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1.  MME HA JIEKAPCTBEHHSA IPOXYKT gg//—/}g/-// J ,43!f""
HepmasaH 1% xpem | - 10. " |

Dermazin 1% cream

2. KAYECTBEH H KOTHYECTBEH ChCTAB

1 g xpem ceanpxa 10 mg cpebupen cyndanuasut (silver sulfadiazine).
ChIOppika ole MeTHINapaxuApoKcHOeH30aT, NponumapaxHAPOKCHOSH30aT, QhCTHYCHO Maco,
MPOIMJIEH ITTHKOJ, UETHIOB aJIKOXOI.

33 THIHNA COMCHK ¢ MOMOIIHNTE BeleCTRa B, 6.1,

3. JEKAPCTBEHA ©OPMA

Kpem ; 0411 XOMOr€HEH KpeM.

4, KJIMHUYHH JAHHHA

4.1 TepaneBTHYHA NOKA3AHHS

CpebbpeH cyndannany e moaXoAIn 3a NeUeHHe ¥ NpoGHIaKTHKA Ha HHGEKLMH ITPH AIHSHTH C
H3rapaHHs. .

HepmasnH KpeM ce M3II0/I3Ba CHIO 34 JIEYCHHE U MPODHIAKTAKA HA HHMEKIMH IPH pAHH OT HATHCK,
BAPHKO3HH A3BH, OXJTY3BaHHA, MAJIKH TPABMH, [TOPA3BAHNA H APYrH He3aMbPCEHH PAHH, H TIPH JOHOPM
38 NPHUCAXKAAHE Ha KOXKa — 3a TPETHPAHE Ha YYacThIUTE 0€3 KoXKa.

4.2 /A03HPOBKA H HAYHH HA npﬁnmnne

[oxxoaamHAT peXHM Ha JiedeHHe Ce Ha3HA'ABa /e BHHMATETHA MPpeLicHKa Ha ABTOOUMHATA Ha
H3rapsHeTo. PaHaTa ¢e no4ucTBa M noKkpuBsa ¢ Jlepmasuu kpem ¢ gebennHa 2-4 mm. KpeMsT ce
HaHacqd Ha CTEPHJIHA Mapi, KOATO Ce NOCTaBd BbpXY paHata. KpeMET MOXKe Aa ce HaHACA CBIIO H
Ype3 CTCPHUIHA RINATYJA, MIH CTepH/IHa phkaBuia. KpeMbT ce HaHacsa Ha H3ropeHarTa obacT
OOHKHOBEHO BEAHLXK HHEBHO, NIPH NO-TEKKH K3rapIHKS NPHIAraHeTo ¢ nortapis. KaTo numo, KpeMsT
TpA0Ba Ja ce npuiara noHe BeAHLK Ha 24 yaca. Ilpeay BeAka anyxaua paHara TpaGBa Aa ce
MOYHCTH OT KPeMa, OCTaHAJI OT MPESAMITHOTO HAHACAHE, H eKCYIATHTE OT PAHATA, KOMTO ¢a OOHIHK
Cltell mpuiioxkKeHHeTo Ha JlepMasuH kpeM H HamoxoOgBaT rHoOH, HO ca acenTUuHH. Panarta ce noqnc'ma
C BOJAa HNH C aHTHCEIITHYEH areHT. MoraT Ja ¢ce nocTaBfT NPeBPh3KH BHPXY KpPeMa, HO He e

34V BJDKHTEITHO.

KpemsT He npeamssHkBa Gonxa mpH npanoxenue, He ocTasa neTHa no apexure H 6enp0T0.

eHTH ¢ 61.6peunHn/gepHO. HH HAPYIUCHHA
HeobxonuMo ¢ noprileHo BHUMaHHE NpH NPWIOKEHHE Ha JlepMasHH NPH NAIHEATH ¢ HAPYHICHH
ueproApoOHa 1/win 6u6peuna Pyrxunn. CyndanuasuH Moxe 1a ce pe3opOHpa B 3HATNTEHH
KONA4ECTEA NPY NPONBIDKUTCIHO JieueHNWe Ha ODMMPHH H3TapAHHS, 3aTOBA MOXE AA C¢
IIpocjcAIBAHE HHBATA Ha CyndagHasHH.

IleanaTpuuna momyianma :
To3H xpeM ¢ MIPOTHBONOKA3aH Npe3 ITEPBHTE 2 MECELA OT JKHBOTA HA HEJJOHOCE!

NOpPajiH Bh3MOXHA [IPOABa Ha KCPHHKTEP ciel cyIdOHAMHIHA Teparms.



Ilpenoprunrentara AO3UPOBKA HAa KpeMa NpH KbpMayeTa HaJ 2 Mecena H JIela He Ce pasjiudyasa oT
Ta3H 3a Bb3pacTHU. HauyMHBT Ha npunokeHue MPH Jeua € ChIHA KATO [MPH BB3PaCTHM.

4.3 HporusonokazaHus

JlepMa3HuH e MPOTHROMOKA3aH MpH:
- NIALMEHTH C YCTAHOBEHA CBPBXUYBCTBHTEIHOCT KBM cyNipaaHazvi WiH KbM IpYyrd ChCTABKH
Ha JIEKAPCTBCHUA MPOAYKT;,
-  HOBOPOACHH H HEJOHOCEHH Aella, Opall Bb3MOKEH KePHUKTED;
- OpeMEHHM npen WiK Ha TEPMHH (BEpOATHOCTTA 34 KEPHHKTED CE YBENHYABA).

4.4 Crnennajne npeaynpexaesis 4 npeiNa3HH MEPKA IpH ynorpeba

Mma coo0uieHns 3a AKHBOTO3AaCTPAIIABALIMTE KOXKHH peaKiiMH CHHApoM Ha CTHBBHC-JDKOHCHH H
TOKCHYHA eNHAEpMAaiHa HeKpOu3a npH ynorpeda Ha cyndannaszHH.

1laumenTTe TpAGBa Ja ObaaT NpeAynpeacHH 33 MPHIHAIMTE H CHMITTOMHTE H Ja ce HaOnoaaBar
OTO/IH30 3a KOXKHM peakiiH. Haii-BHcok puck 3a nogea Ha cuuapoma Ha CtuebHC-/DKOHCHH HIIH
TOKCHYHA eNHASPMalHa HEKPOIH3a CHIIECTBYBA B MBPBHTE CEAMULIA HA ICUSHHETO.

AKO ca HanMlie NpH3HALM HIA CHMITOMH Ha CHHIpoM Ha CTHBBHC-PKOHCHH HIH TOKCHYHA
CNHAepMATHA HEKpOIH3a (Harp. IporpecHpain Ko>keH oOpHB ¢ o0paszyBaHe HA MEXYPH HITH
IMTABHYHH JIC3HH), IEUSHHUETO ChC cyNpaauazuH TpaOBa Aa ce npeycranosu. Haii-1o6pu pesyaratu
npH OBNauAeaHe Ha cHHApoMa Ha CTHUBBHC-J[OHCHH H TOKCHYHATA eNHAEPMAalIH2 HEKPOJIM3a Ce
IOCTHIAT IIPH PAHHO NHATHOCTHLIMpaHe U He3abaBHO NpEYCTAHOBABAHE Ha MPHEMA HA JIEKAPCTBOTO,
KOETO MOXKE [Ia € MPHYHHA 332 ChCTOAHUETO, PAHHOTO NpeyCTaHOBABaHE HA IIPUEMA € CBBP3aHO ¢ I10-
nobpa nporsosa. AKO NAaLHEHTHT e pa3BWI cuHAPoM Ha CrupsHC-PKOHCHH WM TOKCHYHA
eMMASPMATHA HEKpOITH3a Npu ynoTpebara Ha cyndanna3ul, Toi Huxora He OHBa Ja 3ano4uepa
[MOBTOPHO JE€YEHHE CHC Cy(adnasHH.

Teit KaTo CynoHaMUINTE MOTAT Na NPEIU3BHKAT KEPHHKTEP, B KbCHA GPEMEHHOCT, IIPH HEAOHOCEHH
M [IpY KbpMaueTa ol 2 Mecelia He OMBa Ja ce nipuiara cpedbpeH cyndaaiaziH, 0CBEH aKo
OYaKBaHaTAa 110132 HE HA/IBULIABA MTOTCHUMATHHA PUCK.

HepMasuH TpaOBa fa ce NMpUaara ¢ M3KIIOYHTETHO BHUMAHUE:

= [p# NAAEHTH, KOUTO Ca CBPBXUYYBCTBHTEIHUA KEM CYI(HOHAMUAH (NIOpaayd B3MOXHH
aNepru4Hy peaKkLn);

-  MpH NAUKEHTH C BPOACHA IIIIOK030-6-ocdar gexuaporeHasHa HEAOCTATEMHOCT (BEPOATHOCT
32 BB3HUKBaHE Ha XeMO/H3a NPH MpHiIaraHe Ha Kpema BbPXY roJIeMH YUacThLIN);

-  TIpH MNaLHeHTH C HapyUIeHa YepHoApoOHa H 6b6peuHa pyHKuud. [IpH Te3d nauyenty Tpadea
Ia ce CIeAAT CepyMHHTE CyndpoHaMHUAHH HUBA, NTOPaJH BE3MOXKHO KyMy/THpPaHE.

~  TIPH NANHEHTH ¢ IOPQHPHA.

[IpeiHmMHO NoJ1 BB3REHCTEBHE HA CTbHYEBA CBETVIMHA MOXKE Ja ¢ MIOSBH CHBKaBO 00€3LBETABAHE Ha
KOXKATa.

KakTo 1 npu Ipyru 10KanHy aHTHMHUKPOOHM areHTH, ciiefl IpHaaraHe Ha cpeOnpeH cyindaaiazsyiH
MOTaT /ia Bb3HWKHAT CynepruHPEKLHH.

Korarto neveHHeT0 HINCKBA MPOABIKUTENHO NPUNarade Ha JlepMa3uH KpeM BBpPXY FOJIEMH YUACTHLH,
TpsOBa Aa o CieaM KPBBHATA KApTHHA, NIOPagH BEPOATHOCT OT NIEBKONEHHA, TPOMOOLHMTONEHHA H
eospHoquinua. [Ipn nevense Ha oOIIMPHHE H3rapaHHS, CEPYMHHTE KOHLSHTPAIMH CY/I¢aaHasdH MOraT
Ja NOCTHrHAT TepaneBTHYHH HHBA. MOrar Aa ce pa3sBHAT CHCTEMHUTE HEXENAHHA PEaKLuy Ha

cynpoHamuamTe. ETo 32110 € NPenopuvrTeIHO CEpYMHHTE KOHLEHTPALIMY Ha cynd)anna;}é,u'“‘““m -

ObOpeyHaTa PpyHKUHA A2 6BAAT POCIeIBAHH, U 1A CE W3C/IEe/ABA YPHHATA 34 BE3MOXKHA
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MacJjIo 4 He TpADBA [ia ce MPWIAra pM NalLUeHTH, alepruyHd KbM QBCThIIM HWiH cod. ChIbpka ChIIO
MPOIIICHIIMKOI1, KOWTO MOXKE Ja MPEAU3BHKA APAa3HEHE Ha KokaTa. [IeTHITOBHAT alIkOX0/I MOXKE J1a
TIPHYHHH JIOKATHH KOXXHH PeaklHH {HaIp. KOHTAKTEH JA&PMATHT).

ToBa JIeKapcTBO cLABLPEA COTH HA (eH30eHaTa KHCEJIHHA B HIPONHJICHTITHKO

Tosa nexapcTBO cbabprka 2.0 mg conn Ha OeH30€HATa KHCENHHA B 1 g KpeMm.

Conure Ha beH30€HATa KMCEIHHA MOXKE Aa IPHYHHAT JTOKaTHO ApasHeHe, Conute Ha GeH30eHaTa
KHCEJIMHA MOXKE /14 3aCHIAT CHMITTOMHTE Ha BbJITeHHIa [PU HOBOPOJAeHUTE (HA BB3pacT A0 4

CeMHULIM).

Tosa nekapctBo ceabpaxa 100 mg npormmneHrankon B 1 g Kpem.
IIponuneRrnuKoTET MOXe J1a IPUYHHY Apa3sHEHE HA KOXATa.

4.5 BsaumogeiicTBHe ¢ JPYrH JleKapcTBeHH NPOAYKTH H ApYrd JopMH Ha B3auMojelicTBHe

Axo cpedBpeH cyndaanasut ce npurara €AHOBPEMEHHO C JOKAIHY NPOMEOAUMUYHY eHIUMU,
cpebpoto B JlepMa3uH KpeM MOXe 2 NpeAN3BHKa HHAKTHBUpPAHE Ha Te3H €H3UMH. 3aTOBa He ce
Iperopr4Ba eqHOBpeMeHHA ynorpeba.

CBITBTCTBALLA TEPANKA C YUMEMUAUH MOXKE J1a [IOBULIM BEPOATHOCTTA OT JICBKOIIEHNA TP MALUEHTH,
TPETHPAHH CBC CPedbpeH cyndaguasuH.

[Tpu oOuIMpHM W3TAPAHMS, KOT'ATO CEPYMHHTE HKMBA Ha cpeOBpeH cyadanuasuH JoOMHxkKaraT
TEPANeBTHYHU HUBA, €PEKTHT Ha CUCTEMHO NPHIAraHH JIEKapCTBa MOJKE [a C€ TIPOMEHH.

4.6 bpeMeHHOCT H KbPMEHE

bpeMeHHOCT

Haunanre 3a ynorpedara Ha cpedbpeH cyndaauasut 1o BpeMe Ha OpeMEeHHOCT IPH Xopa He ca
JAOCTATHYHH, 38 14 CE€ NPeLieHH NOTeHUHaTHATa Bpea.

Mauku konuvecTBa cyngaixUasuH ce pezopbupat ot TAnoTo. Br3MoxHUTE edekTH HAa cpedBpHUA
cyndannazuH BLPXy MAOAA HE ca MPOYUBAHHM, MOpay TOBA NPOAYKTET He TPAOBa Ja C& NMpHJiara o
BpEME Ha OPEMEHHOCT U 0cODEHO TIpE3 NBPBHTE TPH MECE1IA OCBEH NPH KATETOPHYHH NIOKA3aHHA.
IIpoyyBanuATa BEPXY AKHUBOTHH 10 OTHOLIEHHE HA PETIPOTYKTHBHATA TOKCHYHOCT HE PasKpPHBAT
AUPEKTEH WIIH HHAMPEKTEH YBpexaall edexr. [1pe3 nocneaHara ceaMuiia Ha OpeMEHHOCTTA
HepMaszuH He TpaOpa fa ce NIpuUIlara, Thit KATO CYNPOHAMHIHTE H3MECTBAT CBBP3aHHA ¢ anOyMHHa
OWIMPYOHH M 110 TO3H HAYHH OTKIIOYBAT KEPHUKTED Y HOBOPOAEHOTO.

Hmaiiky npeasu orpaHu4eHUs ONHT H NIO-FOpe OMACAHHUTE PHCKOBE, cpebnpeH cyndanuazud Tpsabea
Aa ce ynoTpedaBa caMo ¢ IOBHILEHO BHUMaHHE MPH OpeMEeHHH XKEeHH HIH IPH JKCHH, KOUTO [UTAHHpAaT
DpeMeHHOCT.

KppMmene
He ¢ u3BecTHO aatn cpebbpeH cyndaaHasHH ce eKCKpeTHpa B MaiiudHOTO MIIAKO. EXCKkpeuusaTa Ha
cpeOBpeH cympaanazul B MAHYHHOTO MJLIKO HE € TIPOYYRAHA [IPH OTIMTHH YKUBOTHH.
CyndoHamuaute, obaue, ce EeKCKPETHPAT B MAJIKH KOJHYECTBA B KEPMATA.

He ce o4akBa KOMHYECTBOTO, pe30pOHpaHO upe3 MaifYHHOTO MIIAKO, A MMOBHIIM PHCKA 34 37paBeTo Ha
AETETO. BBIIPEeKH TOBA, H3IBECTHO € Y€ CYNTHOHAMUAMTE NIOBUILIABAT BEPOATHOCTTA OT KEPHHKTED MPH
Oebera u ToBa npaBy JlepMa3HH KpeM IPOTHROINOKA3aH NPH KbpMeHe Ha OefeTa, To-MaJIky OT 2
mecena. [Ipy no-ronemMu KepMatieTa pelIeHHETO 3a NMPOAB/KaBaHe/ peKpaTsABaHe Ha KbPMEHETO HIH
TepalnHaTa TpAOBa Aa c€ OCHOBABA HA MpPeLIeHKa Ha MOJI3UTE OT KEPMEHETO 38 ACTETO U MO3UTE OT
JICUeHHeTo ¢ JlepMasnH 3a MaMkara.

[Ip1 HegoHOCEHH Aclia M KbpMayeTa C raKo30-6-gochaT JeXHAPOreHa3Ha HEAOCTATHYHOCT TpAOBa
1A C€ MMa IPEABH MOBULIEHHAT PHCK OT XMNepOUnUpyOUHEeMHS U KEPHUKTED.
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OuenkaTa Ha HeXeNTAHHTE peaKLMH ¢ OCHOBaBa HA TAXHATA YECTOTA;
Muoro uectu (> 1/10)

Hectu (= 1/100 ao <1/10)

Hewectu (> 1/1 000 oo 1/100)

Peakn (> 1/10 000 xo < 1/1 000)

MHoro peaku (< 1/10 000)

C HensBecTHa YecTOTa (He Morar aa OBAAT OLlEHEHH OT HAJITHYHHUTE JaHHH)

Crneauute HejkenlaHH JISKAPCTBEHH PEaKIMM ¢a OWIH CLOOILIEHH MO BpeMe Ha KIMHUYHH NPOYYBAHMA:
Hapyienns Ha KpEBOHOCHATA M TMM(HA CHCTEMH
Yecmu: nepkoneHus*

CnenHHTe HeXenaHu peakiMH ca OWIH cLoOLEHH 1O BPEME Ha MMOCTMApPKETHHIOBH MPOYYBAHHA U B
HaYYHATAa JINTEpaTypa:

HapyieHus Ha KpbBOHOCHATA K nUMdHA CHCTEMH

C neussecmna vecmoma: [lopHineH cepyMeH ocMOTapUTeT.

Hapyinenus Ha AIMYHHATA CUCTeMa
C neuzsecmua yecmoma:. CBpPBXYYBCTBHTETHOCT.

Hapyuienns Ha K0xaTa H MOJKOXHATA TEKaH
Yecmu: npa3sHeHe Ha KoxkaTa, chpOeK, 3aTOIUIAHE Ha koxara, 6onka NpPH NPUIOKECHHE, oOpHB, CHBO

OLIBETABAHE Ha KOXKaTa (AprMpHA) MO BIIHAHHE HA CILHUEBATA CBET/IHHA.

Mhuozo peory:  TeXKH KOXHU HEXENaHH peakimy: cHHApoM Ha CTHBRLHC-/DKOHCHH H TOKCHYHA
CMHASPMATHA HEKPOJIM3a (BHDKTE TOUKA 4.4)

C neuseecmna yecmoma: XUNEPIIMrMEHTUPaHe, KOHTAKTEH JCPMATHT,

O6mu HapymeHHS U €(PEKTH Ha MACTOTO HA MPHIIOKEHHE
C newzsecmna wecmoma: IyBCTBO Ha mapeiua 6oika, bonka.

*IIpexomHaTa NEBKONEHUA OOMKHOBEHO HE M3UCKBA MPEKpaTABAHE HA TepanusaTa ¢ JlepMa3zuH wiM
Apyry cneuyai iy Mepku. IIpenopbusa ce npocneasBaHe HA KPBBHATA KAPTHHA.

[Ipu npoasmxuTenHa ynotpeda Ha roneMu fo3u JepMasua KpeM BbpXy OOIHPHH YHACTHIH OT
TAJIOTO, MOFaT Ja ce HaDIoNaBAT HEXEIAHH PEAKLIMH, XapaKTEPHH 34 CHCTEMHOTO NPHICKEHHE Ha
CynQoHaMUaH (ChO0IIABaHH ca aHeMHS, TPOMOOIIMTONEHHA, €03HHOMKIMA, TEKAPCTBEHA TPECKA,
YepPHOAPOOHA HEKpO3a, HHTEPCTHLUHANEH HepHUT H KPHCTATYpHA ). YecTOTaTa HA TE3H HEXEeNIaHH
peaKIHH He € U3BeCTHA.

CrieiHMTE HeKeNAaHHM PEaKUHH, KOHTO MOTAaT Aa BEIHHKHAT CJIEJ IEPOPATHO [IPHIOKEHHE, HE ca
HaOrONaBaHH NPK JOKATHO JIEUeHHE: raJicHe, OBPLIAHE, JHAPHS, MypIypa, (hOTOASPMATHT,
epHTEMa HOO3YM, CHHAPOM Ha Stevens-Johnson u Lyell, excdonHaTueeH NEpMATHT, rnasobonue 1
0o/Ika B CTABHTE, XONECTATHYHA Xenaro3a U (oJIaTHA HEAOCTATEYHOCT.

CrobImaBane Ha NONO3HPAHM HEXETAHU DEaKIIHU
CrobiasaneTo Ha TOMO3HPAHH HEXKENIAHH PEaKIlHH ClIel pa3pelnaBaHe 3a yroTpeda Ha
JIEKapCTBEHHA IIPOAYKT € BaXHO. ToBa 1M03BoJIABa J1a MPOAL/DKH HaOII0ACHHETO Ha
CHOTHOIIEHHETO MOJI3a/PUCK 3a JEKapPCTBEHHA NPoAyKT. OT MEONIKMHCKHTE CIEIHAHCTH CE
M3HCKBA Ja Cho0IIaBaT BCAKA MOAO3MPaHa HeXelaHa peakiius upes HauHOHaJIHa cnc*rema 3a
cho0LaBaHe KbM M3IIBIHUTENHATA areHIMs 1o JIeKapCcThara, yi. ., JJamsad Fp
Codus, ten.: +35928903417, yebeaiitT: www.bda.bg.

4.9 IIpenozupane /’ e
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lIpoas/pkuTenHaTa ynotpeda Ha rojieMH J03H BEPXY OOIHPHH YYACTBUM OT TAIOTO MOXKE Ja
[IPCAN3BHKA XapaKTepHHTE CHCTEMHH HEXXeNAHW peaklMH Ha cyadoHaMuaure. IlpoasmkureHoTO
IPUNOKEHHE Ha CPeOBpeH cyn(panuasHH BEB BUCOKH J03H MOXKeE 713 JOBeNe 10 MOBHIIEHH CEPYMHH
HUBA Ha CpeOpo. Te3u HUBa ce HOPMATK3UpaT crie]] MPEKPATABAHE IIPHIOKEHHETO Ha cpelbpeH
cysipaguasuH.

CHMITOMHTE B CITy4aH Ha Mpeo3HpaHe ca NOAOOHHM HA HEKETIaHHTE PEAKLHH Ha CPednpeH
cyndaarazHH.

3HAYMTENIHO NOBHUIEH CEPYMEH OCMONAITHTET ¢ ChoOLIABAH NPH TEXKo OOTOPEHH MAlIHEHTH,
nekyBaHH ¢ noeeue ot 10 kg kpem, ceappkain cpednpeH cyndaaHasul Ha aeH. IIponwieHriukoasT
(CBCTaBKa Ha OCHOBATa Ha KPEMa) [IOBHLIABA Pe30pOLHATA MPH OOIIHPHH H3rapsaHus, 00XBallaIH
M3LAIO IepMAaTa.

JleyeHWe Ha MHTOKCHKALIMA
B cnyuait Ha npentosuapane, Tepanuara ¢ Jepmasun TpsbBa a ce PeKpaTH H 1a e 3a10uHe

CHMIITOMATHYHO JICYECHHE. AKO ¢¢ Hajlara TpA6sa Ja ce KoHTponHpa 6b0pevHaTa QYHKIMA H KpbBHATA
KapTHHa. Pe3opOypanuar cya¢aaHasHH ce eJTHMHHHPA HATBIHO KAKTO YPE3 XeMOIHAIH3a, TAKa 1
Yypes NEPUTOHEANHA THATH3A.

5, PAPMAKOJIOr'H'HH CBOMCTBA
.1 PapMakoAHHAMHYHHE CBOHRCTBa

{apmakoTepaneBTHYHa rpyna: XUMHOTEPANEBTHK 3a TOKATHO MPHIIOKEHHE.
ATC koa: D06BAO]

MexaHu3tsM Ha NecTBHE
HepMaiue e noKajieH XMMHOTEPAINEBTHK, MpeaHa3Ha4eH 3a OpodHIaKTHKA H JIeUeHHe Ha HHDEKLHH.

CpebupHuaT cynpanma3ue ce pasrpaxkna B paHarta, Kato 6aBHO W TPOABILKHTEHO 0CBOBOXK1aBa
cpebspHu Houn. CpebbpHiTe HoHM ce cepp3BaT ¢ GakTepuantara JJHK u notuckar pacTexka H
Pa3MHOKaBaHeTO Ha OakTepUAaTHATa KIIETKR, Oe3 Ja YBpExKIaT KOXKATA H IOJKOXKHATA ThKAH.
CpeOBbpHMAT cysdanuazuH NPUTEkKaBa MHOTO ITHPOK AHTUOAKTEpHAICH CIIEKTED, BKJTFOUBAL TOYTH
BCHYKH MHKPOOPraHH3MH, NPHYHHABALIM WHOSKLUH TIPH H3rapAHHs U APYTH KOXKHH paHH.

In vitro MMHUMATHH WHXHOUTOPHH KoHLeHTpauuu (MIC) Ha cpebnpHus cyndaanasui 3a HIKOH
BAXXHH MHKPOOPraHHIMH:

Mukpooprasninom MIC (mcg/ml)
Pseudomonas aeruginosa <50
Pseudomonas maltophilia <50
Enterobacter <100
E. cloacae <350
Kliebsiella <100
E. coli <350
Serratia <100
Proteus <50
Morganella morganii <50
Providencia <50
Citrobacter < 50
Acinetobacter <100
Corynebacterium diphteriae <50
Staphylococcus <100
Streptococcus pyogenes <30
Enterococcus spp <100
Clostridium perfrigens <100
Candida albicans <100
Herpes 10




Dermatophytes 100
Herella 6,25
Aspergillus fumigatus 100
Aspergilus flavus 100
Mucor pussilus 50
Rhizopus nigricans 10

JlepMa3HH neHeTpHpa B HEKPOTH3HUpAIaTa THKAH H eKcyaaTuTe. TORa CROMCTRO € 0COBEHO BakKHO,
3aLOTO CHCTEMHHTE AHTHOHOTHLIM He Ca epeKTHBHH cpelny fakTepHaiHaTa ¢Uiopa Ha aBacKyjlapHaTa
HEKpO3a IIPH H3rapgHe,

5.2 PapMakoKHHETHYHH CBOHCTBA

Pe3opbuus

Brrpexu ye cpebpoTo MouTH He ce pe3opbupa B CHCTEMHOTO KpbBOooOpalueHue, cyndaanasnHa MOXE
na 6n1e pesopbupaH B KpbBTa, 0COGEHO KOraTo 1EKapCTBOTO € NPWIAraHO BbpXY OOLIMPHH y4acThLH
OT KOXKaTa WHIIM 32 NMPOARDKATENHO BpeMe., CepyMHHMTE HHBA Ha CyIHOHAMHI Ca IPONOPLHOHAIHH
Ha rOJIEeMHHATA HA H3TOPEHHTE Y4acThIH H Ha KOMHYECTBOTO TIPHIIOKEH KpPeM.

Cro0IIeHH ca cepyMud HHBA Ha cyidanuazus 1o 9,1 mg/dl no 24 yaca ciie JIOKAIHO MPUIOKEHHE
PH MALKMEHTH ¢ TEKKH U3rapAHUSA, HA KOMTO € NPUJIoXKeH cpeObpeH cyndaanasuH.

Crien npoABDKHTENHC NPHIOKEHHE Ha OOLIMPHE H3rapAHMA CEPYMHHMTE HHBA Ha Cy/daada3sHH MOraT
Aa OJOCTUTHAT T¢3H, HabMOAABaHH CJIC] CHCTEMHO MPHJIO)KEHHE TP BH3PACTHH.

Aprupusra, BCICACTBHE Ha NOBHILEHA pe30pOums Ha cpebpo € MHHHMANHA.

Pasnpenenenve
[IpH maureHTH, NEKYBaHH Chbe cpedBpeH cy/adanMa3uH KpeM ce OTKPHBA ¢pedpo, HATPYNAHO B

pa3IMYHH THKAHH.

MeTtabonH3eM
Crnen pesopOups npes koxarta, cy/ipafHasvH ce eKCKpeTUpa B HEMPOMeHeHa GopMa ¢ ypHHAaTA.

EnumMunnpane

Oxkono 60% oT pe3opbrpaHOTO KOJIMMECTBO CyI(aTHa3HH ce eKCKPETHpA B HEMpOMeHeHa dopMa ¢
ypusara. Husara Ha cyndonamuz B ypuHaTa ca NpoNOPUMOHAIHM HA H3rOPEHHTE YYaCTbLM U Ha
KOJIHYeCTBOTO NIPHJIOKeH kpeM. [1pH 3HaYuTenHo HapymeHa Ob0peuHa GyHKUHA MOKe 1a BB3HHKHE
KyMyJIHpaHe Ha Cyi¢danana3iH, ocobeHO aKo NALUMEHTDT € JAeXHIAPATHPAH.

EMHMMHHALIMOHHUAT MONYKUBOT € 10 uaca. [Ipu aHypryHH NaMeHTH NONYXHBOTHT CE YBE/IHYABA JI0
22 yaca.

He e u3secTHO nanu cpebupHUaT cyndannuazut ce eKCKperupa B KbpMata. Boiipeks ToBa, Thi KaTo
CyAQOHAMHINTE CE€ EKCKPETHPAT B KPMATA H Ca CBLP3aHH C MMOBHIIEHA BEPOATHOCT OT KEPHHKTEP, ce
NPernopbHBa NOBUINEHO BHAMAHKWE NPH KbPMEIH MAaHKH, KOHTO ¢4 JISKYBaHH ChC cpedspeH

CynpaJaHA3HH.
5.3 IIpeaAK/IHHHYHA JaHHY 38 0e300aCHOCT
IpeaxnuauyHuTe AaHHH Ha 6a3a Ha KOHBEHLUHOHANHUTE (hapMakOAOTHUHH M3IIMTBAHHUA 34

0e30MmacHOCT, TOKCHYHOCT NTPH MHOTOKPATHO MpHaraHe, FfeHOTOKCHYHOCT, KapUMHOTEHEH OTEHLHA
H penpoJyKTHBHA TOKCHYHOCT He N0Ka3BaT OcobeH PUCK 3a XOpaTa.

6. PAPMALUEBTHYHH JTAHHH

6.1 CoHChbK Ha TOMOMHHTE BemMECTBA

XHAPOreHHPAHO PBCThUYEHO MACIIO




LeTrnor ankoxon
MeTtunnapaxuapoxkcubenzoar
[Tpormunenraukon
[TpomwnapaxuapoxkcubeHsoar
[onucop6ar 60

Ipeuncrena Bona

6.2 HechbBMecTHMOCTH
HaMa H3BECTHHM.

6.3 Cpok Ha rognocT

3 rOAMHH.
CpoOK Ha TOIHOCT ciI€] MEPBO OTBapAHe Ha Ty6aTa — 3 Mecella.

Ha He ce u3non3ea CleA HITHYAHE CPOKA Ha TOJHOCT.
6.4 CrnenuajJun ycaoBHA HA ChXpaHeHHE

Ja ce chxpansiBa HA MSCTO, HEZOCTRITHO 32 JCU&.
Ha ce cbxpaHaBa npu TeMnepatypa o 25 °C.

6.5 Jannu 32 ONAKOBKATA

KaproHeHa onakoBKa ¢ alyMHHHEBa Ty6a (¢ BBPTALNA [IOJTHETANCHORA WIH MTOJIHIIPOTIHIEHOBA
Kamayka), chAbpacaia 25 g 1 50 g kpem.

He BcHYKH onakoBKH MOFaT Aa ca Ha masapa.

6.6 Crnenuajne OpeANasHA MePKH HPH H3IXBbPJISHE H padoTa

HaMa cneninaniv n3UCKBaHMA.

7. IIPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Lek Pharmaceuticals d.d.

Verovskova 57, Ljubljana, Cnosenus

8. HOMEP HA PA3ZPEIIEHHUETO 3A YIIOTPEBA

20010986

9. JATA HA ITBPBO PA3PEINIABAHE/TIOTHOBSBAHE HA PASPEINIEHHUETO 3A
YIIOTPEBA

IIspeo paspewapane - 10.10.2001

ITspro noadoeasane - 08.11.2006
BTtopo nogxossaBane- 15.12.2011

10. JATA HA AKTYAJIMIHPAHE HA TEKCTA ;.;
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