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1. HME HA JJEKAPCTBEHH{ IIPOAYKT

2. KAYECTBEH H KOJNHUYECTBEH CHCTAB
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1 g Ma3 ceaspxa 100 mg nosunon-kox (povidone-iodine).

3a IBIHHA CITHCHK HA MOMOIIHHTE BEMIECTBA BUXKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Mas .
KunTeHnkapo-kadaBa M HepBEeHHKABO-kadABa XOMOTEHHA Mas.

4. K/IHHHYHH JAHHH
4.1 TepaneBTHYHH HOKA3AHHS

Jleuenne Ha GakrepuanHo WHbEKTHpaHH PaHH, BADHKO3HH H TpOQHYHH A3BH, NeKyOHTYCH;
KosxHu usrapsians;

IlocTronepaTHBHMA paHH;

Je3HHGeKIMma nMpu mePBa MOMOMI 3a PAHH OT Pa3IHMEH XapakTep (Pa3sKbCHH, IOPE3HH,
OXJIY3HH, TEPMHYHH );

Jesnndekumsa Ha KokaTa OKO0JI0 MECTATa HA BEBEKIAaHE Ha lca'rerpn, APEHAKH, COHIH,;
["'HOMHK KOKHN 00pHBY (ITHOACpMEH);

Koxuu 3abonssanus, MPHUHHEHU 0T OaKTEpUH B MbOHYKH HIH CYTIEPUH(EKLIHN ChC CHIHTE
NPUYHHHTENIN;

° [ToBBpXHOCTHH HepPMATO3H.

4.2 [do3npoBKa H HAMMH HA NPUICKCHHE
ITpoayKTET € NpeaHa3Ha4YeH 3a NOKANHO IMPHIIOKEHHE BLPXY KOXKaTa.

Bre3pacmuu

OOunxHOBeHO c€ npunara 2-3 MbTH ZHEBHO HEOCPEACTBEHO BEPXY PAHEBATa MIOBLPXHOCT WM KaTo
[IpeBPE3Ka, HAHECEH HA CTEPHIHA Mapia. Tpervpanara mMOBBPXHOCT TpAOEa Aa ObAe MOYHCTEHA H
[IOACYINEHA NPE/BAPHTEIHO.

[Ipy CHIHO BB3NANECHY WK eKCYAUpalIli PaHH MPEBPHL3KATA MOXKeE [1a C€ MOAHOBABA HA BCeKH 4-6 yaca
€ LT IOCTUTAHE HAa OITTUMAJIEH AaHTHCENTHYEH €(eKT.
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4.3 IIporuponoxazaHHfA

o CBpPBXYYBCTBHTENRHOCT KbM aKTHBHOTO BEIECTBO MK KbM HAKOE OT [TOMOIIIHHTE BEIMICCTRA,
H36poeny B Tovka 6.1;

XHUNECPTHPEOU LI BM,

AJIeHOM Ha INWTOBHOHATA XKIE3a,

[Ipenu, Mo BpeMe M Clie Teparia ¢ paaloakTHBEH o (10 IMBJIHO O3APABABAHE);
XepnetudhopMeH AEPMAaTHT,

bpeMeHHOCT U KbPMEHE;

Hela no 6-MecedHa Bn3pacT.

44 CneunanHu npeaynpeskIeHHs H NpeANA3HE MePKH NPH ynorpeba

ITopanu OMacHOCT OT H3rapAHe C KHUBaveH HOAMA, MOBHIOH-I0A He OHBa Ja ce mpuiara
€IHOBPEMEHHO HIH IOCIECAOBATEIHO ¢ KABAYHH MIPOH3BOIHH.

[IpH HapyleHa QyHKUMA HA NIMTOBHIHATA XKIle3a, MPOAYKTHT TPAGBA Aa ce NpHiara ¢amo CICH
KOHCYJITAIUA C TIEKap.

Heobxoanmo ¢ noBHIIEHO BHUMAHNE NIPH AWITOTPARHO MPHIOKEHHE BHPXY YBPEAEHA KOKA IPH
NAlHEHTH ¢ XpOHU4YHA OB0peuHa HeTOCTATBYHOCT.

TIpH MPOABLIIKHTENHO NPHIOKEHHE BEPXY OOIMUPHHI MOBBPXHOCTH, 0COGEHO TIpH M3rapAHHA, HIH TIPH
MaHEHTH CBC 3a00NABaHe Ha IMTOBHAHATA XKIe3a, WIH HOBOPOAESHH M Jena oo 6 Mecena,
[IPEMOPBYUTENHO € 1A C€ U3CIEBa THPEOUAHATA DYHKI[MA.

[Topazy OKHCIHTEIHHA epEeKT Ha MOBUAOH-HO/, IIPH HAKOMW AHATHOCTHYHH W3C/ICABAHMS MOTAT Aa Ce
MOJTY4aT QaNIMBO MOTOXKHTEIHH pe3yITaTH (Hanp. NpH ONpeAeNIHeTO Ha XeMOIIOOHH MITH KPhBHA
jaxap ¢ TOMYHAHH UM 0OMEeHHa cMOoa).

IToBHAOH-HOX MOXE Ja IOHIKH YCBOSBAHETO HA HOX OT IMMTOBUIHATA Kie3a. Tosa MOXe Oa
KOMITPOMETHpa U3CNIeABaHMATA Ha LIMTOBH/IHATA *JIe3a (CUMHTHIpadus, onpeacisHe Ha OelIThYHO
CBBP3aH O/, H3CIEABAHE C PaNOaKTHREH HOM), KAKTO H Ja HaNpaBH HEBB3MOXKHA TEPAIMATA C
pafHoakTHBEH HoA. B pamkuTe Ha 1-2 ceAMMLH cnepl MPOBEASHO JIedeHHE ¢ TOBUACH-0A He TpiA6Ba

Ia Ce NPOBEKAA CLUUHTUTPAGCKO H3CIEABAHE.

He ce npenopbuBa nprioxkenneTo Ha Homacen na yyactsim, o6xsamamu Hag 20% OT IUIOMTA Ha
TAN0TO.

4.5 BaaumoaeicTBHE C APYTH JIEKAPCTBEHH NPOAYKTH H APYrH GopMH Ha BiauMoneiicTue

HoasT B3aHMOACHCTRA C JKHBAYHHTE CHEAMHEHHA, KATO obpazyBa CHIHO JIOKATTHO TOKCHYCH
(passakpan) KuBadeH HoOgu/,

[Topunon-iop oka3sa ceoeto AelicTBre npy croiinocTn Ha pH Mexay 2-7.

Tolt B3amMoaeicTRa ¢ npu'relmn H IpyTH OpPraHH4YHH CHLCAUHEHU, [IPH KOETO HETOBHAT e(eKT
HAMATABA. S
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4.6 @epTHAMTET, GPEMEHHOCT H KhPMEHE
I1pu OpeMeHHH B ITbPBH TPAMECTHP Ha OpeMEeHHOCTTA MPOAYKTHT C& IPHIAra ¢ HOBUIIEHO BHHMAHHE.

Honacent He Tpsa6Ba 1a ce npunara BbB BTOPY 1 TPETH TPHMECTBP Ha GPEMEHHOCTTA, KAKTO H B
NepHOJa Ha JIAKTAllMA, NOPanIy BB3MOKHOCTTA OT YBpeXZaHe Ha LMTOBHAHATA XJIC3a Ha IUIOAA U
HOBOPOACHOTO.

HM3non3saHeTo Ha NPOAYKTA CIeIBa Ja CTaBa €AMHCTBEHO NPH KAaTErOpHYHA HeOOXOAHMMOCT H cl1el,
BHHMATEIIHA NPELleHKa Ha ChOTHOIMMEHMETO 09aKBaHa 10134 3a MalikaTa/IIOTEHIIMAIEH PHCK 3a TUTOAA
H HOBOPOJCHOTO.

4.7 LEgexTn PLpXy ciocoGHOCTTA 32 modHpAHE H padoTa ¢ MAIMHHE

Honacent He okasBa Brisinme BBPXY CNOCOOHOCTTA 3a LIo¢HpaHe H paboTa ¢ MaIIHHH.
4.8 HexelaHH JeKapcTBEeHH PeaKuHH

MHoro panko ce HabogaBaT peakii Ha CBPbXUYBCTBHTENHOCT, IOPH [IPH NALHEHTH, a1eprHIHH
KBbM HOI.

B eauHAYHR Cydau, fpH HAHACAHE HA IPOAYKTA BBPXY PAHATZ € Bh3MOXHA TOABA Ha HONKa, IapeHe
HJJH 9yBCTBO Ha 3aTorulsHe. PeakuyH OT TaKbB THN ¢a IPEXONHH U OT3BY4YaBaT 0Bp30.

Croduiapane Ha NOO3MPAHN HEXETAHH PeaKIMu

CpobmaBsaHeTo Ha 0103HpaHH HEXKENAaHK PEakiliy Cllell pa3pellaBaHe 3a ynorpeGa Ha IeKapCTBEeHHS
NPOAYKT € BOKHO. ToBa no3Bo/ABa A2 NPOABIKA HAbOASHHETO HA CHOTHOLICHHETO MOMN3a/PHCK 34
JIEKapCTBEHHA ITPOAYKT. OT MEIHIIHHCKUTE CIICIMANMCTR Ce H3HCKBA Aa choOlIaBarT acaka
NOA03HPaHA HekElaHa peakius Ipes H3nbiHUTeNHa areHIMA 10 JIEKapCTBara, yi. . Jlamau ['pyes”
Ne 8, 1303 Codun, Ten.: 02 8903417, yebeaiit: www.bda.bg.

4.9 Ilpepozupane

[Tpu noxanHo npeno3upane Ha NOBUIOH-HOM, OTIOENEHHUAT HOZ MOXKe Ja IPHYNHH KOXKHH EpPO3MH,
HEKPO3H ¥ AEPMATHTH.

I1pu noxanHo npenosupaHe Ha MOBUIOH-HOA ¢ MaCHBHA pe3opOLms Ha VoA (HanpuMep [P TpeTHpaHe
Ha OOIMMPHH H3rapsAHNs) MOTAT A3 HACTBIAT [CHEPATH3UPAHM CTpaHK4HM edekTH, PerucTpHpanH ca
CIMHHYHH CNY4an HA OOIIH pEaKIlHK, KaTO HEYTPOTICHHA, ChpIeYHA APHTMHA, HAPYIICHHA HA
CICKTPOTHTHTE B CEpyMa H Ha 0CMOofIapHTeTa, MeTaDOoNUTHA allla03a, TOKCHYEH XEeMaTHT, ocTpa
Op0peuHa HeIOCTATHYHOCT.

Cren npoASIKUTENHO JeSHAE WIH TI0 BpEME Ha NPHIOKEHHE BEPXY OOILIMPHH NOBBPXHOCTH, ca
HaOMIOAABaHH W30IMPAHH CTyual HA HApYUIEHHs B CEPYMHHTE €JIEKTPOJIMTH H OCMOJIApHTETA,
MeTaboMUMTHA aungo3a Wik Or0pevHa HEAOCTATHYHOCT.

Mepkure npu npegosupaHe BKIIOHYBAT NPEKPATABAHE Ha NMPAIOKEHUETO HA NPOAYKTA U TIPH HYKIA
CHUMIITOMAaTHYHH CPECTBA.

5. ®APMAKOJIOrHYHH CBOMCTBA A
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[losnaoH-#on npeacrasnssa foaodop, KOHTO € IMPOKOCIEKTHPEH TOKATCH AHTHCENTHK. AKTUBHATA
MY CBECTABKA € HONHHAT KOMIUIEKC Ha NOJIMBHHWI-NHPONHAOH. OTASIAMUAT C& MONEKYAApEH Hox
OKHUCMABA KNETHYHATA MeMOpaHa Ha MHKPOOPTAHU3MHTE B AeiicTBa OaKTepULMAHO BHPXY LIHPOK
CHEKTBP OT rpaM-MO3UTHBHA ¥ rpaM-HEraTUBHA (1opa, a ChlIO TaKa BHPYLIMAHO, $YHIMIHAHO,
TIPOTOLMIHO U CITOPOLIMIHO.

HMma nokasalt edekt cpenty NpHIMHATENH Ha HO3oKoMuanHu nHdekuun (Methicillin-pesucrenTHn
cradHunoKokH, Serratia, Pseudomonas aeruginosa u ap.), nosnusasa u cnopooGpasyBainy IaMoBe,
PE3NCTEHTHH HA aHTHCENTULM, H AHTHOMOTHUIH U CYI(OHAMMAMN.

[lpu pezopOumATa MONMBHHUI-NTAPONTHAOHET KATO BHCOKOMOJIEKYJIAPHO CheAHHEHNE 3a0aBs
OTAENAHETO Ha HOJA OT KOMIUIEKCa H yABKABa B3aMMOSHCTBHETO MY ¢ THKaHHTE, 3ana3paliku
TCPAlCBTUYHATA aKTHBHA KOHLCHTPAHA NO~-NPOORIXHTEIHO BpeMe. BeaHnx oTAENEH OT
JIEKapCTBEHOTO BENICCTRO, HOABT CPAaBHUTENTHO OBP30 C€ HHAKTHBHPA OT NMPOTENUHHTE U C&
TpaHchopMHpa B Hoxua. OT CBOA CTpaHa NOBUIOH-HO, NPOARABA JIOKANHO IPOTCONUTHYHO ReliCTBHE
Karo AEHATypupa H yTasBa SeNTbUMTE H MOTUCKA HAKOU €H3UMHH CHCTEMH. YCKOPABA JIOKATHHTE
AUCHMHIALMOHHH MPOIIECH, 0COOEHO B Cpelia ¢ NOBMIIEHO HONOBOAOPOAHO HACHINAHE, KAKBHTO €&
BLINANCHUTE ThKAHW H CIIOCOOCTBYBA 32 H3YHCTBaHE Ha HEKPOOMOTHYHHTE MarepuH. [Ipy yMepeHa
AO3HPOBKA CTUMYNNPA JIOKATHHTE PenapaTHBHU IIPOLIECH H 00pa3yBaHeTO Ha rpaHyIaliHH.

HonacenT Maz HMa NPOXEIKUTENHO NeHCTBHE, IOpaiy IpoTPaXHPaAHOTO OTAEHAHE Ha Homa oT
KOMIUIeKca. JIpirara My ynorpeba He BOAK 10 KyMYJaliia ¥ NPOXYKTST € NPaKTHUYSCKH HETOKCHYEH.
IlopaaH IMPOKKA CH CTIEKTHP HA ACHCTBHE HE € HEOOXOMMUMO NIPEIBAPHTENHO 1A CE OIPENENa BUIA U
HiaMa Ha TIPHYMHHTENS HA HHQEKLMATA.

5.2 @apMakoOKHHETHYHH CBOHCTBA

Ilpu mpunarase BpXy Koxara, ioast ce abcopbupa cnabo. B npogyxra MozacenT, akTHBHOTO
BEIICCTBO NOBUAOH-HOJ € BKMIOYEH B XOMOINeHHA Ma3WIKOBa OCHOBA, KOATO OCHIYPABA HEerosara
A00pa pa3TBOPHMOCT H NPOHMKBAHE B HAPAHEHATA KOXKA.

Je3rH(eXIMOHHOTO H AaHTHCENTHYHO CHCTBAE HACTHIIBA 6530, KATO (PEKTET € NPOABIKHUTENCH,
nopany NpoTpaxupaHoTO OTACIAHE HAa HoZa oT KoMIUIekca. PezopOupannTe konuaecTsa Hox ce
3aABPKAT B MIMTOBMAHATA Xne3a. [IpexoMepHOTO KomuuecTBO HOAWAH Ce eKCKpeTHpa INaBHO Ypes
YPHHATa, KaTO MO-MATKH KOJTHYECTEA C€ OTACIAT B HINPAKHCHUATS, CJIIOHKATA H 1TOTTa. Te
IIpEMHAHABAT IUIAliEHTapHaTa fapHuepa ¥ ce eKCKpeTHpaT B KbpMaTa.

5.3 IlpeaxknMVWHHYHH JaHHH 3a OesonacHoCT

OcTpa TOKCHYHOCT

Cpenna neransa go3a (LDsy) npH HHTpaBeHO3HO NMPHIOKEHHE:
MHIIKH - 480 mg/kg T.M

IIsXxoBe - 640 mg/kg T.M.

Cpenna neranna no3a (LDs,) Npy nepopanto OpuioKeHHE:
MHLIKH - 8100 mg/kg T.M.

ILTEXOBE - >8 g/kg T.M.

Cpeasa neramna gosa (LDsp) npu cyOkyTaHHO NpHTOXKEHHE:
MHIUKH - 4100 mg/kg T.M.

rurexoee - 3450 mg/kg T.M.

He ca yCTaHOBEHH JJaHHM 32 MyTAT€HHOCT H KaHLIEPOT€HHOCT. T O

EMGPHOTOKCHYHOCT H TEPATOreHHOCT IRER R e Sl ;
I1pu excnepUMEHTH BBpXY OPEMEHHH XUBOTHH ¢ NPOABIKHTETHO NOKAIHO IPHIOKEHHE HE, - b 7. Sy B
NOBHAOH-HOZX Ca YCTAHOBEHH KITHHMMHY NPH3HALH H GHOXUMMYHH JAHHH 33 XHHOTHPeOHII,H?.\'bM Ha
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6. ©APMAIIEBTHYHH JAHHH

6.1 Chnncbk HAa NTOMOWHHATE BEMECTBA

Makporon 400
Makporon 4000

6.2 HecnBMecTHMOCTR
Hoawt pearupa ¢ XXKHABa4yHH cheJHHeHHd, 0OpaszyBalikM »KHBaveH Hoaua.
6.3 Cpok Ha rogsocr

3 TOAWHH
CpoOK Ha TOOHOCT C/el IMBPBO OTBapsiHE HAa ONAaKOBKaTa: 12 mecela.

6.4 CneunanHH YCI0BHS HA ChLXpPaHEHHE
Ha ce cexpansaea nnoa 25°C Ha 3alIUTEHO OT CBET/IMHA MACTO.
6.5 DBuawu cugbpKaHHE HA ONMAKOBKATA

40 g u 90 g Ma3 B namuHaTHa TyOa ¢ MeMOpana, 3aTROpPEHA ¢ Kanayka Ha BHHT. TyDaTa € nocraseHa B
¢JIHHHYHA KAPTOHEHA KYTHA.

6.6 Crnennannn npeANA3HA MePKH IPH H3IXBBLPJAsIHE H padoTa
Kadasuar usaT e xapaktepeH 3a HOACHAbPKALLHTE TPOAYKTH.

Hopaacent aecHO ¢ OTMHBA OT KOXKAaTa, a [IeTHaTa N0 TEKCTHJ1 C& OTCTPAHABAT ChC CallyH M BoJa.
YTIOpHTHTE NMETHA JIECHO ¢€ MPEeMAaXxBaT ¢ pa3peieH pa3TBoOp Ha aMOHAK WUITH THOCYN(ar.

7.  NPUTEXATEJI HA PASPEINIEHHETO 3A YIIOTPEBA
Axrasuc EAJ[

ya. “AraHac [{lykos” Ne 29
1407 Copus, benrapus

8. HOMEP HA PA3PEIIEHHMETO 3A YITIOTPEBA

Per. Ne: 20010144

9. JATA HAITbPBO PAJPEINABAHE/TIOAJHOBABAHE HA PA3PEINEHHETO 3A
YIIOTPELBA R

Hata Ha mepBO paspeuwiapane:; 18.01.2001 r.
Hata Ha nocneaHo noaHosaeaue: 20.09.2011 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA * s

R TP



