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PEITIAMEHT (EC) Ne 5/2014 HA KOMUCUSATA

or 6 anyapu 2014 rogmna

3a uzmeHenne Ha Jupextusa 2008/38/EO Ha Komucusra or 5 Mapr 2008 1. 32 ChCTaBsiHE HA CIMCBK HA
NpefHa3HauYeHNATa Ha PypaxuTe CbC CHEHMPMUHN XPAHUTETHU LeNH

(rekcr or 3Hauenue 3a EMII)

EBPOITEMCKATA KOMUCHS,

KaTo B3e mpemsui [loroBopa 3a ¢yHKUMOHMPAHeTO Ha EBpomerickuis

CBlO3,

karo Bse mpemsun Permament (EO) Ne 767/2009 na Espomerickus
napramenT 1 Ha Cppera ot 13 1omm 2009 1. OTHOCHO ITyCKaHETO HA
nasapa u ynorpebara Ha Qypaxu, 3a usmeHeHue Ha Permament (EO)
Ne 1831/2003 Ha EBpomeiickust naprmament u Ha ChBeTa, 32 OTMsIHA
Ha [npekrusa 79/373/EMO na Cosera, [upeknsa 80/511/EVO Ha
Komucnsira, mmpekrusu 82[471[EVIO, 83/228[EMO, 93/74/EMNO,
93/113/EO u 96/25/EO Ha CbBera, KakTO 1 Ha Pemenue
2004/21 7/EO Ha Komucusra (1), u mo-cmeumando unmen 10,
naparpa 5 OT Hero,

KaTo Mma Ipensup, 4e:

B cwotsercTBe ¢ uneH 32, maparpad 2 ot Permament (EO) Ne
767/2009 HSKONKO 3asBIIEHMS 34 M3NABAHE HA Pa3pellieHIs
ca nogageny no Komucusira npegu 1 cenremspu 2010 r. 3a
aKTyanu3MpaHe Ha CIMCHKA Ha NPEIHA3HAYEHNMAT, IOCOUEH B
usied 10 OT ChlMs persiaMeHT.

Hsikou OT Te3n 3asBIeHNMs ce OTHACAT [0 IPOMEHM Ha yCIlo-
BUSITA, CBBP3AHM CBC CHCLMQMUHM XPaHUTENHM Lemn ,Xpa-
HUTEITHO Bb3CTaHOBSBAHE, PEeKOHBaJIECIIEHINA 1o
oTHouwieHne Ha Kkydera u ,Crabummsupane Ha Qusmono-
IMYHOTO XPaHOCMMIIAHe" 1O OTHOUIEHME Ha XPaHUTE, KOMTO
MOIAT [1a ChIbPKAT JOOABKY B KOHLEHTPALIMY, HA[BMIIABALIN
100 mbTi CHOTBETHOTO YCTAaHOBEHO MAKCMMAJIHO ChIIbpPXKaHe
B IIbIHOLEHHNTE (ypaxXy, KAKTO € IOCOYEHO B WieH 8,
naparpadp 2 ot Permament (EO) Ne 767/2009. [pyrure
3asIBIICHMSL CE OTHACSIT 10 HOBYM CIELMQUUYHM XPaHUTEIHN
LETM 10 OTHOUIEHME HA M3MCKBAHMATA, ONpEHeNleHN B 4ieH
8, maparpad 2 or Pernmament (EO) Ne 767/2009.

B mombnHenue, B chotBeTcTBME ¢ wieH 10 ot Pernmament (EO)
Ne 767/2009, Komucysta momyun 3asiBiieHme 3a go0aBsiHe
Ha CreuMuuHaTa XpaHurenHa uen ,HaMarssaHe Ha Hupara
Ha jfon BBB ¢ypaxute B CIyuaii Ha OasemoBa Gomect” 1o
OTHOLIEHNE Ha KOTKUTE.

() OB L 229, 1.9.2009 r., ctp. 1.
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CrietmuUuHMST HAYMH HA XpaHeHe € MpyeMaHeTo Ha Gomyc
moza. C 1em fa ce rapaHTMpa MOAXOmsIaTa M Oe3omacHa
ynorpeba Ha OGomyc kato  Qypax CbC  creunduuHu
XpaHUTENHYM LETM, CIeABa [a OBOaT OmpefeneHn o0y
VMBICKBAHMS 3a YCIIOBUSTA, CBHP3AHN C OIpENeNieHO IpelHa3-
HaueHue.

Komucusita NpEeNoCcTaBy Ha ObpP2KAaBUTE UJICHKU BCUUYKU 3asB-
JICHMS, BKITFOUMTEIIHO TOCUETATA.

HocmeraTa, BKITIOUEHM B 3asBIIE€HMATA, MOKA3BaT, ue CIIEIM-
QUUHMAT CbCTAB HA CHOTBETHMTE Qypaxy OTIOBapsl Ha
KOHKPETHUTE MpelHA3HAYeHV XPaHUTEIHU LNy , XpaHUTEITHO
Bb3CTAHOBSIBAHE, PEKOHBAJIECUEHIMA“ 110 OTHOIIEHME Ha
kydera, ,Craumuampane Ha QUBMONOIMYHOTO XPAHOCMI-
nane”, ,HamanssaHe Ha HMBAaTa Ha JON BbB (ypaxute B
cyuait Ha Gasemoa GONECT 1O OTHOLIEHME HA KOTKM,
JJlokpena Ha IOMNTOTOBKATa 3a CIOPTHA JEHHOCT M BB3CTa-
HOBSIBAHETO OT Hes“ 10 OTHOILIEHNE Ha eOHOKONMUTHMI
KMBOTHY, ,KOMIeHcKMpaHe Ha HEJOCTAaTBYHOTO HalMyye Ha
KeNA30 CIIell PaX[aHETO“ 10 OTHOLIEHME HAa KbpPMEHM
npaceHua 1 Teneta, ,llogmomaraHe Ha pereHePUPAHETO Ha
KOIIUTA4, Kpayera M KOXa“ IO OTHOUIEHME Ha KOHE,
IpexXUBHM  XKMBOTHM M cBuHe, [llommomaraHe Ha
MONTOTOBKATa  3a  pasrOHBaHE M  pPa3MHOXKaBaHe“ IO
OTHOIIeHNMe Ha GosaitHmiy m mrumy u ,JIBnrocpouna cHab-
[ISIBAHE HA TPEBONACHUTE KMBOTHM C MUKPOEIEMEHTM VI[N
BUTAMUHM® 1O OTHOLIEHME HA IIPEXVBHM KMBOTHM C
dyHKUMOHMpaLT THPOYX.

OcBeH TOBA OT OLIEHKATA CTAHA ACHO, Y€ CHOTBETHUTE PypaKki
HAMAT HEOIArONPUATHO BB3IEACTBME BHPXY 3MIPABETO HA
KMBOTHHUTE, YOBEIIKOTO 3[paBe, OKOJIHATA Cpea  Win
XyMaHHOTO OTHOLIEHME KbM 3KMBOTHMTE. B oleHKata Ha
OCHeTaTa € BKJIIOYECHA MPOBEPKA MAlM XAPAKTEPUCTUKATA
,BUCOKO KOIIMYECTBO HA OIpeleNeHa QypaxHa [oOaBka“
pENoara  3HAUMTEIHO  KOJIMYECTBO HA  ChOTBETHATA
mo0aBKa, KOETO € OnM30 [0 CHOTBETHOTO —YCTAHOBEHO
MaKCUMAJIHO ChIbPKAHUE B IIBIIHOLEHHUTE (Pypaxi, HO He
[OBEYE OT TOBA ChIIbPXKAHME.

Ilopamy Tasy npuumMHa 3asBICHMATA Ca BaMIHM M CIELM-
duuHNTE XpaHUTETHY Leny CilefBa ga OboaT J00AaBeHNM KbM
CIUCbKA Ha TpelHa3HaueHMsITa U YCIOBUSATA, CBBHP3aHM ChC
CHCLMUUHNTE XPAHUTENTHY Lein ,XPaHUTEIHO Bb3CTAHO-
BsiBaHe, peKoHBajlecteHIMs" 1 ,CTabummsmpane Ha QGU3NOIO-
TMYHOTO XPAHOCMIMIIAHE", KOMTO CIIefBa a OBIAT MPOMEHEH.

[lopamm toa Mupexktusa 2008/38/EO cnemsa ma Obue
CHOTBETHO M3MEHEHa.
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(10) Tt Kato HsIMa CboOpaxkeHusi BbB BPb3KA C 0E30MAaCHOCTTA,
KOWTO []a HANarar He3a0aBHOTO MpWMITaraHe Ha M3MEHCHMATA
OTHOCHO ~ (ypaxure, KOMTO [OHACTOSIIEM Ca  IyCHATH
3dKOHHO Ha Ia3apa, € LeNecboOpasHo [a ce MpemBUmy
IpexolleH IepMOH, 33 Ha ce Hale Bb3MOXHOCT Ha 3aJHTepe-
COBAHMTE CTPaHM [1a MPEHNpMeMaT HeOOXOIMMOTO C OINiel Ha
HOBUTE M3NCKBAHMSL.

(11)  Mepxkute, NpenBUAEHN B HACTOAIMA DENIAMEHT, Ca B ChOT-
BETCTBME ChC CTAaHOBMUIETO Ha [loCTOAHHMA KOMUTET MO
XpaHMTeIIHaTA BEpUra ¥ 3[PaBeTO Ha KMBOTHMTE M HUTO
Epponelickuar maprameHT, HUTO CbBETBT Bb3pasuxa Cpeuly
TAX,

[TPUE HACTOALUNSA PEITIAMEHT:

Ynen 1

Mpunoxenve I koM Hupektusa 2008/38/EO ce uaMeHs B CbOT-
BETCTBHE C NMPIIOKEHNETO KbM HACTOSIIVS PEITAMEHT.

Ynen 2

(Dypaxu, BKITIOUEHN B IPUIIOKEHNETO KbM HACTOSIMS PETTIAMEHT W
nocouery B uneH 8, maparpa¢ 2 or Permament (EO) Ne 767/2009,
KOMTO Beye ca OwiM 3aKOHHO IIyCHaTH Ha Tasapa Ipemu
1 centempu 2010 r., KOMTO ca NpOU3BENEHM M ETUKETMPaHU
npemut 27 tom 2014 I. MOraT ga IpOBKAT Ja ObIAT HyCKaHMU
Ha mazapa ¥ 1a OBIAT MBMON3BAHM, TOKATO CE M3UCPIIAT CHLICCTBY-
BAIMTE CKIIAZIOBY HAMYHOCTH. B cryuait ue ToBa ca dypaxu, mpen-
HA3HAYCH! 3a JOMAWIHM JIOOMMIM, MOCOYEHAaTa B IOCIETHOTO
uspeueHue fgara e 27 auyapu 2016 r.

UYnen 3

Hacrosummsr pernaMeHT BiM3a B Cujla Ha [IBalleceTus HeH Crlef
nybrukysatero My B Oduyuaser secmHur Ha Eeponeiicrus csio3.

Hacrosimmst pernaMeHT € 3aIbJIKUTEIIEH B CBOATA LIAJIOCT M CE Ipuiiara IpsAKO BbB BCUUYKYM ITBpPKaBU

YJICHKU.

CbcraBeHo B bprokcen Ha 6 sHyapu 2014 rommHa.

3a Komucuama
Ipedcedamen
José Manuel BARROSO



Tpunoxenne 1 koM [upekrnsa 2008/38/EO ce m3MeHsl, KakTo Crefisa:

1) B uact A ce mo0aBs crefHaTa TOUKa:

IIPMTTOKEHME

,10. Koraro emyn ¢ypax, mpenHasHaueH 3a CIeLMQUYHI XPAHUTETHN LI, Ce IycKa Ha Masapa mom ¢opMara Ha GOIYC, B Ka4ecTBOTO Ci Ha ypaxHa CypOBMHA WM HOMBIBAIL Gypax, MPeNHASHAYCHN 33 MHIMBHUIYAIHO
TpyeMaHe Tpe3 yCTaTa Ype3 HACHICTBEHO XpaHEHe, Ha eTMKeTa Ha Qypaxure, aKO € MPUITOKIMO, Ce 0COUBA MAKCUMAITHMST TEPHOI Ha HEPEKbCHATO 0CBOOOXKIABAHE Ha GOMTyca M MHEBHATA CKOPOCT Ha OCBOGOXKMIABaHe
32 BCSIKA JT00ABKA, 3a KOSATO € YCTAHOBEHO MAKCUMAIHO ChIBpXKAHME B IbIHOUCHHNMTe dypaxit. [Ipn McKaHe OT CTpaHa Ha KOMIETEHTHMS OPIaH OIEPaTOPbT BbB (ypaxHNS CEKTOp, KOITO MycKa GOIyC Ha Iasapa,
TPEIOCTaBsi TOKA3aTEIICTBO, Ye JHEBHUTE CTOMHOCTM Ha NOOABKMTE B XPAHOCMMIATENIHMS TPAKT HE HAIBMIIABAT, aKO € MPUIIOKMMO, MAKCUMAIIHOTO ChIIbPXKaHMe HA 00aBKATa, YCTAHOBEHO 3a KMIIOTPAM ITHITHOLICHEH
dypax mpe3 wemust mepuom Ha xpameHe (epexT Ha GaBHOTO otmensiHe). IIpermopbusa ce dypaxurte mom dopmara Ha Gomyc ma ce 1aBaT OT BETEPMHAPEH NEKap MM HPYTo KOMIETEHTHO nme.”

2) Yacr b ce u3MeHs, KakTo cremsa:

CrierMuUHO MpefHA3HAYCHME HA
XpaHata

OcHOBHU XPaHUTEITHN XapaKTEPUCTUKI

Bum mimn kareropus Ha
KMBOTHUTE

]leKnapMpaHM JAaHHM Ha €TUKETa

Hpenopwmenﬂa NPOIBIZKUTEITHOCT

Hpyru paznopen6u

a) Mexny pena 3a crielmduyHa XpaHUTEIHA Len ,Perymipane Ha 0OMsIHATa HA Ma3HMHMTE IIPY XMIEPIIMIMIEMUS M pea 3a crielmduyuHa XpaHuTeHa len ,HamarsBaHe Ha HATPYIIBAHETO HA Mell B YepHus Ipod” ce 106aBs

CIIEOHMAT pefl:

,HaMaisiBase Ha HuBara Ha liof
BbB QypaxuTe B CIyuail Ha
0asenoBa Gorect”

Hamaneno cwabpxkanue Ha ifof:
Maxkcumansa croiisocr or 0,26 mg/kg
B II'BJIHOLIEHHATA XPaHa 3a JOMalIHM
nrobumiy ¢ 12 % chabpxaHue Ha
BJlara

Kotkn

0060 1ion

[IbpBOHAUaNHO 10 TpU Mecelia

Ha ce mocoun BbpXy ermkera: ,IIpemopbusa
ce KOHCyNTauusi C BeTePUHAPEH JieKap
nmpely ynotpeda WM Ipemu Ia ce
IPOIBIIKN [IEPUOALT HA ymoTpeba“.

0) PembT 3a creumuuHa XpaHUTENHA 1ie ,XPaHUTEIIHO Bb3CTAHOBSBAHE, PEKOHBANICCLICHIINMS", BUIA WM KATETOPMSITA XKMUBOTHM: ,KydyeTa M KOTKM® Ce 3aMEHs CbC CIEHOTO:

,XPaHUTEITHO Bb3CTAHOBSIBAHE,
pexonBanecueHuys (¥)

Bucoka CHeprMﬁ[Ha IUTBTHOCT, BVMCOKM
KOHHEHTpalMM Ha BaXKHU XpaHUTEITHU
CBbCTAaBKM U JIECHOCMMIIAEMIU CBCTABKU

Kyuera n xotkn

— JlecHOCMUITaeMy ChCTaBKMU,
BKIIFOUUTEITHO TAXHOTO
TpeTMpaHe, ako € MOOXOHAIIOo

— EnepruitHa croiinoct

— CpabpXaHne Ha n-3 U n-6
MacTHM KUCETIMHY (2KO ca
no6aBeHn)

HO IIOCTUTaHE Ha Bb3CTAHO-
BABAHE

B ciyuait Ha ¢ypaxu 3a KMUBOTHH,
CIeLVaIHO IPUIOTBEHM [a ce [aBaT upe3
TpBOMUKY, [1d Ce TOCOYM HA eTHKETa:
LJlaBaHe Ipy BeTePUHAPHO HaOIOmeHME".

Enterococcus faecium DSM 10663 |
NCIMB 10415 (E1707)

HombiBammre $ypaxy MOrar ja
CBIBPKAT QypaxHM [00ABKM OT
(yHKUMOHATIHATA Tpyna HA ,CTabum-
3aTOpM Ha YpeBHATa (UIOpa“ B KOHIIEH-
Tpauus, Hagsuuwapawa 100 meTH
CBOTBETHOTO YCTAHOBEHO MAKCYMAITHO
CBIBPXKAHME B ILITHOLEHHNTE (PypaKiL.

Kyuera

HaumeHOBaHMe M KONYECTBO,
KOETO MOXe Ha ce no0asyu, Ha
crabusmsatop Ha upeBHata ¢riopa

10—15 nHu

— MHcrpykiymte 3a ynorpeba Ha
dypaxure rapaHTHpar, de e CraseHo
3aKOHHOTO MAKCHMAJTHO CBIbPIKAHME
Ha CcTabuMm3aTopa Ha ypeBHata ¢ropa
33 MBITHOLECHHN (ypaxu.

— Jla ce mocoun Bbpxy erukera: ,llpe-
NOpbYBa Ce KOHCYNTALMSA C BeTe-
PMHApeH Jekap mpemy ynotpeba wim
Tnpeny Ja ce MPOIBIKYM NEPUOIBT Ha
ynorpeba“.

(*) TpomssoauTensT Moxe Iia 100aBu

KbM CIIELMPUUHOTO NpEHA3HAYCHNE HA XpaHata ,KOTellKa YepPHOIPOOHA JIMINI03a”.
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B) Pemsr 3a CHCLII/[(I)M‘{H& XpaHUTEIIHA 1IETT ,,CTa6]/[]'[I/I3I/[paH€ Ha (I)I/IBI/IOHOI'I/I‘{HOTO XpaHOCMI/IHaHC“ Ce 3aMEHS CBhC CIIETHOTO:

,Crabunmsupase Ha Quanoino-
TMYHOTO XpaHOCMMIIAHE"

Hucka GydepHa criocoGHOCT 1 JIeCHOC-
MITIAEMI CBCTABKIL

[Ipacenua

— JlecHocMmaeMyt  CbCTaBKM U
€BCHTyalHaTa MM IpepaboTka

— bydepna criocobHocT

— [lpousxon Ha ayCTPUHIEHTHUTE
BellecTa (aKo ca o0aBeHm)

— Illpousxon Ha crmsectute
BellecTa (aKo ca JoOaBeHm)

JlecHOCMMIaeMu ChCTaBKM

Ceune

— JlecHocMmiaeMn CbCTaBKM U
€BEHTyaIHaTa MM npepaboTka

— Ilpousxon Ha ayCTPUHIEHTHUTE
BellecTBa (aKo ca moGaBeHn)

— Ilpomsxon Ha crmsectute
BEIIECTBA (AKO Ca J00aBeHmM)

Ot mBe 110 HeTupu cegMmun

Ha Ce IoCoUM BbPXY €TUKETA:

LIIpM PUCK OT XpaHOCMMIIATENTHM
pascTpoiicTBa, 1O BpeMe M cref TAX”

Oypaxnu nobasku or PyHkumo-
HAJIHATa Ipyma Ha ,CTabuimsaropyu Ha
ypeBHaTa (UIOpa‘“ OT KATEropusra ,300-
TeXHMUecky 100aBKM®, KakTo e
II0COYEHO B NpuiioxeHue I Kkpm
Pernament (EO) Ne 1831/2003.

HombnBammre Qypazku MOTar ma
CIbPXKAT QypakHM 100ABKM OT
dyHKUMOHATHATA TPyTIA Ha ,CTAOWIN-
3aTOpM Ha ypeBHaTa (UIopa“ B KOHIICH-
Tpauus, Hagsuwapawa 100 mbTH
CBOTBETHOTO YCTAaHOBEHO MaKCHMAJTHO
ChIIbPXKAHME B ITBITHOLEHHNTE QypaxKi.

Kuporuncku
BIIOBE, 33 KOMTO C€
paspewuasar crabu-
JIU3ATOPY Ha
upepHata ¢riopa

HaumeHOBaHME 1 KOJINYECTBO,
KOETO MOXe Iia ce 100aBy, Ha
crabusmsatop Ha upeBHata ¢riopa

Ho 4 cenmuum

Ila ce mocouy BbPXy eTHKeTa Ha Qypaxa:

1) JJlpu  puck or
Pa3cTpoiicTBa, MO BpeMe M cref TAX.”

2) Axko e mpunoxumo: ,Pypaxure
CBIIBPKAT CTAOMIIN3ATOP HA YpeBHATA

(1)]'[0[:)3. B KOHUEHTpauys, HagBuilaBauia

100 mbTM pa3peleHOTO MaKCUMAJIHO
ChIbpKaHME B ITbIHOLEHHUTE

Pypaxn.”

Vucrpykumnte 3a ynotpe6a Ha ¢ypaxute

TapaHTNparT, 4e¢ € Cras3eHo 3aKOHHOTO
MaKCUMaltHO CbIbpXKaHUE Ha crabunm-

3aTOpa Ha YpeBHATa (IIOPa 3a IbJIHOLEHHU

dypazku.

XpaHOCMMITATEITHA

1) Mexny pera 3a creumduuHa XxpaHutenHa uen ,HaManssaHe Ha piucka OT auumuosa“ u pena 3a creumduuna xpaHutenHa uen ,CTabuinsupaHe Ha BOIHO-ENEKTPOIMTHMS OalaHC® ce [HOOABST CIEOHMUTE PELoBe:

birocpouno cHaGusiBase Ha
TPeBONACHUTE KMBOTHU C
MUKPOEJIEMEHTH W[WIIU BUTa-
MUHI"

Bucoko chibpxKaHue Ha:
— MMKpOETIEMEHTH

ufuin

TIpe:KMBHU KUBOTHY
¢ QyHKUMOHMpALL
THpOyX

— HaumeHoBarus 1 061wo
KOJIMYECTBO HA BCEKM OOABEH
MUKPOEIIEMEHT, BUTAMIH,
IIPOBUTAMUH M XUMUUECKH
00pe HeGUHMPAHO BELIECTBO,
KOETO MMa TMONOOEH eQeKT.

Mo 12 wmecena

— Pazpemasa ce mpuiarae nox gopmara
Ha Goiyc. Borychr Moxe [1a ChabpxKa

mo 20 % keisi3o B MHEpTHA, HeOMO-
jioryHa GOpMa, 3a Ha ce yBeIMun
IUTBTHOCTTA My.
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— BUTAMUHM, MPOBUTAMUHN I
XUMMYecKy go0pe meduHmparm
BELECTBA, KOMTO MMAT MOTOGEH
edexT.

HombiBaumre Pypaxku MOrar ma
ChIbPXKAT QypakHi 100ABKM B
KOHIIeHTpauys, Hajsuuasama 100
IIbTY CBOTBETHOTO YCTAHOBEHO
MaKCUMAIIHO ChIIbPXKAHME B IIbIIHO-
LeHHNTE PypaxKil.

— JlneBHa cKOpoCT Ha
0cBOOOKIIABAHE 33 BCEKM
MIKPOETIEMEHT M[VITM BUTAMMH,
aKo ce u3ron3sa Oomyc;

— Makcumanen nepuon Ha
HENPEKbCHATOTO 0CBOGOXKIABAHE
Ha MUKpOEJIEMEHT Wi
BUTAMMH, aKO Ce M3IOII3Ba
Goyc.

— Jla ce mocoum BBPXy eTMKETa Ha
dypaxa:

,— Ma ce u36srBa €IHOBPEMEHHOTO
IOIbIBaHe Ha H00aBKYU C
MaKCUMAITHO ChIbpKAHUE OT
JIPYTM M3TOUHMIM KbM ChIbP-
Xammte ce B Gomyca, ako e
TIPUIIOKIMO.

— Tlpenn ymotpe6a ce mpernopbusa
KOHCYITAINS C BETEPUHAPEH
TeKap MM CIeLMAIiCT 110
XpaHeHe M0 OTHOIIeHNe Ha:

1) GamaHca Ha MMKpOETIEMEHTHTE
B JIHCBHATA Nax0a;

2) cTaTyTa Ha MUKPOENEMEHTHTE
Ha CTAJIOTO.

— bomycsT chubpxa x % Xedso B
MHepTHA QOpMa C LieN TOBHU-
aBaHe Ha IUTBTHOCTTA MY, aKO €
TPUIIOKIMO. "

»KomImeHcauus npu Hepoc-
TaThYHO HAJIMYME HA XKEJsA30
Crenl paxmaHeTo’

BicoKko HMBO Ha 3KeNe3H! ChelMHeHUsI,
paspeleHy ChIIACHO (QYHKUMOHAIHATA
Ipyma ,CheNMHEHNS Ha MUKpOerie-
MEHTI" OT KaTeropysra ,XpaHUTeTHN
100aBKM“, KAKTO € II0COYEHO B
npunoxenne I koM Permament (EO) Ne
1831/2003.

Hormbiaumre Gypaxy MOrar ja
ChIBPKAT KeJISI30 B KOHLEHTpPALMs,
Hagpuiasama 100 mbT™M CHOTBETHOTO
YCTaHOBEHO MAaKCMMAJIHO ChIbpKaHUE B
ITBITHOLIEHHNTE (ypaKuL.

Kbpmenu mpacenua
u TereTa

O6L[IO CbIbpKaHNE Ha XKeII30

o 3 cenmuim cremn
PaxKIIaHETo

VHcrpykunnte 3a ynorpeba Ha ¢ypaxure
TrapaHTUpaT, Ye Ce ClasBa 3aKOHHOTO
MAaKCUMaJlHO ChIbPXKAHME Ha KeIA30 3a
ITbTHOLCHEHHNUTe (ypaxKiL.

LIlonkpena Ha pereHepupaHe Ha
KOIWTA, KpayeTa M Koxa“

Bucoko CbbpKaHNUE Ha LMHK.

Hombisaumre $ypaxy Morar ja
ChIBPKAT LMHK B KOHLEHTpALMS,
HamsumiaBama 100 mbTHM CbOTBETHOTO
YCTaHOBEHO MAKCUMAIIHO ChIIbpXKaHVe B
ITBIIHOLEHHNTE (ypaKuL.

Kone, npexusuu
JKUBOTHU M CBUHE

O6wa CTOMHOCT Ha:
— IMHK

— METMOHMH

o 8 cemmuim

VHcrpykumnte 3a ynorpe6a Ha ypaxute
TrapaHTUpaT, Ye Ce CIasBa 3aKOHHOTO
MAKCUMaJIHO ChObPXKAHME HA LMHK 32
ITBIIHOLICHHNTE (ypaxu.
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JlofinoMarane Ha MOATOTOBKATa

3a pasrOHBaHe M Pa3MHOXa-
BaHe"

— Bucoko(n) HMBO(a) HA ceneH U bosaitnuum HanmMenosauist n o6mo komuectso | — Kpasu: 2 ceammim npemn
32 BCeKM 1100ABEH MUKPOETIEMEHT Kpasi Ha OPEeMEHHOCTTa 110
— MUHMMalHO  ChObPXAHME  Ha WM BUTaMVH. NOTBBPKIEHMETO 3a
putamMuH E Ha Kmiiorpam cIieBala 6peMeHHOCT.
IIBIHOLIEHeH Pypax c¢be 12 %
ChIbPXaHME Ha BJara npu — CsuHe Maiiku: 7 JOHM
npacerara oT 53 mg, 35 mg 3a npegy — 110 3 IHM Crien
3aiium 1 88 mg 3a Kyuera, KOTKM U paXmaHeTo M 7 IHM Mpemu
HOPKM; MUHMMAJIHO CbIbpKaHUe — 10 3 mHM cren
Ha ButaMuH E Ha XMBOTHO Ha lieH UNPTOCBAHETO.
3a osue or 100 mg, 3a rosema ot
300 mg, 3a koue or 1 100 mg — Ipyru KeHcKy Oo3aitHMLIL:
OT TOC/IeHATa YacT Ha
v OpeMEeHHOCTTa JI0 MOTBbpP-
KIEHMETO 3a ClielBalla
— Bucoko(n) HuBO(a) Ha OpeMEeHHOCT.
BUTaMUH A I/I/I/l)‘ll/{ ButaMuH D — MBXKM XKUBOTHM: IO
BpeMe Ha Mepyomy Ha
ujwm Pa3MHOXMTESTHA JIeJHOCT.
— MuHuManHo chIppxKaHue Ha Oera-
kapotuH or 300 mg Ha XMBOTHO
Ha JIeH.
Hormbisawmre Qypaxy Morar ja
CBIbPKAT CelleH, BUTAMUH A U
ButamyH D B KOHUeHTpaums,
Hansumapama 100 e CbOTBETHOTO
YCTaHOBEHO MAKCUMAIIHO ChIbpXKaHMe B
ITBITHOLIEHHUTE QypPaxIL.
— Bucoko HuBo(a) Ha: BurammH A | [Ttumm HanmMenoBauyist u o010 Komuuectso | — 3a XKEHCKUTE KUBOTHIL [0

ufumn D
VI

— Bucoko HuBo(a) Ha celleH u/uin
UMHK M[MIM MUHUMAITHO
ChIIbpXaHue Ha BUTaMuH E or
44 mg[kg 3a mBIHOLEHHNUTE
dypaxu cpc 12 % cbubpxaHue Ha
BIIara.

HombiBaumre pypaxu Morar mia
CBIIbpKAT CejleH, UVMHK, BUTAMUH A U
BuTaMuH D B KOHLEHTpamms,
Hapsuuasama 100 mbTM ChOTBETHOTO
YCTaHOBEHO MAKCUMAJTHO ChIbpXKaHue B
ITBIIHOLEHHNTE (ypaKuL.

3a BCEKU HO6aB€H MMKPOEIIEMEHT
MM BUTaMMH.

BpeM€ Ha pa3roHBaHe

3a MBXKMTE KMBOTHM: IO
BpeMe Ha Mepyomy Ha
Pa3MHOXMTENHA JefHOCT."

— MUHcrpykumute 3a ynorpeba Ha

dypaxure rapanTnpar, de ce craspar
CHOTBETHUTE 3aKOHHM MaKCUMAIHU
ChIbPXKAHMSA 33 [bITHOLCHHUTE

dypau.

IHa ce mocounm BbPXy eTMKeTa Ha
dypaxa:

,Hacoky 3a curyaumm, mpu kouto e
uertecho0pasHa ynorpebara Ha

dypaskn.

1

od

q BH MMHLIIA HQI.[B!/IHI/I([)O

£0190 BudMaLodg

TYI10CT L



m Mexmy pena 3a creunduuHa XpaHuTenHa Lein ,KOMIEHCHpaHe Ha eNEKTPONMTHUTE 3ary0y B Cjlydaute Ha CWIHO MOTeHE“ M ,XPAHMTENHO Bb3CTAHOBSBAHE, PEKOHBANICCLICHIMS', BMIA MIIM KATETOPUSITA KMBOTHIL

LEIHOKOIMTHU®, ce 100aBsi CIIeTHMUAT PefL:

LIlolKkpena Ha MONroToBKaTa 3a
CIIOPTHA HEMHOCT M Bb3CTAHO-
BSIBAHETO OT Hes*

BMCOKO HMBO Ha CelleH M MMHMMAJIHO
ChIbpXKaHMe Ha BUTaMuH E ot

50 mg/kg 3a mbIHOLCHHUTE QypaxKu
cbc 12 % cbabpxKaHue Ha Briara.

Hormbnsammre ¢ypaxu Morar aa
CBITbPKAT CheIMHEHUsS Ha CerleH B
KOHLeHTpauys, Hagsuwapama 100
II'BTY ChOTBETHOTO YCTaHOBEHO
MaKCHMAJTHO ChIIbPXKaHUE B ITHIIHO-
LeHHNTE PypaxKi.

EnnoxkommTHM

O6wa CTOMHOCT Ha:
— BurtamuH E

— CEJIEH.

Ho 8 cemmymm mpemy
croprHara neitHoct; o 4
CeIMMLIM CTIefl CIIOpTHATA
TeitHoCT

VHcrpykumnte 3a ynorpe6a Ha ¢ypaxute
TapaHTUpaT, Ye Ce CrasBa 3aKOHHOTO
MAKCUMaJHO CbIbPXKAHME Ha CelleH 3a
ITBITHOLICHHNTE (ypaxKi.”

TY10CTT L

od

q BH MMHLI4 HQU’BI/ITII/I(I)O

£0190 BIdMAL0de
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