KPATKA XAPAKTEPHUCTHKA HA_IJI’_OI[YKTA
N3NLIAHWTERHA ATERLIAA 110 NEKAPCTBATA

| I{pamxa xapakmepucmuka Ha npogyxma - Mpurcxenue 1

Kbm Pez. Mo ..... 20"7‘250/097?: ....... -
BE/ 1947 F7f - J"7.¥f;20

| Paspewetue Nr ........ sstesns .

1.  HME HA JJEKAPCTBEHHA MTPOAYKT

Beradysun 20 mg/g + 1 mg/g kpem
Betafuzin 20 mg/g + 1 mg/g cream

10..0
2. KAYECTBEH H KOJHYECTBEH CbCTAB DOTDOHUO Ny o spiimmsssrisisemnlsmczici 0. 20...

Enwnn rpam Betadysnn kpem cbabpika 20 mg dy3mnnosa kicenwna (fusidic acid) u 1 mg 6etamerason
(betamethasone) kaTo Getametason Banepar (betamethasone valerate).

TToMomHY BeulecTBA ¢ U3BECTHO AEHCTBIE: eOWH Tpam betadysuH chabpxka 72 mg UETOCTEAPUIIOB
ankoxon U | mg Xnopoxpe3on.

3a NbJTHMSA CTIMCHK Ha MIOMOLIHMTE BElLecTBa BUXKTE Toyka 6.1,

3. JIEKAPCTBEHA ®OPMA
Kpem

beradysun e 0sn 10 nouTy 641 KpeM B anyMHHHeBa Ty6a ¢ Gs/1a NONMETHIIEHOBA Kallauka Ha BUHT.

4. KJIAHWYHHU ZAHHU
4.1 TepaneBTHYHH MOKA3AHHUA

BeTa(by3nH KpEM C€ Mpuiara 3a JICHEHNE Ha BB3NAJINTEIHH A€PMATO34, BKIHOUNTENIHO aTOITNYHA
€K3eMa, eK3eMa TIpW Aeua Hald 1 ToAWHa, JNCKOBUIHA €K3€Ma, 3acToiHa €K3€Ma, KOHTAKTEH JEPMATHT U
ce60peﬁHa €K3€Ma, IPH HaJTH4He Ha ChITbTCTBAILA 6aKrepnaJIHa PIHCbeKI_II/IH WJTA OTTACHOCT OT IMOsBa Ha
TaKaBa.

4.2 JI0o3MpOBKA M HAYMH HA MPUJIOKEHHE

Maiko KONMYECTBO KpeM ce HaHacs BbpXy 3acerHaTHsl YYacTbk Ha KOXKaTa ABA IbTH JHEBHO 10
TOJTy9aBaHe Ha 3a0BOJINTENEH 0TroBop. ENNH Kypc Ha nedeHne 0OWKHOBEHO He TPAOBA J1a HaJBHIIABA
2 cenmuun. [Tpu mo-ycToianBY fe3ur edexTbT MOXKe [a Ce 3aCHIIH Upe3 OKITY3Hs C MONUETHIEHOBO
¢donno (06MKHOBEHO € MOIXOAAIO fa Ce HAMPaBH TIpe3 HOIITa).

4.3 TIpoTuBOMOKA3aHMSA

CBpBXYYBCTBUTENHOCT KbM aKTHBHUTE BEIIECTBA HITH KbM HAKOE OT MOMOLIHKTE BEWIECTBA, H3OpOEHH
B TOuKa 6.1.

TMopagn chaBpkaHeTo Ha KOPTHKOCTEPON, By3WAOBA KHCENMHA/GETAMETA30H € MPOTHRONOKAIAR HpH
CJICOHUTE ChCTOSIHMA: :
- neua nox | roguHa ¢ MHGEKTHPaAH AepMaTHT;

- CUCTEMHH I'bOMYHN HHOEKLNH;

- TIbPBHYHHA KOXKHY MHDEKUNH, MPIHHEHW OT MbOMYKH, BUPYCH MK OakTepu (




Bapuuena);
- KOKHU MPOSABH, CBBP3aHU C TYOEpKYI103a MM CUHITHC;
- akHe;
- nepuopaneH AepMaTHT 1 po3aues.

4.4 Cneumajauu npelynpexIeHus H MpeANa3HU MePKH [IPH ynoTpeda

Tps6Ba 1a ce n364rBa IBATOCPOUHO JIOKATTHO MPHIOKEHNE Ha (Dy3UA0Ba KHCEMMHA/6eTamMeTas0H,
ocobeno npw feua. IMoTuckane Ha HagGBOpetHaTa QyHKUMA MOJKE [a ce IPOSBHA JOpH U B3 OKITy3Hs.
ATpoduyHN M3MEHEHNs MOTAT a HACTBIAT MO JIMLETO W B NMO-MaJlka CTENeH N0 APYTH 4acTH Ha
TANIOTO, CJlell MPOABIKUTENHO JICUEHHE CBC CUTHN CTEPONIH 3a BBLHIIHO NpuiiokeHne. B ciyuait na
nepercTHpama 6akTeprania HHQCKIHA e HeoGX0aNMO Aa ce MPHITONH CHCTEMHA XMMHOTEPanys.

R R4RHCHMOCT OT MACTOTO HA MPUITOJKETTHE, BUITAra TDHGDD A2 o€ HMu HPEABMA Bb3MUKHH CHUTCMHYA
a6cop6uml Ha 6eTaMeTazon BaJIEPAT MO BPEME HA JICYCHUC C (bymnosa KHCETUHY/ OerameTasoll.

IMopanu cbabpXaHUeTo Ha KOPTHKOCTepOK, by3nnoBa kKucennHa/beTamerazon Tpsabra na 6hie
TIpYnarad ¢ BHUMaHue B 0611aCTTa OKOJIO OUNTE, KAaTO TPSAOBA fa ce M3Dsrsa NonajldHe Ha Kpema 8
o4nTe (Brx Touka 4.8).

TTpr cUCTEMHO W JTOKATHO NMPHITIOXKEHHE Ha KOPTHKOCTEPOUAN Ca BB3MOKHU ChOBIIENNS 33 3PUTETHA
CMYILIEHAS. AKO TIpW MAIMEHT ca HAJTWIIE CHMITTOMM KaTO 3aMBIVIEHO 3peHWE WITH APYTH 3pUTENTHH
CMYIIEHHUA, MAIVERTHT TpAGBa Na ObJe HAacOUeH 3a KOHCYNTAnHs ¢ O()TATMOIIOT 3a OUEHKA Ha
Bb3MOXKHMUTE PUYKMHM, KOUTO MOraT Ja BKIIFOYBAT KaTapakTa, raykoMa Unu peaky 3a00ssBaHus KaTo
ueHTpanHa ceposHa xopuopetuHonarus (L{CX), 3a kouto ce chobLIaBa Cllell CUCTEMHO M JIOKATHO
M31M0713BaHe Ha KOPTHKOCTEPOUIH.

Benencreue Ha cuctemMHaTa abcopbIns Ha JIOKATHH KOPTUKOCTEPONIY MOXKE [Ia ce TOJTydH 06paTHMO
MOTHCKAHE Ha XWToTalaMo-xunodusapHo-HagowsopeunaTa (XXH) oc.

@y3unoBa kiucenuHa/beTaMeTasoH TpsGBa Ja ce ynotpelGaBa BHUMATEIHO NIPH A€Ua, Thil KaTo Npy
NEANATPUYHNUTE IAUMERTH MOXKE [1a C& NPOABU MO-roJiAMa YYBCTBUTENHOCT KbM JIOKATHU
KOPTUKOCTEponAM — uliAyurpano notuckane Ha XXH oc u Curnpom Ha KymnvHr, B cpaBHEHNE ¢
Bb3pacTHHTE MauneHTH. Heobxommmo e na ce n3bareat mpuioKeHWeTo Ha TOJIEMU KOJIMYecTBa,
YCIIOBHS Ha OKITy3Wsl ¥ TIPONBIDKATENHA yTioTpeba (Brxk Touka 4.8). [leqnaTpyunnte mauveHTH MoraTt
na 6BaaT MO-JyBCTBHTENTHI KbM CHCTEMHa TOKCHYHOCT OT eKBHBAIIEHTHU [O3H, THI KaTo MpU TAX
CbOTHOLIEHUETO HA MMOBBPXHOCTTA Ha KokaTa KbM TelleCHaTa Maca € Mo-rolismo.

TMopanu cwabpxanneto Ha GeTaMeTason Batepart, IPOALIKUTENHATA JIOKATHa ynoTpeba Ha dysnnosa
KHCeTHHa/OeTaMeTa30H MOXXe Ja IPHIHHHN aTpodus Ha KoXkara.

Hoknansana e 6akTepranHa pe3nCcTeHTHOCT NPy JOKaNHa yrnoTpeba Ha Qpy3unosa kucenuna. Kakro npu
BCHYKH aHTUOWOTHIHN, MPOABIKHTEIHATA HITH TIEPUOLWYHA YIIOTpe6a Moe Ia MOBHIIHN pHcka OT
PasBHTHE HA aHTHOWOTHUHA pe3ucTenTiocT. OrpaHHyaBaHe Ha NEYEHUETO ¢ TOKATHA Qy3HI0Ba
KHMCeNnHa U GeTameTasoH BalepaT 0 He MoBeve OT 14 IHM Ha TepaneBTUUEH Kypc 61 MOTIIO ia HAMAIH
pyvcKa OT pa3BUTHE Ha pe3UCTEHTHOCT. ToBa ChLIO Npeana3Ba OT pUCKa HMYHOCYTIPECHBHOTO NeHCTBHE
Ha KOPTHKOCTEPOK A Ia 3aMacKUpa NMOTEHIUAITHA CHMITTOMHA Ha WHGEKIWH, TPUYHHEHH OT GAKTEPHH ¢
aHTHOWOTHYHA pe3HcTeHTHOCT. CTEPOMANTE MOTAT CHINO TaKa 1a MACKMPAT PEakny Ha
CBPBXYYBCTBHTENHOCT.

[Topann cbabpaaHNUETO HA KOPTHKOCTEPOU, PUTEXABALL UMY HOCYNIpechBeH edekT, hy3uaoBa
KHcenrHa/6eTaMeTa30H MOXKE 1a Ce CBbPIKE C [OBHILEHA YyBCTBUTENHOCT KbM HHAEKLLMA,
Ha CBLICCTBYBaINA HHPEKUNS U aKTUBHpaHe Ha laTeHTHA UHdexuns. [Ipu numnca Ha kn
nonodpenre, KOMOMHAIMATA Ha CTEPOHA C aHTHOHOTHK He TpsiGBa [a ce MpuJara 3a




ﬂpenop’sqsa Ce€ MpEMWHABAHETO KBbM CUCTEMHO JIEYEHHUE, aKo HH(‘lJCKHHﬂTa HE MOXE Oa 6‘[:}16
KOHTpOJIUpaHa C JIOKAJTHO JICUEHNE.

Tosa JICKAPCTBO CHABbPKA UETOCTECAPUIIOB AJIKOXOJI U XJIOPOKPE30I1.
ueTOCTCapHJ’[OBHﬂT ATKOXOJT MOXE 1a TIPUYWHHA JIOKATHW KOXXHU p€aKIHun (Hanp. KOHTAKTEH nepma‘m‘r),
a XJIOPOKPE30J1 MOXKE Ia NMPUIHHAU AJICPTHYHHN PEaKLIHHU.

4.5 BsaumoaeiicTBHe ¢ APYTH JieKapcTBeHH MPOXYKTH W APYTH (JOPMH Ha B3auMoaeiicTBHE

He ca npoBexnany npoy4BaHus 3a B3auMozeicTBus. CMATa ce, ue B3aMOJCHCTBUATA CbC CHCTEMHO
NPUII0KEHN NIEKAPCTBEHH NPOLYKTH Ca MUHAMATHN.

4.6 ®epTuauTeT, 6peMEHHOCT H KbLPMeHe

bpemcrocT

besonacHocTra npu ynorpedara Ha ¢y3naoBa KucenuHa/6eTaMeTasoH Nno BpeMe Ha OpeMEHHOCT He e
ycTaHoBcHA. Thi KkaTo CUCTCMHOTO U3naraHe Ha ¢y3na0Ba KHCCINHA 10 BpeMC Ha OPCMCHHOCT ¢
HEBUAUK N0, (e Ce o4akpar edekrd. Orpalrueig LAy 01 IPOYYBALIMS LIPU KUBUTIM i HOKASWIN
He3HAYUTETHA CHCTEeMHA abcopOuys Ha ToKaTHA Qy3ruI0Ba KHCeTHA.

C'bmccrsysa'r OI'pdHHHYCHH JaHHH 3d yuo'rpeﬁa"ra Ha JJOKaJ1€EH GCTaMCTESOH BaJICparT lipyn GpCMCHHM
xenn. [Tpoy4uBaHnATa NP MHUBOTHHU ca TIOKa3alli PENPOLYyKTHBHA TOKCUYHOCT (BHXK TO4YKa 5.3).
®y3unosa kucenwHa/beTaMeTa30H He TPAOBa a ce M3TON3BA 10 BpeMe Ha HpeMEeHHOCT, OCBEH aKo He €
KpaiHO HeoOXoAUMO.

Kopmene

He ca nHabnronaBann edekTH BLPXY KbpMayeTa, ThI KaTo CHCTEMHATa eKCTIO3UIHS Ha JIOKATHO
npunoxeHy Gy3naoBa KUCENHHA W 6eTaMeTa3oH Py KbPMELIH KeHN ¢ He3HauuTenHa. Dy3nnosa
KucenuHa/6eTaMeTa30H MOXe JIa ce M3MOI3Ra MO BpeMe Ha KbpMEHe, HO He TpAOBa Ia ce Tipuiara B
obnacTra Ha CbpIWTE.

Deprunurer
Hsama knuHWYAN npoyuBaHus ¢ Gy3naoBa KrucennHa/beTaMeTa3oH 1Mo OTHOLIEHHE Ha hepTrnnTeTa.

4.7 EdexTn BBpPXY cHocOOHOCTTA 32 mIopHpaHe W padoTa ¢ MALTHHH

®ysnnosa kncennHa/6eTaMETa30H HE TOBITHABA WITH TTOBITHASABA MPEHEOPEIKIMO MaATKO CTIOCOOHOCTTA 32
wodupaHe ¥ padboTta ¢ MaIIMHU.

4.8 HexelaHH JieKapCTBEHH peaKHH

OueHkata Ha 4eCTOTATa Ha HEXKETAHWUTE JICKAPpCTBCHUW pEAaKUWU C€ OCHOBABA HA 0600uIeH aHaTU3 Ha
JaHHW OT KITWMHUYHU MTPOYYBAHUA U CNOHTAHHH CcHOOUIEHNA.

Haii-uecTo choblaBaHnTe HEXENaHH JIEKApCTBEHU p€aKUWM Ca pasIniHN NPEXOOAHU CUMINITOMH Ha
Apa3HEHE Ha MACTOTO Ha TIPUITOXKEHHUE. I[OKJ'[&)JBB.HI/] Ca aJICPruyHu peaKkuuu.

Hexenanure JICKAPCTBEHW pE€AKILIHA MTO-A0JTy Ca K.nacn(bnuupaﬁu IO CHCTEMO-OPraHEH KJ1aC ! 4e€CToTa,
CBIMaCcHO CJICAHATA KOHBECHUMA

° MHOT0 YecTH (3acsrar 1 unu noeeve Ha Bceku 10 nmauueHTH);

° yecTH (3acarar 1 wnu moeye Ha Beeku 100, Ho mo-Manko ot | Ha BcekH 10 mauueHTH);

. HedecTw (3acsraT | wiu mosede Ha Beekn 1 000, HO o-Manko ot 1 Ha Beeku 100 D%

[ ] \ "
[ ]

MHOTO pefikH (3acsirat mo-maiko ot | Ha 10 000 MALUEHTH);



° C HENU3BECTHA 4YECTOTa (OT HaJIMYHUTE JaHHU He MoXe J1a Obae HarpaB€Ha OlleHKa).

Hapyinenns Ha HMVHHATA CHCTEMa
Heuecmu: peakiiun Ha CBPBXTYBCTBATETHOCT (ANEPTHYHN PeaKinm)

Hapywenus Ha ounte
C neusgecmna wecmoma: 3aMbIiIeHO 3peHue (BIK ChLLO TOuka 4.4)

Hapyuenia va koxata 1 NOJKOMHATA ThKaH

Hevecmu: kOHTaKTeH AEPMaTHT, 9yBCTBO 32 MapeHe Ha KoXara, MPypPHTYC, ek3eMa (BIIolIaBaHe Ha
3abonaBaHeTo), CyXa kKoxa

Peoxu: yptukapus, eputema, o6puB (BKIFOUUTENTHO epUTEMaTO3eH OOPUB 1 reHepan3upan o0pHB)

O0un HAPYIIEHNN B PEAKLMK 1A MACTOTO 114 NPUI0kEHHE
Hevecmu: 6onka Ha MACTOTO Ha TIPUITOKEHNE, pa3Apa3sHECHNUE Ha MACTOTO Ha MPUJIOXKECHUE
Peoku: NOQYBaHE HA MACTOTO HA NMPHJIOKEHUE, BE3WKYJTA HAa MACTOTO HA TIPUITOXKEHUE

CucTeMHWTE HEeXENanW JIeKapCTBEHN PEaKIMi Ha KOPTHKOCTEPOUINTE KaTo OeTaMeTa3oH Bajiepar
BKJIFOYBAT afipeHalnHa Cynpecus, 0COOEHO MPH MPOIBIKUTENHO TOKATHO npunoxene (RRxk Touka 4.4).

Morar na ce HabnoAaBaT NOBUIIEHO BTPEOYHO HaNATaHe, rilaykoMa WM KaTapakTa Ciel JIOKalHO
TIPUITOXKEHHE HA KOPTUKOCTEPOUAN B OITM30CT 10 OUWTE, 0COOEHO MPH MPONbIDKHTENHA yrioTpeda u npn
MalWeHTH, TTPEAPa3NoNIOKEHH KbM pa3BHTHE Ha IIIAyKOMa W KarapakTa (Buxk Touka 4.4).

HepmatonorndauTe HeXeNnaH! TeKapcTBEHH PeakLii Ha MOLIHATE KOPTHKOCTEPOVAX BKITIOYBAT:
arpodusi Ha KoXKaTa, TeNeaHrHeKTa3|s 1 CTPHK MO KOXaTa, 0COOEHO MpH MPOABbIKUTENHO NPAJiaraHe,
GONnKyNNUT, XUIEPTPUX03a, MEPUOPATIeH 1ePMATUT, allepriueH KOHTAKTEH IEPMAaTHT, akHeOpMEH
JIEpMaTyT, po3ales, epuTeMa, XUTIEPXAAPO3a, IeNMrMeHTalusA. Moxe cblio aa ce Habnonasa
EKXMMO3a TIPH TPOIBIDKATENTHA YIIoTpeba Ha JIOKTHH KOPTHKOCTE POMIH.

HesxenaAuTe NiekapcTBEHW peaKliK 3a KOPTHKOCTEPOUIUTE Ca HEYECTO CHOGIIABAHM.

IeanaTpirna momynauns
Hab6nionaBanust npodun Ha 6e3onacHoCT e noaobeH npy Aela W Bb3pacTHU (Brxk Touka 4.4).

Crnobiiapane Ha NOJO3MPAHI HEXKENAHN PEaKLUH

CrbobmapaneTo Ha TIONO3WPAHN HEXXETaH! PEaKLHH CIIeT pa3peliaBane 3a ynotpeba Ha lekapCTBeH s
TIPOAYKT € BaxkHO. [0Ba MO3BOMNsABA [a TPOABIDKY HAONIONEHHETO Ha CHOTHOIIEHHETO TTOII3a/PUCK 32
JIEKapCTBEHUSA MPOAYKT. OT MEOIVNLIMHCKUTE CHELHANTUCTH Ce W3MCKBA Ja ChoOIIaBAT BCAKa TONO3MpaHa
HeXKeTlaHa peaklns upes M3IbIIHNTeHA areHus 1o JiekapceTeara, yi. ,,JlamsH [pyes” Ne 8, 1303
Codus, Ten: +359 2 8903417, yebeant: www.bda.bg

4.9 TlIpegosupane

Hama nanuina nurdopmMarms 3a MOTEHIHATHW CHMITOMH ¥ IPH3HALM, ABDKALIN Ce Ha TIPEf03Npane Ha
JIOKAIHO TpHIToXKeHa Py3nI0Ba KNCENUHA.

[MpoxsmkuTenHaTa ynotpeba Ha JJOKATHI KOPTUKOCTEPOHIN MOXeE A TIOTHCHE XUMOPU3HO-
HanobOpeyHuTe QYHKUAK B pe3yNITaT Ha BTOPUYHA HanObOpeUHa HeIOCTaThUHOCT. MoKe Ja ce pa3sue
Cunnpom na KyIUHT cies NToKanHO MpUIoKeHHe Ha KOPTHKOCTEPOHIH B FOJIEMU KONMYECTRA U 3a

nepuoa, no-rojisim oT Tpru CCAMHULMN.




HaJBWINaBa IHEBHATA OpaliHa A03a 3a CHCTEMHO TTPWIIOXKEHNE. EgwaugroTo OpaJiHO IPEAO3UPAHE Ha
KOPTUKOCTEPOUAH PAOKO TPEACTABIIABA KIIMHUYEH npoﬁneM.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoIWHAMUYHH CBOiicTBA

DapmMaxoTepaeBTUYHA TPYTiA: aKTHBHU KOPTHKOCTEPONAN B koMOWHauwms ¢ antudbnoTnk, ATC kom:
DO07C Co1

(y3unoBa k1ucenuHa/beTaMeTa30H MpeacTaBsBa KOMOWHALAA, KOATO BKJIFOYBA MIFOKOKOPTHKONIA
GerameTa3zoH Banepat 1 ¢y3uaosa kucenuHa ¢ antndakTepuaneH edexT.

BberameTazoH MpUHAANEKHU KBM FpyraTa Ha CUITHHTE rfokokopTHkouaw (rpyma [11) u ynpaxusasa cos
eeKT UPes (IO IHCKALE LA JIOKW LTS UMY TN PEAKLUM, BIIIOMHTENIO BASOUIATULAN 1Y, TOLYBRHETO 1
©one3HeHoCTTa.

Oyangonata KHceaHIa ACHCTDA KATO BLIMPCIATCTBA AHCOLHALIATA TTa eyotramiionen dakxrop G (EF-G)-
pubo30MeEH KOMTIIEKE 110 BpeMe Ha DakTepHaNHus MPoTeHHOB ciHTe3. Taka EF-G e Gnokupan u He
MOJKe MoBeye Aa GyHKLUMOHMPA, NPOTEMHOBHAT CUHTE3 CE MPeKbCBa, KOETO BIMOCIEACTBUE BOAN 0
CcMBPT Ha 6akTepuanHarta knerka. My3unoBaTa KMCENMHA NpUTEkaBa 0aKTeprOCTaTHYHAa aKTUBHOCT
TIPY HUCKH KOHLIEHTPAUWW 1 OaKTepHIIMAHA aKTHBHOCT TTPH BICOKH KOHUeHTpaunn. ®y3nmorara
KHACENWHA ¢ aHTHOMOTHK, aKTHBEH TJIaBHO cpetny | paM-monoxkurerun 6akrepnn. y3norara kucenmHa
€ 0COOEHO CUJIHO aKTHBHa cpelly Staphylococcus aureus, Propionibacterium acnes n Coryne
Haxrepui.

AKTUBHWTE CyOCTAHUMY HE MOBIHABAT HAa OMOHAIMYHOCTTA, HUTO Ha aKTHBHOCTTA.

Pe3nctenTHOCT

MeXxaHUu3MbT Ha pe3HCTEHTHOCT BKITIOYBA [JIABHO MYTalllK, Bomeln 1o npoMenu B EF-G npotenna umm
NpPOMEHEH NPOTEUHOB cuHTe3. OCBEH TOBA € Bb3MOKHA HHAKTHBALINSA, IbJDKAIIA CE Ha CH3UMH.
Croobdinasa ce 3a 5 Tna pe3nctenTHH rennt: fusA, fusB, fusC, fusD u fusE. PesnctenTHocTTa MOXE Aa
Oblie XPOMO3OMHO~ HITH TTA3MUHO- MeJUHUpAHA.

Briarogapenue Ha yHUKaJTHaTa MOJIEKYJIIPHA CTPYKTYPa W OTUETIIMBUS HAYMH HA OERCTBUE HA
by3naoBaTa KHCENMHA, He € YCTAaHOBEHA TapreTHO-CeUnbHIHA KpbCTOCAaHa PE3UCTEHTHOCT C APYTH
KacoBe aHTHOAKTEPHANHY areHTH.

["paruyHn cTOHHOCTH NpH H3CHEABAHE 38 1YBCTBHTEHOCT

He morat ga 6b1aT ycTaHOBEHH TPaHITYHUTE CTOWHOCTH ITPW H3CIIEABAaHE 33 UyBCTBUTEIHOCT 32 KOXHO
npunoxxexara Qy3un0Ba KUCENNHA W HE CBLIECTBYBAT KITMHUYHN PAHUYHI CTOMHOCTH.
Enuaemnonornunnte rpanndnu croitnoctu (ECOFF)3a dy3nnoBara kucenina ca ycTaHOBEHU OT
EBponefickus KOMUTET 3a U3cienBaHe Ha aHTUMUKpoOHa vyBcTBuTeNHOCT (EUCAST) 32 HAkou oT
YyBCTBUTENTHIUTE BIJOBE, BIXTe TadnuuaTa no-gony. ECOFF nmpeacTagnsBaT rpaHidHITE CTORHOCTH,
pa3fensAmy 4yBCTBUTENIHNS ,,IMB THIT GaKTepHalHa MOMyJIalks OT U30IMPaHus, KOWTO e Mpuaodun
PE3NUCTEHTHOCT.

MpukpoopranusMu ECOFF (mg/L) <
Staphylococcus aureus 0.5
Staphylococcus aureus MRSA 0.5
Staphylococcus anreus MSSA 0.5
Staphylococcus epidermidis 0.5
Staphylococcus haemolyvticus 0.5




Staphylococcus lugdunensis 0.5
Streptococcus agalactiae 32.0
Streptococcus pvogenes 16.0

EctecTBeHO PE3HCTEHTHH BHIOBE

[Toseweto ['paM-oTpuniatenan baktepun (Brountento Haemophilus influenza; Enterobactericeae
xato Escherichia coli v Klebsiella pneumonia; Pseudomonas spp.) canio CbIIECTBO PE3NCTEHTHN KBM
¢by3noBa KHCeuHa.

5.2 ®apMaKOKHHETHYHHM CBOHCTBA

ABcopbums i pasrpeicicHic

C.ne,u JIOKAJTHO MIPUITOXKEHWE, a6cop61msna Ha 6eTaMeTazoH BaJIepaT MOXe Oa MPUIMHA CUCTEMHI
edekT, 0co0eHO KoraTo GeTaMeTa30H BaNepar ce NMpuiara BbpXy TOIeMU Bb3MaTeHN KOXKHW YHACTBIN
HII BbPXY KOa C YBPEEH POro. ciloil. OkJly3MBHATA NPEBPB3Ka HA TPETHPAHUS YYacTbK CUITHO
noBWmaga abcopoumsTa.

JlokarHo IpuoXkeHaTa Ppy3ruaoBa KACETHHA MPUTeXkaBa CIOCOGHOCTTa Ja MPOHHMKBA B KOXATa, IBIHKAINo
Ce JI0 roJisiMa CTeleH Ha ONTHMAITHOTO 32 HeltHaTa Andy3ns Tipe3 BOXHO-TUITHIHHUS CIOW Ha
eTMepMUca CBOTHOMEHNE Ha XUAPOGDVITHOCTTA ¥ KM THNOQMITHATE W CBONCTBA.

[To Ta3u npu4nHa NOKaNHO NpunoXkeHaTa Qy3na0Ba KHCENMHA € BbB BUCOKH KOHUEHTPALUK B KOKATA.
Cucremnara adbcopbuus Ha Gy3unoBa KUCENMHA € He3HAUUTEJHA,

BuoTpanchopmalms U eniMHiHpane

Dy31raoBaTa KUCENNHA Ce OTIEIS TITaBHO Upe3 XIIbHKATA W B Majlka CTeTleH ¢ ypHHarTa.
berameTrason ce MeTabONU3Npa B rosMa CTelleH B UepHUS Opob, HO U B OTPAHWYEHA CTETIEH B
O6BOpenvTe, a HEaKTHBHUTE METAOOJIHTH CE OTAENAT C YPUHHATA.

5.3 TlpeAkIHHMYHM XaHHW 3a Ge3onacHocT

B nipoyqBanns ¢ KOPTHKOCTEPOUIN TIPH KMBOTHH Ce ChOOIIaBa 3a peTpoayKTHBHA TOKCHIHOCT (Hamp.
pasueneHo Heblle, CKeeTHH MaThopMaIvK, HUCKO TErIO Ha TUTOAA).

6. OAPMAUEBTHYHHU JAHHHU
6.1 CuucbK HAa NIOMOIIHHTE BElIECTBA

Makporon HeTocTeapui etep
LeTocTeapnioB amkoxo

Xnopokpeson

Teued napadux

Hatpuep nuxuaporendocdar nuxunpar
bsin napaduH, Mex

Anda-Toxodepor (W30 paueMuden)
[MpeuncTena Boga

Harpuer xugpoxcun

6.2 HecbBMeCTUMOCTH
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Henpnnoxumo.



6.3 Cpok Ha rogHoct

3 ronunn
Cpok Ha roIHOCT cJlel MbPBO OTBapsHe Ha TybaTa: 6 Meceua.

6.4 CreuHanHn ycjaoBHus 32 CbXpaHeHHe

Jla ce cexpaHsBa Ha MACTO, HEIOCTBHITHO 3a Heua.

Jla ce cpxpansBa pu Temneparypa noa 30 °C.

Ia ce cbxpaHsBa B OpMriHaTIHATa ONAKOBKa, 32 [1a Ce Npeanas3y OT CBETNMHA 1 Bllara.
6.5 Buawu chabpxaHHe HA ONMAKOBKATA

Bertadysnn e 65 0 moYTH 65T KpeM B alyMiHHERa Ty0a ¢ 6s71a monreTrniieHoBa kanadyka Ha BUHT.

TonemMuHu onakoBku:
Ty6aor5g,15¢g,30 gu 60 g.

He Bcnukv BUZOBE OMakoBKW Marat oa ObAaT MycHaTH Ha Tasapa.
6.6 CrenHaaHH MpeINa3HH MePKH NPH WIXBLPJIsHE H paboTa

Hsawma cneuniaiHu U3KMCKBaHUA.

7. TIPATEXATEJ HA PASPEITEHHETO 3A YIIOTPEFA

EKODAPMI'PYIT AL

yi. Atanac J{ykos Ne29, er. 3,

1407 Codus, brnrapus

Ten.: (02) 906 90 70

¢axc: (02) 906 90 71

8. HOMEP HA PAZPEHIEHUETO 3A YIIOTPEBA

Per. Homep: 20160187

9. JIATA HA ITBbPBO PABPEIIABAHE/TIOJJHOBABAHE HA PASPEIIEHHUETO 3A
YNOTPEBA

Hata na mepBo paspemasane: 08.06.2016 .

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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