmorcka or Oprana TexHHYECKa MOMOII] OTHOCHO J[B€ HAYYHHU M3CJICIBAHUS
— CHCTEMAaTHUYeH Tperjel U MeTa-aHajdu3 Ha 0e30MacHOCTTa Ha J00aBKHUTE C OpH3,
006paboTeH ¢ YepBEHH JPOK/M >, KAKTO M Mperiej U eKCepPTHO CTAHOBMILE OTHOCHO
poisita Ha A00aBKUTE OT Opu3, 0O0pabOTEH C YEpBEHM IPOKIU, 3a KOHTPOJIA Ha
nia3Menus xojectepon'®, kouTo 6sxa msnparenn Ha KomucusTa OT 3aMHTEpecOBaHa
CTpaHa ciieJl IPUEMaHETO Ha Hay4yHOTO craHoBuule oT Oprana. Ot ctpana Ha Oprana
ce 0TOeIsA3Ba, Y€ HE3aBUCHMO OT PE3YATATUTE OT MHTEPBEHIMOHAIHO NPOYYBAHE WU
MeTa-aHaJIM3 OTHOCHO O€30MMacHOCTTa Ha J00aBKHUTE C Opu3, 00paboTeH C YepBEeHU
JPO/IU, ChOOIIEHUATA 32 HAOMIOAaBaHUTE IIPU XOpa CTPAHUYHU €(EeKTH, CBBP3AHH C
KOHCyMalusATa Ha OpHu3, 00pabOTeH C YEPBEHM JIPOXKIHU, ca HaJIHIE, a MOHAKOIHH K
noa ¢opmara Ha JIAKTOH € WAGHTHYEH C JOBAacCTaTHH, 3a KOMTO HEOIaronpusTHUTE
epexTn ca g00pe JOKYMEHTHpPaHU, MOpaad KOETO H3MPATEHUTE MPOYYBAHUS IIE
TpsiOBa Ja ObJaT pasriielaHy 3aeIHO C Is1aTa ChbBKYITHOCT OT JI0Ka3aTelsICTBa, 3a Ja Ce
HampaBu IPUIOCTHO 3akiioueHue. B oOscHenmero Ha Oprana ce mocoyBa, ue
CBIUIECTBYBAHETO HA CHOOIICHHS 3a HEONAaronpusTHU epeKTH He MOXKe aa Obnae
npeHeOperHaTo MWid OO0E€3CHMJIEHO OT pe3yiaTaTUTe OT U3IUTBAaHUSA, KOUTO ca
BKJIFOUBAJIM CPABHUTEITHO MaJIbK OpOi YYaCTHUIIM M HE ca UMAJI 32 11eJ OTKPUBAHETO
Ha TaKuBa e(beKTI/I, KakKTO M 4Y€ TC3W MNPOYUBAHHA, KATO HAIIPUMCP H3MNPATCHUTC
nperje] W eKCIEpPTHO CTaHOBHILE, B KOUTO CE€ TMPEJOCTaBi CPaBHHUTEIIHO
CHOTHOIIIEHWE HAa PUCK M TOJI3a 3a MPOAYKTHTE, ChIbpXKAIU OpHU3, 00paboTeH C
YEepBEHM APOXKAM, HE ca MPHIIOKUMH 3a OllEHKaTa Ha 0€30MacHOCTTa Ha BEIEeCTBATa,
N00aBeHHU IENIEHACOUYEeHO KbM XPaHHUTE.

Kato ce uma mpenBua, 4ye He Moke Jga ObAe OIpeleleH [HEBEH IpHEeM Ha
MOHAKOJIMHU OT OpHu3, 00pabOTeH ¢ YepBEHU IPOXKIHU, MPH KOWTO Ja HE BH3HUKBAT
OIaCeHMsI OTHOCHO YOBEUIKOTO 37paBe, M KaTo ce UMa MPEBU/ 3HAUUTEITHUIT BpE/IeH
e(deKT BbpXY 3[paBeTo, CBbP3aH C ynorpebdaTa Ha MOHAKOJIMHHU OT OpH3, 00padOTEH ¢
YepBEHM JIPOK]H, pHU paBHUIIA 10 mg/aeH, a B OTJENIHYU Cllyyal Ha T€XKKH HEKEIaHU
peakiMu 3a 3IpaBeTO — TMPU paBHUINA JOPH OT 3 mg/neH, ymorpedbara Ha
MOHAKOJIMHHU OT OpH3, 00paboTEeH C YepBEHH JIPOXK/IH, IPH paBHUIIA 3 Mg U MOBEeYe Ha
HOPIHS OT MPOJYKTa, MPEMOPHUNTENTHA 32 €KEAHEBHA KOHCYMAIHs, CleaBa aa Obe
3a0paneHa. CresoBaTeTHO TOBA BEILIECTBO Clie/iBa Ja ObAe BKIIOYEHO B 4acT b ot
npunoxxkenue I kbm Pernament (EO) Ne 1925/2006 u 106aBstHETO My KbM XpaHHU WU
U3II0JI3BaHETO MY MPHU MPOU3BOACTBOTO Ha XpaHM Clie/iBa Jla ObJie pa3perieHo camo
NIPY YCIIOBUSTA, TOCOUEHH B TOBA MPUIIOKECHHUE.

Cropen unen 6 ot [Jupextuna 2002/46/EO ce wu3HMcKBa BbpPXY eTHKETa Ha
XpaHUTETHHUTE JO0OABKH J1a ObJe MOCOYEHA YacTTa OT MPOIYKTa, KOATO e MPernophyuBa
3a ©XKEJHEBHAa KOHCyMallus, 3aeHO C TMpeaymnpexJIeHHe Aa He ce INpeBHUIlaBa

Fogacci F, Banach M, Mikhailidis DP et al. Safety of red yeast rice supplementation: A systematic
review and meta-analysis of randomized controlled trials. Pharmacological Research 143 (2019) 1—16.
Banach M, Bruckert E, Descamps OS et al. The role of red yeast rice (RYR) supplementation in plasma
cholesterol control: A review and expert opinion. Atheroscler Suppl. 2019 Aug 17.

BG



BG

(16)

(17)

(18)

MOCOYEHAaTa MpenopbyuBaHa JHEBHA J103a. Thi KaTo € Bb3MOXKHO Pa3IMYHU XPaHHU WU
XpaHUTEITHU J00aBKH, CHABP)KAIIM MOHAKOJMHH OT OpHU3, OO0pabOTeH C YEepBEHH
OpOXKIU, Jla Cce KOHCYMHUpAT €THOBPEMEHHO, ChIIECTBYBAa BB3MOXKHOCT 32
MPEBUIIIABAHE HA  OrPAHMYEHUETO, MocouyeHO B  npuioxenue I[II  kpMm
Pernament (EO) Ne 1925/2006, mopamu KOETO € HEOOXOAUMO Ja C€ MPEIBHUIAT
MOAXOJSANIN W3UCKBAaHMSI 33 CTUKETUPAHETO Ha BCHYKK XPaHH, ChIbPXKAIIN
MOHAKOJIMHHU OT OpHU3, 00pabOTEH C YEPBEHU JAPOKIH.

3a NpeaoCTaBAHCTO HaA ITbJIHA HH(bOpMaLIPISI OTHOCHO CHABPKAHUCTO Ha MOHAKOJIMHU
BBpPXY €TUKCTUTEC HAa XpaHH, CbAbpKalllki MOHAKOJIWHU OT OpHU3, o6pa60TeH C YCPBCHU
APOXIH, € HeO6XOI[I/IMO Jda CC NpCABUIAAT MOAXOAAIHN U3UCKBAHUA 34 CTUKCTHUPAHCTO
Ha BCUYKHU XPaHH, CbAbPIKAIIU MOHAKOJIMHHA OT OPU3, 06pa60TeH C YCPBCHHU OPOXKIH.

Toii kaTo OT cTpana Ha Oprana € UACHTUPHUIUPAH PUCK OT HEOIArONpUATHH e(EKTH
nopaay B3aMMOJICHCTBHSI C JIGKAPCTBEHU MPOAYKTH, € HEOOXOAMMO JIAIATa, KOUTO
U3II0JI3BAT JIEKApCTBA 3a MOHM)KABAHE HA XOJIECTEpOJa, Aa ObAaT MpeaynpeacHu na
U305TBaT €IHOBPEMCHHATA YIOTpeOda Ha XPaHHU, ChABPXKAIIA MOHAKOJIWHH OT OpHU3,
obpaboTteH ¢ uyepBenu apoxan. Ot crpana Ha Oprana Oernre oTOensI3aHo0, Y MPOPIITHT
Ha HeOmaronpusaTHUTE epEeKTH Ha Opu3a, 00padOTEH ¢ YEPBEHU APOXKIH, € MOJ00CH Ha
npoduiia Ha JIOBACTaTWH, MNOpaaM KOETO € MeNechoOpa3HO JMnata jaa ObaaT
OpeyNpe/icHd Ja TOTHhPCIAT MEIAMIIMHCKA TOMOI B ClIyd4aid Ha 3JpaBOCIOBHU
npobiieMu. OcBeH TOBa, ThH Karo He Oelle Bb3MOXKHO Jla CE€ HalpaBU OLIEHKAa OT
Oprana Ha 0e30macHOCTTa Ha yroTpedara Ha MOHAKOJIMHU MPU ONPEJEICHU YI3BUMU
Ipyny MOTPeOUTENN OpaIu JIUIICAaTa Ha JAHHU U CJICAOBATEIIHO BCE OINE ChIECTBYBA
BEPOSITHOCT 3a BpelHU e(QEKTH BBPXY 3/IpaBeTO, CBBP3aHH C yrnoTrpedata Ha
MOHAKOJIMHU OT Opu3, 00paboTeH C dYepBeHH IpOXKIU, € IellechoOpa3Ho Ja ce
npernopbyua XpaHH, ChAbPIKAIIA MOHAKOJIMHU OT OpU3, 00pabOTEH C YSPBEHH JAPOIKIIH,
Ja HE ce ymoTpeOsBaT OT OpPeMEHHH WM KbpPMEIIH >KCHH, JUIa Ha BB3pacT Haj
70 romuHM, Aena W OHOMM. [IpeABHII TOPEU3JIOKEHOTO € HEOOXOAMMO Ja ce
NPEIBUIAT TOIXOMAIIN U3UCKBAHUS 32 ETHKETUPAHETO HA BCUUKH XPaHH, ChIIbPIKAIIN
MOHAKOJIMHU OT OpU3, 00pabOTEH ¢ YEPBEHH JPOXK/IH.

Ot crpana Ha OpraHa He Oelle Bb3MOXHO Jia CE€ ONPEENId XPaHUTEJIEH IPUEM Ha
MOHAKOJIMHU OT OpHu3, 00paboOTeH C YepBEHU [POXKAHW, MPU KOWTO MpHUEeM Jia He
BB3HUKBAT OIACEHUS] OTHOCHO 3/IpAaBETO 3a HACEJICHUETO KaTo IUI0 M, aKo €
MOAXOASANIO, 32 YSI3BUMHUTE MOATPYNU OT HACENEeHUETo. Thil KaTo BCe Ollle € HAJIUILIE
BEPOSITHOCT 3a BpeaHU eQeKTH BBPXY 37paBeTO, CBBP3aHH C yroTpedara Ha
MOHAKOJIMHU OT OpU3, 00pabOTEH ¢ YePBEHU APOXKAU, HO MPOABIKaBa J1a ChIIECTBYBA
Hay4Ha HESICHOTA B TOBA OTHOIICHHUE, U KATO C€ MMa MPEJBHJI, Y€ MOHAKOJIMHHUTE OT
opu3a, o0pabOTeH C YepBEHH IPOKIU, MOTaT Ja Ce M3MOJ3BaT CaMO B XPAaHUTEIHU
00aBKMU M Y€ CTETEHTAa Ha yrmoTpedaTa Ha TE€3M XPAaHUTETHU JO0OABKHM HE MOXKE Ja
O0bne ompenenena ot Oprana, ymoTpebara Ha MOHAKOJIWHU OT Opu3, 00paboOTeH C
YEPBEHU APOXKIH, B XPAHUTEIIHUTE TOOABKH Clie/[Ba /1a Oh/Ie MOCTaBeHA 1101 KOHTPOJIa
Ha Cbl03a M CIEIOBAaTENIHO BEIIECTBOTO cielBa Ja ObJe BKIOYEHO B 4acT B or
npuinoxkenue III xkbm  Pernament (EO) Ne 1925/2006. Kato ce B3emar mnpenBHn
HESCHOTUTE, ouepTaHu oT OpraHa B HErOBOTO HAYYHO CTAHOBHILE, U KAaTO CE€ B3eMar
MpEeABU CTAHOBUINATA OTHOCHO Mpoduia Ha 0€30MacHOCT Ha MOHAKOJWHUTE OT
opu3a, 00paboTeH ¢ YepBEHH APOXKIU, IPEIOCTABEHU OT 3aMHTEPECOBAHHUTE CTPaHH,
TE3W 3aMHTEPECOBAHM CTPAaHW MMaT BH3MOXKHOCT ChIJIacHO wieH 8, maparpad 4 ot
Pernmament (EO) Ne 1925/2006 na mpenocTaBsT AaHHU, TOKa3Bal(y 0e30MacHOCTTAa Ha
MOHAKOJMHUTE OT OpHU3, 00paboTeH ¢ YepBEeHM JpOoXKau, Ha OpraHa B ChOTBETCTBHE C
yieH 5 ot Permament 3a wm3mbaHeHue (EC) Ne 307/2012 na Komwmcusara. B
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choTBeTCTBUE ¢ wieH 8, maparpad 5 ot Permament (EO) Ne 1925/2006 Komucusra
CJIcaBa na B3CMC PCHICHUC B PAMKHUTC Ha YCTHPU I'OJWHHU OT BJIM3aHCTO B CUJIA HaA
HACTOSIIMS DPErVIaMeHT Jajid Ja BKIOYM MOHAKOJIMHUTE OT OpH3, 00paboTeH ¢
4yepBeHU Jpoxkau, B npuioxenue III, vact A win yact b, criopen ciydas, KaTo B3eMe
IIpeIBH] CTAHOBULIETO HA OpraHa OTHOCHO BCUYKH ITPEIOCTABEHU JTaHHHU.

[Topanu ToBa Pernmament (EO) Ne 1925/2006 cnenBa na 6bJie ChbOTBETHO U3MEHEH.

Mepxkure, peABUICHU B HACTOSIIUS PETJIAMEHT, Ca B ChOTBETCTBUE ChC CTAHOBUILETO
Ha [ToCTOSITHHYSI KOMHUTET TI0 PACTEHUSTA, )KUBOTHUTE, XpaHUTE U (pypakuTe,

ITPUE HACTOAIIMA PETJIAMEHT:

Ynen |

[Tpunoxenue Il kbm Pernmament (EO) Ne 1925/2006 ce n3MeHs, KakTo clie/iBa:

1.

B rabimnara B gact b o a30yden pej ce 100aBst CIETHOTO BIIMCBAHE:

»HACT b — Orpanuuenu BemiecTpa

OrpaHnuyeHo BemecTBO

YcaoBus Ha ynorpeda

MoOHaKOIMHU OT  OpH3,
00paboTeH C  YepBEHHU
APOXKIH

Otpennata mopuus OT
MpOAyKTa 3a eXKEeTHEBHA
KOHCyMalus TpsOBa Ja
OCUTYpSIBa IO-MAJIKO OT
3mg MOHaKOJMHU  OT
opus, o0paboTteH c
YepBEHU APOXK]IH.

JlombJIHUTETHHN
U3UCKBAHMS

B erukera ce mnocouBa
OposT  HAa  OTIEIHUTE

nopuun OT IPOAYKTA 3a

MaKCHUMaJHa JTHEBHA
KOHCyMalus u
MpEeNyNpekICHUE J1a HE Ce
KOHCyMHpa JTHEBHO
KOJINYECTBO oT 3 mg
MOHAKOJIMHU  OT  OpH3,
o0paboTeH ¢  uYepBEHH
JPOKIH.

B erukera ce yka3Ba
ChJIBPIKAHUETO Ha

MOHAKOJMHU B TOPLHS OT
MPOIYKTA.

EtukersT
CIIETHUTE

MIPENYNPEKICHUSA:

BKJIFOYBa

»Jla He ce KOHCyMHpa OT
OpeMEHHH WM KbpPMEITH

KEHM, Jlella Ha BbB3PaCT
nox 18 rognan u
BB3pacTHU Hax 70-

TOJMIITHA Bb3PacT*.
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,»110CBBETBAlTE CE C JIEKap
OTHOCHO KOHCyMalusTa Ha
TO3W MPOAYKT B Clydail Ha
3/paBOCJIOBHU IIPOOIEMHU*;

,»He KOHCyMHpaiTe, akKo
npuemare JieKkapcTBa 3a
MOHM)KaBaHe Ha
XoJiecTepoa’;

,»H€ KOHCYMHpaulTe, akKo
BEUE€ KOHCYMHpATE IpYyru

MPOIYKTH, ChIbPIKaIIH
opu3s, 00paboTeH ¢ YepBEHU
JPOXKIN“.

2. B taGnunara B yact B o a30yueH pen ce 700aBst CIeTHOTO BIIMCBAHE:

»JACT B — BemiectBa, kouto ce KoHTposmpat ot OO0uHoCTTa

MonakoauHu OT 0pu3, 00pabOTEH C YEPBEHH APOXKIU ‘.

Ynen 2

HacTosmusT perinaMeHT Bin3a B CUJIa Ha JABa/IeCETUs J€H Clie] IeHs Ha yOJMKyBaHETO MYy B
Oguyuanen eecmuux na Esponetickus cvio3. HacTOAIMAT perfiiaMeHT € 3aJbJDKUTENEH B
CBOSITA LSAJIOCT U C€ MpuJiara Mpsiko BbB BCUUKHU JbP>KaBU YIECHKH.

CscraBeno B bprokcen Ha [...] roguHa.

3a Komucuama
IIpeoceoamen
Ursula VON DER LEYEN
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