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Linola® Fett

Junona® der

0,815 g nenacurenu mactau kucemunn (C18:2) B 100g kpem

2, KAYECTBEH H KONTHYECTBEH CBCTAB

Axmueno eewgecmeo:

100 g kpem (emyncus Bona-macino) ceabpokat 0,815 g HeHacuTenu MacTHH kucenuru (C18: 2)
(9,11 cebp3ana MuHOMOBA KHCENHHA, 9,12 NMHOIOBA KMCENUHA, OJICHHOBA KHCEIHHA,
NaSMUTHHOBA U CTCAPHHOBH KHCCITHHU).

Homownu eemyyecmea:

byTHICHOB XHIPOKCUTONYEH, LUETOCTEAPHAOE AJIKOXOJI [paCTHTENEH NPOU3XOA], papHHHPAHO K
XHAPOTeHHPaRo PbCThYECHO MACIIO, JJAHOJHH.

3a I'BJIHUSA CITMCHK HA MOMOLHATE BELIECTBA, BIKTE Touka 6.1.

3. JIEKAPCTBEHA ®0OPMA

KpeM 3a npunarane Bupxy KOXKATA.

KpembT € Oene3HHKaB Ha LBST U JIECEH 3a MPHIIOKEHHE,

B13MOXHO € 11a ce NosBY pa3AeiiiHE Ha MacieHuTe (asH, KOeTO HAMA /ia HaMalld €(peKTHBHOCTTA
Ha Jlunona® ®er.

4, KJIHHHUYHHU TAHHHU
4.1 TepaneBTUYHH NOKA3AHMS

Ja noAnppKAING NEeYECHWE B CIYYAWTE HA Jeka 10 CpeaHo Texka (Gopma Ha aronmd4yHa ek3emMa
(HEBPOAEPMHUT) NIPH NMOAOCTLP KbM XPOHUYEH CTAIHIA.

4.2  J1o34MpOBKa M HAYHMH HA NIPHIOKEHHE

Q6uuaiinma 0o3q e:

JIunona® Per ce HaHACA HA THHBK CIOM HAKOJKO MbTH Ha aeH, OOMKHOBEHD, HPHAQKEHUETO HA
KpeMa IBa ITbTH Ha JEH € A0CTATbYHO.

Memoo na npunoscenue:
JIunona® ®er ce HAHACSA Ha THHDBK CIIOH BBPXY CYXa KOXa.

Hpa&wmmeﬂnocm Ha ynompebama:




4.3. llporuBonoxazanus

®
Junona = Per He MOke na ObIe M3NOA3BAH B CAYHAM HA CBPBXYYBCTBUTENHOCT (ANEprud) KbM
HEHAaCHTEHHW MACTHY KHCEAUHYU, PBCTHUN MM COA, LETOCTEAPIIOB AJKOX0J, OBYa Mac (JIAHOIHUH),
OYTHIIEHOB XUAPOKCUTOJYEH AN HAKOE OT [IOMOLIHUTE BEHIECTBA.

4.4 CoenHaaHH npexynpexiaeHHs H NPEANAZHH MEPKH npHu ymorpeda

LerocTeapunopuar anxoxon, GbCTEUYSHOTO MACHO M OBYATA Mac (IAHOAMHA) MOTAT A NPWHHHAT
TIOKAJIHY KOXKHU PEAKIIHH (T.€. KOHTAKTHY IEPMATHTH).

ByTHICHOBHAT XHAPOKCHTONYEH MOXE Ja NPHYMHM JIOKATHA KOXHA peaklHs (T.e. KOHTAKTeH
HEPMATHT) ¥ Pa3Apa3HEHHUE Ha QMHTE H JTHraBULIHTE.

B penku crydan GBCTEUEHOTO MACIO MOXKE /14 IPMYUHH TEXKH ACPIUYHH DEAKIIHHA.

He ce npenoppyBa enHoBpeMennaTa ynorpeba na Jlupona® PeT ¢ npe3epBaTHBH B TEHUTANHATA H
aHaJIHaTa 00NACTH ThH-KaTO AKOCTTA HA OI'bH ¥ CHIVPHOCTTA HA NPE3CPBATHBHTE MOXE J1a
HaMaJjee, opaay ChAbPKAHUETO Ha napaduH (Ba3enuH).

4.5 B3aumoaeHcTBHE ¢ XPYTH JeKAPCTBEHH NPOAYKTH H APYrH opMH HA B3auMoaciicTene
He ca useecTHR.
4.6 bpeMeHHOCT H KbpMeHe

bpemennocm
Hsama ocobenu orpasudeHus 3a ynoTpeda no BpeMe Ha GpeMeHHoCT.

Kvpmene
[To Bpeme Ha kbpMere JIunona® Per ne 6u TpsOBaNO A2 Ce npuaara B 00A4CTTa Ha I'bPAKTE, 33 Aa
CC NPeAnasaAT KbpMadeTata OT NOrablIaHe Ha HAKOM abcopOHpanu CLCTABKH OT KpeMa.

4.7 EdexTH BbpPXY cn0cO0HOCTTA 3a modupane u paGoTa ¢ MAINHHH

He ca n3BecTHHU.

4.8. Hexxenanu JexapCcTBEeHH PEAKINHM

Obonvaitnn (> 1% - < 10%). nokamHH KOXHM peakidd (T.€. KOHTAKTHH AEPMAarTUTH) Ce
XapaxkTepH3NPaT CbC 3aMEPBABAHE, TaPEHE UIH ChpOeK.

Pexxkn (> 0.01% - < 0.1%): ¢bCcTBYEHOTO Macno MOKE Nd NPHYMHHM CEPHO3ZHH ANEPTHYHM
pPeaKLHH.

4.9. Ilpepozupane

AKO MaLMEHTET € TIPWIOKUN TIOBEUE OT NPEANKHCAHOTO KO
HOPMAJIHOTO KORHYECTBO O TpsAOBaJO Ja MPOAbIDKH.

Cnemnocr, CHMOTOMH H AHTHAOTH
Hsama.



5. GOAPMAKOJOIHYHH CBONUCTBA

S3.1. PapMakoaAHHAMHYHH CBOHCTRA

PapMaKoTePaNesTHIHA FPYHa: MeK napaduH U Ma3HH NPOAYKTH
ATC xon: DO2AC

C18:2 macTHuM kucenuny, akTuBHAaTa cybcTaHums Ha JluHoma®o @er, NPHHALIEKAT KbM
OKTaACKaAMCHOBATA KMCEJIMHHA Ipyna BelllecTBa (ABOHHO HeHacuTeHu (i3 MACTHH KHCEIHMHH).
Hpu noxanHo npunoxenue, C18:2 MacTHHTE KMCEIMHM MMAT NPOTHBOBL3NANATENHO ACHCTBHE
BBB (PapMaKOIOrMMHUTE MOZIENH (HHXHOUTOPEH TECT ¢ TPHXIOPETHIICH, HATPHEB JAYPHIT cyidar -
VHOYLHMPA KOHTAKTHA €K3€MAa) M YIPAKHABA NONOXHTEICH e(heKT BBbPXY 3ama3BaHETO W
pereHepaundaTa Ha enuaepManHata Oapuepa. IlpoTHBoBB3NANMTENHUAT e(EKT BEPOATHO HMA
OTHOLIEHHE KbM MHXHOMDAHETO Ha CHHTE3aTa HA MNPOCTATNAHAMHHUTE M JEBKOTPHEHHTE,
[TOCTHI'HATC 4pE3 TE3H HEHACUTCHU MACTHHU KUcenuHu. JIeHCTBHETO HA NHMHOJOBATA KUCEIMHA
(C18:2 macTHa KucenuHa) BLPXy enuaepManHara 6apuepa ce JbJDKH BEPOSTHO HA METaGOJIHTHTE,
NPOH3BCIKAAHH B €MHACPMATIHUA CJIOH OT JIMHOJIOBATA KUCENMHA (JIMHONECOMA aumiucepamun, 13-
XUAPOKCHOKTAACKaAUCHOBA KHCETTHHA).

d.2. DapMaKOKHHETHYHM CBOHCTBA

C18:2 MacTHHTE KMCENUHH Ca BUCOKO NHNOMMIHY CheJMHEHUS H NOPaH TOBA AECHO NpEeMHHABAT
npes nmunuaHata MemOpana. Cien Tpanckyransata abcopOums Te He NPETHPISABAT, HUTO IMBICH
OKHCIIMTENCH METa00AM3bM, HMTO NPEBPBLIAHE AO JHHOACOMI ALMICEPAMMIM HIM AAMOO3HA
ThKaH.

3.3. llpeaxauHMuHH AaunM 3a GezonacHoCT

ToxkcnanoCT!:

C18:2 MacTHHTE KHMCENHHM, KbM KOMTO IIPHHA/UIEKAT JHHOJOBATA KHCeauHa u 9.11-
OKTa/ICKAIHCHOBATA KUCEIHHY, €3 ChCTaBKH H3MNOJ3BAHU €XKEIHEBHO B XPAHHTEHUTE MPONYKTH
(T.e. MaprapuH), KbIETO TE Ca KIACHDUUHPAHH KATO HETOKCHYHH. 32 BB3PACTHH CE penopnuBa
AHEBEH IPUEM Ha JIMHONIOBA KHCEIHHA OT 6 o 7

®
CrenosarenHo, 1OpH crefl KOKHO npunoxenue Ha JIunona® ®er Brpxy o6MHPHA KOXKHM 06MACTH
H/WIHM TIPONBIDKUATENIEH NTEPHOJ, HE MOXE fia CE OYaKBa MHTOKCHKaLMi. OCBEH TOBA, JMHOIOBATA
KHCEJIHHA CE ONPEAEaA KATO HEAPa3HELA KOXKATA.

MyrareHnocr:
TectoBere 3a myrarenHocT, ocHoBaBalum ce Ha Tecta Ames 3a Salmonella typhimurium ca
HETATHBHH.

Kanueporenuocr:
Hsima MHAHKALKY 32 KAHIEPOTeHHH e)EKTH BLPXY XOPa.

TOKCHKOI0rHs HA PENPOAYKTHBHOCTTA:
HsMa nokasarencTsa 3a MOHWKABAHE HA (DEPTHIHOCTTA, HUMTO 32 (DETOTOKCHYHW/TEPATOrCHHH
epexta abmxamm ce Ha C18.2 MacTHuTE kucenWHH (TAKMBA KATO JMHONOBaTa uau 9,11
OKTaACKaICHHOBATA KHCEJIMHH).




6. @®APMAIEBTHYHH JAHHH

6.1. Cpucnk HA noMomEKTE BEHIECTBA

AnyMunueB creapar, OeTa-KapoOTHH, LUETOCTEAapUIOB  aNKOXOjl [pacruTeneH mnpousxon],
ACUNNIONEAT, PAQUHHPAHO M XHIDPOTEHHPAHO (DPBCTHUYEHO MACIIO, TBBPAA MAacC, TBLPH NapaduH,
MUKPOKPHCTAIICH BOCEK, MAarHE3HEB CTeapar [pacruTeneH NpoM3XOA], Teder napadus, copbuTaH
CTeapart, papHHPAHO CIIHHYOTAEHOBO MACO, OSJ1 MeK napagus, Ost m4eNneH BOCHK, NPEYUCTEHA
BOAAA, NaHOJIUH™, TAHOJIMHOBH ANKOXONH, 2-(4-Tep-6yTui-6eH3iuT) nponaHal.

* MOXe U 12 CBABPKA CHEAH OT OYTIHICHOB XMAPOKCHTOIIyEH

6.2. HecbBMeCTHMOCTH
He ca u3BecTHU.

6.3. Cpok Ha rogaocr
Ha neotsopenara Tyba: 18 mMecena
Cnen mbpBOTO OTBapsiHE: 6 Mecena

. 6.4. Cneunannm yci0BHs Ha ChXpaHeHHe
Ha ce cxxpansaBa npu Temnepatypa nog 25°C.

6.5 lanu# 32 onakoBKaTa
Kpem
Tyba or 50 g.

6.6. Cpeunajnu npeanasHH MepKy npu H3XBBPJASIHE
HsimMa cnewmantiu Takuga.

7. HNPHTEXATEJ HA PASPEINEHHETO 3A YIHOTPEEBA
Dr August Wolff GmbH & Co. KG Arzneimittel

Sudbrackstrasse 56, 33611 Bielefeld, Germany
Ten.: +49(0)521 8808-05
Paxc.; +49(0)521 8808-334

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA
Per. Ne 20040027

9. AATA HA IBPBOTO PASPEIIEHHE 3A YIIOTPEBA
03/04/1995

10. JATA HA AKTYAJ/IN3UPAHE HA TEKCTA
Anpun 2007




