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1. HME HA JEKAPCTBEHHA NPOAYKT B

KAHECIIOP 1% kpem
CANESPOR 1% cream

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

1 g xpeM ceaepaxa 10 mg Gubonazon (bifonazole)
TTOMOLUHO BELIECTBO C HIBECTHO AeHCTBHE: chAbpHa 20 mg/g OeHINNOB AMKOXO0L.

3. JEKAPCTBEHA ®OPMA

Kpem

4. KJ/IHHHYHN JAHHH

4.1 TepaneBTHYHH NOKAIAHHA

- JleyeHne HA KOXKHHM MMKO3Y, NPHIHHEHH OT AepMATOQMTH, MbOHYKH, IIECEHH H APYTH (yHrH
(nanp.: tinea pedis, finea manuum, tinea corporis, tinea inguinalis, pityriasis versicolor,
NOBLPXHOCTHH KAaHIHO3H )}

- Jlewenue Ha epuTpazMa, npHIHHeHa oT Corvnebacterium minutissimum.

4.1 [JosnpoBKa U HAMHMH HA NPHAOKEHHE

Joznpoeka

3a nocturape Ha NPOXBJGKHTETEH pe3ynTar Jievenuero ¢ Gmponazon Tpsbea na 6nie nposeneno
AOKpai ¥ 3a TOAX0NALY NepHOX 0T BpeMe, OfmuaiinaTa NPOARIKHTENHOCT Ha neueHHe ¢ 0606Imena B
TabminaTa no-Roy:

Hokazanmne MpoapaxuTeIHOCT HA JeTeHHE

Mnuxosu no kpakara (tinea pedis, tinea 3 cenmuIm
pedum interdigitalis)

MuKO03H Ha TAIOTO, PBUETE M KOXHHU TBHEKH | 2-3 ceaMuum
{tinea corporis, tinea manuum, tinea

inguinalis)

Pityriasis versicolor 2 ceaMHAnH
Eputpa3ma 2 cenMHIH
[ToPBRPXHOCTHH KAaHIHIO3H HA KOXATE 2-4 ceqMuIH

Heduampuuna nonynayus

He ca npoeexmanu 3agendoucHH M3cneapannsa npu gena, Or olieHKaTa Ha NOKnans
JAHHW HE CBHIIECTBYBAT YKA3aHHS, 1€ MOTAT Ja Ce 0YaKBAT BpeIHH ehekTH npH neua.



[pu HOBOpOZEHM M Malku Aella, obave, NEKAPCTBEHMAT MPOAYKT TpAOBa Na ce IpHyara caMo Nnof
MeHLHHCKO Hab/onenye.

HauWH Ha GpHIOKEHHE
Manko KONMYeCTBO OT KpeMa OOHKHOBEHO € JOCTATHYHO 3a JISUCHHETO Ha KOXKEH y4acThkK ¢

FOJNIEMHHATA HA YOBESIIKA IJIaH.
4.3 Tlporusonoxazanng

CBpBXYYBCTBHTENHOCT XEM AKTHBHOTO BEHIECTBO HJAH KBM HAKOE OT NOMOIUHHTE BeMeCTBa,
#30poeHH B To9Ka 6.1.

44 Croeuuasns npexynpeRacHus U NpeAnasnu Mepku nHpu ynorpeda

INanpeHTHTe ¢ AHAMHECTHYHY NAHHY 33 PEAaKIMH HA CEBPXYYBCTBHTEJIHOCT KM APYTH HMHAA30/I0BH
OPOTHBOrEOHYHM JieKapcTBa (HaNp. €KOHA30M, KIOTPHMA30N, MHKOHA30m) TpsAOBa Ja TNpHEMAT
6udonazon ceABPKAIIM IPOIYKTH ¢ BHHMAHHE.

AKO CHMOTOMATE NPOTEDKAT/CE HAOMONABAT U CIeH IPOBEASHOTO JSUEHHUE, NOTHPCETE MEAHIIHHCKA
NOMOTI.

Ha ce n30arpa KOHTaKT ¢ O4YHTE.
Ja He ce normsiua.

BeH3unoBuaT anKoXol MOXe A2 IPHIMHH aNepru4HN peakiliH,
BeH3MIOBHAT aKOXOM MOXe A2 IIPHIHHH JIeKO JIOKAHO Jpa3HEHe.

4.5 BzaumogeiicTBHe ¢ APYTH JEKAPCTEEHA NPOAYKTH H ApYrd GopmMu Ha RIaHMOAEHCTEHE

ChILECTBYRaT OrpaHMYEHH NgHHH, KOMTe TIPERNoNarar, 9¢ € BhIMOXHO B3aMMOMelcTBHE MEXTy
6rdorazon 3a MOKaNHO NpHIOKEHNE H BapdapHH, KOETo Ja NOBEE A0 MOBUIIEHHE B CTOMHOCTHTE Ha
INR. B cyuaii ye 6udonazon ce npmiara NpH NanHeHT HA NeveHHe c BapdapuH, © HeoOXOAHMO
NoAXoAAINo HabmoaeHne.

46 deprunwrer, SpPEMEHHOCT N KbpMene

BpeMeHHoCT
IpenxnHHATHH AAaHHHA 33 OezomacHocT H ¢apMakOKHHETHYHHTE NAHHA IPH XOpa HE MOKAa3lBaT

HaTH4He Ha BpeaHH edekTd BBpXy MaiKaTa M AETeTo NpH Npunarane Ha OudoHa3en 1Mo BpeMe Ha
OpeMeHHOCT (BXk. T09Ka 5.3). Bee mak, HAMa KIIHHMYHA JaHHH,

3a npeAnoYMTAHE €, KAaTO NpeAna3Ha mapka, Ja ce usbarsa ynotpebara Ha GudoHA301 MO BpeMe Ha
NBEPBHA TPHMECTED OT OPEMEHOCTTA.

Kupumene
He e H3BecTHO, nayin OudoHA30N CE eKCKpeTHpa B KBpMATA.

Excxpennsra Ha 6udboHa301 B K'bpMATa € Hpoy<BaHa PH KUBOTHH,

Hanuunute dapHakOOHHAMWYHH/TOKCHKOAOTHYHH JAHHH TPH KHBOTHH TOKa3BAT EKCKpELMS Ha
6udorazon/mMeraGonutu B KppMata (BX. Touka 5.3). KnpMeHero Tpsa6Ba Ja 6b0¢ IPEyCTAHOBEHO IO
BpEME Ha neueHHe ¢ 6HpoHA0N.

Qe UTeT
MpegxnuHWYHETe TNpPOYYBEHAA HE [JABAT MNOKa3aTencTsa, 4e OudioHazon MosKe

thepTHIHTETa IPK MBXKE HM KeHH (BK. Touka 5.3).

4.7 Edextn snpxy cnocoéHocrTa 3a wodupane H padora ¢ MamMHA




Kanectiop 1% KpeM He IoBIMABA HIH NMOBMMABA [peHeOpexuMO crnocobHocTra 3a modHpaHe H
pabota ¢ MaIIKHA.

4.8 HekenaHn JeKapCTBEHH PeAKIHA

CrennuTe HEXenaHH peakiMH ca MASHTHMIMpaHd TpH yrmotpeda Ha OHQOHa301 B NEpHOIA CeX
pazpelliagaHeTo My 3a ynorpela. Thil kaTo Te3W peakuyH ca NoKIanBaHu JobpoBONHO OT MOMynamus
¢ HeoNpeReleHa TOMeMHHa, He BHHATH € BE3MOXKHO 1A Ce HanpaBH HajlekIHA OLEHKa HA THXHETA
YECTOTA.

Ofin Hapyienns » epeKTH HA MACTOTO HAa OPHJIOKEHHE
BoJlka Ha MACTOTO Ha NPHIOKEHHE, nepudepeH 0TOK (Ha MACTOTO Ha NIPHIOKEHHE)

HapymenHa Ha KOKATA H NOJKOWKHBATA THKAH

KoHTaKTeH nepMarTHT, AIepraveH epMaTuT, cpuTeMa, Cbpbex, 0OpHB, YPTHKapHA, MEXYDPH, JIOIIEHe
Ha KOkara, eK3eMd, Cyxa KOWd, Be3llAieHHe Ha KoxaTa, MALCPHpaHe Ha KOXara, 3dqepBABaHE Ha
KOMKaTa.

Tesu HekenaHH PEAKIMA ca oOpaTAMH cie IpeKpaTIBaHe Ha JICYCHHETO.

Crofniagane Ha ONO3WPAHA HEXENAHH PEaKIHK

CrobIaBaHeTo Ha MOZO3MPAHH HEXeNMAaHH PeakiHK crell paspeliasane 3a ynorpeba Ha IeKAPCTBEHHA
MPONYKT € BaxkHO. TOBa 103BOMNABA A2 MPOIL/DKH HAGMIOAEHHETO HA CHOTHOIICHHETO MON3a/PHCK 33
JeKapcTBeHHA MpoAyYKT. OT MEAHLUMHCKATE CHCLMATACTH C€ H3HCKBA Ja ChoOINaBar Bedxa
NOAO3HPaHa HEXeNaHa DeakiHs upes

H3ITBIHHTENHA AreANHs N0 AeKApPCTEATA

yi. wJdamsaH I'pyen” Ne §

1303 Codns

Ten.: +359 2 8903417

yebcaiiT: www . bda.bg.

4.9 Ipeno3upane

He ce pasrnmexpna pHCK OT OCTpPa HHTOKCHKALlHS, ThH KaTO ¢ MAlKO BEPOATHO TAKaBa J]a Bh3HMKHE
cAe/ eNHOKPATHO NPUIIOKEHHE Ha CBPBXI032 BBPXY KOXKATA (MPHIOKEHHE BEPXY TOJISAMa ILTOL TIpH
YCIOBHA, GNArQTIPUATHHY 23 a0COPOIMA) WK NPY HEBONHO NOTHHINANE,

5. ®APMAKOJOTHYHH CBOMCTBA
5.1 PapmakoIHHAMHYHH CBOiicTBA

dapMakoTEPaNeBTHYHA Ipyna: [IpOTHROrEOHYHM CpelcTRa 34 AEpPMATONOTHYHA ymoTpeba —
Buthonazon, ATC xon: DO1AC10

BuidoHaz0N e NepHBAT Ha HMHIIA30/1a ¢ IUHPOK AHTHMHUKOTHYEH CIICKTHD Ha AcHCTBHE, KOHTO BIIIIOYBA
JAepMaTodHTH, TbOHYKH, TUIECEHH M APYTH ¢yHTH, kato Hanp. Malassezia furfur. Toil e eekTHBER
ChINO U cpetty Corynebacterivm minutissimum.

Buéonazon nposessa NPOTHBOTE0HYHOTO CH ACHCTBHE KaTo HHXHOUpa GHOCHHTE3aTa HA €ProcTepoll
HA ABRe paiiHYHHM HHBA, KOETO pasrpaHudapa OH(0OHA30M, KAaKTO OT OCTAHAIHTE A30JIOBH JACPHBAaTH,
TaKa ¥ OT APYTH NPOTHBOFEOMYHH CPERCTBA, KOKTO ACHCTRAT CaMo BLPXY eJHO HuBo. M
Ha CHHTE3aTa Ha epToCTEPON BOAW O0 CTPYKTYPHO H (QyHKIHOHANHO YBRpEKIAaHe HA
MeMOpaHa.
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MIC-cToHHOCTHTE 33 NMOCOYEHHTE BHAOBE (PyHIH ca B rpaHuuyTe Ha nmo-manxo or 0,062-16 pg/ml
cyGetpar.  Budonazon fiokaska (ywruiliiHa AKTMBHOCT KbM AEPMATO(UTH, TO-CNELHaAIHO
Trichophyton spp. TTbMHRAT QyHrdmuaeH ebekT ce JOCTHTE NPH KOHLUEHTPAWHA OT okoo 5 pg/ml H
CieA NpORLIDKMTENHOCT WA jiedeHMe oT 6 uaca. Bopxy reOuukm, Hanp. Candida species, npu
KOHIEHTpalwma oT 1-4 pg/ml edexTsT Ha GAdoHA30N € OCHOBHO (YHIHCTATHYEH, OOKaTO NPH
KOHLeHTpaun# ot 20 pug/ml Toif e pyHrunumen.

IIpH TpaM-MONOKHTEIHUTE KOKM, ¢ H3KIIOUGHHE Ha eHTepokokute, Gudonason nokassa MIC-
crotinocti Mexxy 4 u 16 pg/ml. Mpu Corynebacteria MIC~ctolisoctuTe ca Mexay 0.5 1 2 pg/ml.

PeaucrenTHocTTa npu budonazon e OnmaronpuarHa. BapHaHTH Ha ITBPBMYHA Pe3HCTEHTHOCT HA
YYBCTBHTCITHH (bYHI‘a.J'[HPI BHAOBE ¢a MHOI0 PEIOKH. HPO)"-IB&HH}ITB, Jocera He ca Jaild HHKAKBH
JOKA3aTENICTBA 34 Pa3BHTHE HA BTOPHYHA PE3UCTEHTHOCT B THPBUMHO TyBCTRHTENHH BHIOBE/ WAMOBE.

5.2 @apMakOKHHETHIHH cBoicTBa

Abc HS

Budonazon nponukea aclpe & uHdexTupanHTe KoxHA cnoepe. Illect vaca cnem mnpmmaraHe
KOHIICHTpAUMKTE B PRIMYHUTE KOsHM oioere noctarat 1000 pg/em’ B ropens cnoit na eminepMuca
(stratum corneum) u no 5pg/cm® B stratum papillare. BeWUKH ONpefeneHH KOHIEHTPALHH
CHENOBATAIHO 02 B 00XBATA Ha HAAekNHATA AHTHMAKOTHIHA AKTHBHOCT,

Bpemero 3a npeGuBaBaHe B KOKATA, H3MEPEHO TOCPEICTBOM 3allIHTHOTO NEHCTBHE Cpeilly MHEKLHH
IPH MOpPCKH CBUAYETA, € 48-72 gaca 3a OHpOHAZ0T KpeM.

DapMakOKHHETHYHH H3CIEABAHNA CIE/ BEHIIHO HAHACAHE BEPXY HHTAKTHA/3/[paBa JOBEUIKA KOXKa ca
NOKa3aj}, Y€ MHOr0 Manko xojaugectso Gndonazon ce abcopbupa (0,6-0,8% ot Ho3aTa); CEpyMHHTS
KOHLEHYPALMH B Pe3y/Tar Ha TOBa ¢a OWIM BMHArM moj HabmionaraHata rpaHina (T.e. <1 ng/mi).
Jlexa abcopbuua e Giwia HabmoaBaHa caMo Cliell HAHACSHE Ha NPOAYKTa BHpPXY B3NalneHa Koxa (2-4
% OT ChOTBETHATa 02a). C OrNel Ha CKCTPEMHO HHCKHTE MUTIA3MEHH KOHIEHTPAIHH (0OHKHOBEHO MOJ
5 ng/ml) cnex BeHIDHA ynoTpela He ce MOoABABA CHCTEMeH edekT.

Hicienpabe ¢ MHOTOKparHa Jo3a ¢ DpPHIaraHe Ha ape josd ot 50 mg Gudonazon (1% wamroan) B
npoab/LKeHHe Ha 5 AHM € Oun npoeencH ¢ 8 3apas; xenu. DeoMeTpyudwTe DNOKAZATENH Ha
IIa3MEeHaTa KOBUEHTpalus Ha GHOHA30M Mpe3 MLPBAA IeH ca 6Hnmn oT nopaaska 0,024-0,062 ng/ml,
a npez netna aen: 0,15 go 0,18 ng/ml. Te ne ca HO-BHCOXW OTKONKOTO BLE BCHUKH OPERM TOBA
MIPOB&AEHH H3CNIEIBAHMA ChC 3ApaBH f1o0poBONIIM U naudeHTH ¢ 1% Kkpem H pasTeop.

5.3 IIpesxknnHAYHH JAHHH 3a Ge3omacHocT

IlpexNIMHHYHATE IaHHH HE PA3KPHBAT CICLMAIHH YBPEKOAHMA IIPH XOpaTd, Bb3 OCHOBZ Ha
KOHESHLIHOHATHH NPOYIBAHAS HA OCTPA TOKCHYHOCT H FeHOTOKCHYHOCT. EexTH BRpXY YepHHA Apob
(eH3UMHA HHAYKUMA, MacTHa JercHepanua) ca HAOmMoAaBaHW Npd MPOYYBAHHA 33 XPOHHYHA
TOKCHYHOCT C NEPOPaIHC MpPHNOXKEHHE, HO CaMO IPH €KCIO3HLHATA ¢ M3NHIIBK HA MaKCHMANHA
YOBEIIKa EKCMO3HIMA NOKa3Ba Manko 3Ha4YeHHe OpH KIMHW4HA ynorpeba. He ca nposeneHu
TipoyYBAHHA BEPXY KaHIIEpOTeHHOCTTA ¢ BHjoHaz0M.

IIpu npoyyBaHus Ha penpoAyKUHATA NpH 3afiuy, Nepopanan Ao oT 30 mg/kg TenecHo TEIVIO BOAAT
o eMOPAOTOKCHYHOCT, BKJIIOYMTENHO JeTAnHH ciayyan. IIpn rorsxoBete OHdoHazom B mepopanHu
nosn o 100 mg/kg TenecHo Terno He e eMOpHOTOKCHYER, HO 3a0aBeHO pa3BHTHE HA CKeleTa Ha TLIoja
ce Habmonaea nipy no3u or 100 mg/kg. Tosu deraned edext BRPXY PA3BUTHETO HA CKENETd MOXKE A
Ce pasriexIa KaTo BTOPHYEH edekT B pe3ylNTarT OT TOKCHYHOCTTA NpH Makkara (HamangsaHe Ha
TenecHoTo Terne). Karo ce uma npegeua Huckata afcopOlds Ha aKTHBHATA CHCTABKA, NPHIOKEHA
BbpPXY KOXATa, TE3H Pe3yNITaTH HMAT Manko 3HA9eHHe 32 KMMHH4HATa ynorpeba. He ¢ ua
YBpeKPaHe HA MBXKHS MMM KeHCKW (epTHAVTET NPH INIBXOBE © NEPOPAIHH A0 %
TeflecHO TeTJo.




bBudonason npeMHHaBA Tpe3 MNaueHTapHata Gapuepa npu rrsxose. [lpoydsane np¥ KbpMeru
MIBXORE, HA KOMTO 61doHA30N ¢ NpHAarad HHTPAaBeHO3HO, € N0Kasalo, Ye JEKapCTROTO C& OTACNs B
MIAKOTO,

OcTpa, XpOHHYAA TORCAYHOCT
OcrpaTa opaliHa TOKCHYHOCT 3a aKTHBHaTa cybcranma (LD50) e no-Brcoka or 2000 mg/kg TenecHo
TErNo MPH MUINKH H IUTBXOBE, TOKATO IPH 28Iy ¥ Ky4yeTa € no-sucoka ot 500 mg/kg TenecHo Terno.

B mzcneapanua 3a cy0akyTHa u CyOXpOHHYHA TOKCHUHOCT C NEpoaNHO NpHNarade Ha H3CIelBaHATa
cy6cTaHumMd y ruThxoBe B 7030 o SO mg/kg Tenecno Terno (o 13 cepmuum), ca Gunu orGensann
HHAMKAWH 34 €H3HMHZ WHOYKIHA. Bce mak, XHCTODATONOTMYHH H3CIEABAHHA HE Ca OTKPHIH
HUKAKBH CHMITOMH 33 VBpEXIAHE Ha uepHus 5pob wim ApyrM miapenxumem opraum. [Ipw xydera
[EpPOpANHA 033 10 H BRIOUHTENO0 | mg/kg TenecHo Termo ca Zo0pe NOHECCHH IIPH W3CTEABAHE C©
IPOALIKHTEAHOCT 0T 13 cemvymy D3 TOXCHKONOTHYHO 3HAYHMH CUMITTOMH. Bee nak, IpHIaraHero
Ha Gudonaszon B 1034 OT 3 mg/kg TENECHO TErNIO M MO-BHCOKH NPEAH3BHKBA ACHO H3PA3CHO CBBP3aHO
¢ No3aTa YBpEXJaHe Ha OpraHd. ToBa € BHAHO OCOOEHO MpH ENHO H-MEeCEYHO H3CIACABAHE HA
XPOHHIHATA TOKCUYHOCT TIPH KYy4YeTa C mepopaieH npueM Ha Gudonason B nosu ot 3, 10 u 30 mg/kg
TeNecHO Terno. B ToBa u3cnenBawe ca GHIM HaDMIONABAHW ACHW JOKA3ATENCTRA 3a 3aBHCHMA OT
703aTa MacTHa HAETeHEpallHA Ha YepHHs Npo6, KAaKTo W CBBP3aHH ¢ [03aTa JOKa3aTellcTBa 3a oOIH
MATYpAUHOHHH HADYIISHHH,

TIpoyuBanuA 34 OLIEHABEHE HA NEPMATHATA TONEPAHTHOCT Ca IIPOBEAEHH Che 3aitnm. Crex cybaxyTHa
[epPMATHA annukamus Ha nosw ot 300 mg/kg Tenceno Terno or Oupomalon Kpem W pasTBOp
(orrosapsimy Ha 3 mg/kg TenecHo Terao) B NpoibDKEHHe Ha 3 ceqMHLM ¢a GruH HabniofaBaHy JekH
KOXHO-MpUTHpay edekTH (NoIyeaHe, 3a4epBaBaHe), KOMTO OHxa MOINH Ja OBAaT NMpPHOMCAHH HA
MOMOUTHHTe BEWECTBA 2-OKTOAOAEKAHON (B KPEMa) W CHOTBETHO HA H3OMPOIHIOB MHPHCTAT (B
pa3Teopa). HaMa noka3anuA 3a MpOMEHH, IPAYHHEEHH CIMELMANHO OT JEKapCTBEHOTO BELIECTRO, KATO
HAKAKBH YKA3aHBEA HIH CHCTEMHH edeKTH He ca GHau HabmomaBaxu. CnemoBaTeNnHO, M(XE A C€
KaKe, e MHOTO MAJTKa TaCT 0T aKTMBHATA ChCTaBKa ce abcopOHpa MocpeAcTBOM Koxara. B IIbpBHYCH
HPHMTAIMOHEH TECcT Ca MONMydeHH OOOPH pPe3yNTaTH 3a MOHOCHMOCT KhM dopMara oT CTpaHa Ha
KOJKAaTa, IMIABMLATA U OYMTE.

PenpoaykTHBHA TOKCHKOIOTHS

Wacnensanud RLPRY TEPATOTEHHOCTTa H eMOPHOTOKCHIHOCTTA €A TIPOBENACHN ChC 3aHIIH U ILTEXO0BE ¢
JI03H OT aKTHBHATA CBCTaBKa choTBeTHO A0 30 1 100 mg/kg TenecHo TETNO, NPMIOKEHH CBC COHIA B
XpaHOTipOROAR. TIpH mrexoRe TokchunaTa mo3a oT 100 mg/kg TenecHo Terne y maikure e NOBENa 10
3a0aBeHO CKEJIETHO Pa3BHTHE, KOETO MOXe Ja ce obfcH Kato BropHdeH edexr. Bee mak, 1034 1o ¢
BEIIOuHTenHo 30 mg/kg TenecHo Termo ca Owid TonepupaHH Oe3 YBpeXjade, W0 CE OTHACH A0
deranHoTO pazenTHe Ha eMOpwoHKTE. TlpH 3aiitM go3d oT 10 mg/kg TenecHo Terno He ¢a okazand
edekT BBPXY PasBUTHETO HA eMOPHOHHTE U TA HE € 6HIa HUTO eMOPHOTOKCHYHA, HATO CTICIM(QHIHO
repatoreniyHa. Benpeku ToBa, pozu ot 30 mg/kg TenecHo TErnO ca MPEAHIBUKANN CEpUO3HM
eMOpuOTOKCHYHH edexTi.

B w3cieaBaHe BHPXY HEPH- M OCTHATAJHOTO pa3BHTHE NPH TUTBXOBE, € [NOKA3aHO, Y€ MaTepHaIHATA
TOKCHYHA fo3a oT 40 mg/kg TenecHo TETNO € NeTanua 3a (eryca. Bropeku ToBa, no3a oT 20 mg/kg
TEeNECHO TErN0 HEe € HMana HeWENAHA e(hekTH BhPXY NOKOIECHHETO HIH NEpH- H TOCTHATANHOTO
pAa3BATHE Ha MNAIHTE JKUBOTHH,

Hscnepsanns BEpXY $epTHANTETA IIpH ILTHXOBE ¢ MpHIarane Ha no3H mo 40 mg/kg TenecHo Terno
Mpe3 XPaHONpOBOIAa HE Ca HAnH JOKA3aTENCTEA 34 BIMAHHE BBPXY deprunHocTra Mili oblara
PpenpONYKTHBHOCT Ha XXHBOTHHTE.

MyTareHHocT




cneluHYHATE 3a CTeNEHTA eeKTH BBPXY CepMHOreHe3ara. HHTo e1HO oT Te3n npOyJYBAHHA HE €
NoKazano HANWYHETO Ha HAKAKLE MyTareHeH edickt ua Gudowazon.

6. OAPMAIIEBTUUYHH JAHHU

6.1 CnHebk Ha NOMOIMHHUTE BEIECTBA

BEeH3HIOB ANKOXOM, TETOCTEaPHIOR ANKOXoJ, IETHNOB NAIMHTAT, 2-OKTHINOZEKaHON, mojaucopbar
60, npeuncrena eoaa, COpOHTAHOR MOHOCTEAPAT.

6.2 HecrpmecTAMOCTH

HenpunoxuMo

6.3 Cpox na rogsoct

5 roguHH

6.4 Cneunaanp yc/IOBHS HA ChXpaHEeHRe

Ja ce cbXpansgBa HA MACTO, HEMOCTEIHO 33 Aeua.

6.5 BuaH cbOIBPKAHHE HA ONIAKOBKATA

15 g ryba

6.6 Crenuainn npeanasHA MEPKH NIPH HIXBLPIAHE
Hsma cnenyanHi H3HCKBAHHA.

Henznon2eanuaT TekapcTBEH MPOAYKT HMY OTIIAAEYHHTE MATEPHATH OT HEro TpAOBA Ad Ce HAXBBPIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBAHMWS.

7. INMPHTEXATEJI HA PAJPEHIEHHETO 3A YIIOTPEBA

Baiiep bunrapas EOOJ

yi1. PesBapcka 5, Codms 1510

Brnrapus

8. HOMEP HA PAZPEIIEHHETO 3A YIIOTPEBA

20060334

9. JAATA HA ITBPBO PASPENIABAHEMOJHOBABAHE HA PAJPEHIEHHETO 3A
YINOTPEEBA

Jara na mepeo paspemasane:; (7 omu 2006 r.

Jlata Ha mocieAo noxHoBsBane: 27 cemreMepn 2011 r.

10. JATA HA AKTYAJIMIHPAHE HA TEKCTA

10/2020




