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JIIICTOBKA : IIH<DOPMAUI,Ifl 3A IIOTPEELITEJIT

AAnauraH MJrsrco 0rl oh gepuaJrHa eMyJrcnfl
Merulnpe4un3oJroHoB arleloHar

Advantan@ Mitk 0rl 7o cutaneous emulsion
Methylprednisolone aceponate

Ilpo'rerere BH[MareJIHo uqrara JrrrcroBKa npeArr Aa 3aflorrnere Aa [pnJrarare roBa JreKapcrBo.
- 3anagere ra3r{ irr.rcroBKa. Moxe Aa ce HurJroxra Aa r npoqerere orHoBo.
- Aro I{Mare H.flKaKBu AonbJIHLITenHI,I Bbnpocu, nonurairre Bauug JreKap LrJrrz $apuaqenr.
- Tosa JreKapcrBo e [peAnl,rcaHo Jrr4qHo na Bac. He ro npeorcrrneaftre Ha Apyrr,r xopa. To Moxe Aa r,rM

HaBpeAI{, He3aBLICLIMO OT TOBa, qe TeXHI,ITe CI4MnTOMI,I Ca CbutrI4Te XarO BaruUre.
- Axo HtKot or HexeJIaHLITe JIeKapcrBeHr{ peaKrlr{u craHe cepuo3Ha, vilu ga6erexure Apytu,

HeonucaHll B T€l3H JIucroBKa HexenaHu peaKrlrrr4, Monr yBeAoMgte Baruux nexap uau.QapMalIgDT,

B ra:u JrrrcroBna:
l. Kaxso npeAcraBJrrBa A,{nanrau Mlrxo r.r 3a KaKBo ce r.r3noJr3Ba
2. Ilpe.qu Aa rr3rroJr3Bare AgeaHraH Mlsro
3. Kax Aa rr3noJr3Bare A,{saHraH Mnrxo
4. BrsMoNnu HexenaHLr peaKurru
5. Kar Aa cbxpaHf,Bare AAeaHraH Mlaxo
6. .{onrmrurelnauur[opuaqua
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I. KAKBO TIPENCTABJIflBA ANBAHTAH MJI'KO II 3A KAKBO CE II3IIOJI3BA

Arnatrras Mlsxo e [porI.IBoBb3nErJrr{TeJrHo neKapcrBo (roprlrrocrepolrA), roftro ce npunara B6pxy Koxara.
AAsaHraH Mrrxo norvcKa Bb3nan[TeJrHVTe v areprkrrlHu peaKIIuI4 Ha Koxara, a raKa cbIIIo H peaKrIr4IITe,
cBbp3aHll c npeKoMepHoro KlrertqHo AeneHe Ha Kor(ara (xr,ruepuponuQepaqraa). llo rosu HarruH AAsaHraH
Mnsxo BoAI{ Ao o6parHo pa3Br{Tr,re Ha o6errunHr.rre crrMnroMn (epureua, oroK, ceKpequt) u cylexrr,rBHr4Te
o[JIaKBaHr.rr (crp6ex, [apeHe, 6onra).

AAnaHran Mnrxo ce r,r3noJr3Ba [pr,r reqeHr,re Ha ocrprl:
. KoxeH o6pua (erreua), npuqr,rHeH or BbHrrreH Lr3ToqHrdK, Karo:

- aneprI,IJI KbM BeuIecTBo, Koero e 6uno B KoHTaKT c Baruara xoxa (areprnqeH KoHTaKTeu gepuarur),
- TOKCVqHA AEIEHCPATI{BHA CK3EMA,
- HyMyJrapHa eK3eMa,
- cyxaeK3eMa;

eK3eMa, npLIqHHeHa or $arropn B naII[eHTa (en4orenna er:eua), Karo aronuqeH AepMarr.rr,
HeBpoAepMarlrr
JrrouleHe r.r BG3naJreH KoxeH o6pun (ce6opeftna erceua)
napnxorna./crarr{c eK3eMa
TexKo crtHqeBo Lr3rapsHe (clruven gepnrarzr)
n exr ac u$ uq upaHn eK3 eM r,r.

IIPEAI,I AA II3TIOJI3BATE MBAHTAH MJIflKO

He HgnoJrssaftre AAsaHran MJrqxo
- aKo cre anepruqnr,r (caprxvyncrnurennu) KbM MerlrjrrrpeAruBonoHoB allenoHar [rrlr KbM HrrKor or
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aKo 6oJreAyBare or ry6epKyno3a, or cr,r0r,rJrr,rc r4Jrr.r or BupycHr.l 3aloilrBalLrfl' Hanp. xepnec 3ocrep
HIII,I BAPNIIEJIA;

Bbpxy KoxHtr Yracrbrlr, 3acerHaru or Bb3rraJreHrre Ha Koxara, Kor{To ca .repneuu/po3oBrr Ha rlBrr
(poraqea), t3BI{, [pI{ Bb3n,uIeHI,Ie Ha MacrHure xne3r,I (arHe nyrrapuc) wm 6onecru rro Koxara,
cbrrpoBoAeHr,r c KoxHo r.r3TbHrBaHe (arpo$nuHu KoxHLr za6ontsanux);
Bbpxy Ko)KHI{ ) IacrbIIIr, KOr,rTO npotBf,Bar peaKrlr4t npr{ BaKcHHr{paHe, T.e. Kor,rTo ca 3aqepBeHI,I I,IJI}I
Bb3narreHr4 cJreA lr3Bbp[rBaHe Ha BaKcr,rHarlur;
Bbpxy c[equonuHIa Bb3IIaJIeHIrt Ha Koxara s o6racrra Ha ropHara ycrHavr6paAuurara
(nepr,roapzureH .qepruarr,rr) ;
ntpxy 6artepuaJrHurunuft1uquu KoxHr,r unQerqzu (ocnen npr,r reqeHue Ha BbnpocHtrre znQenquu
cbc cneuuurnuo lexapcreo);
Bbpxy oqn, MyKo3Hr,r rrleu6paHn (Haup. ycrara) LrIru Bbpxy orBopeHr,r paHr.r;
rrpr,r Aerla Ha Bb3pacr noA 4 ueceqa.

O6rpHere creqnaJrHo BHrrMaHrre rrpn ynorpe6ara na AAnanran Mrsmo

Ar<o cnopeA Barurax JIeKap KoxHoro Bu sa6olrBaHe e cbnpoBoAeHo c AonbnHlrrerua unlperqur
(6axrepuanualzrt'urt6u,rHa), e HyxHo AorrbJrHr.rreJrHo cnequr[uqHo JreqeHr4e, r{Haqe uuQexqlrxra Moxe Aa
ce BJIOmU.

llporunonts[€IJlllTeJlHl,rre neKapcrBa (ropruxocrepou4u), Karo aKTr.rBHoro BerqecrBo s AAnaHTas Mlxro
MerI{JIrIpeAHLI3oJroHoB allenoHar, noKa3Bar cranno AeftcrBr.re Bbpxy opraHrmMa. He ce upenopbqBa
yuotpebara na Agnanran Mnsxo Bbpxy roJreMra KoxHr,r yqacrbrlu rrnru3a npoAbJrxnTenHrr [ep]ro.qrr or
BpeMe, rroHexe rosa 6u yBeruquno 3Har{rrrerHo plrcKa or He)r(eJraHr{ peaKuur,r.

3a Aa ce HaM€uru plrcKa or HexeJraHrr peaKrlr{u:

II3noJI3BaftTe Bb3MoxHo Hafi-ualro KoJrrrqecrBo oco6eno npr,r Aerla;
ugnorgsafire 3a BpeMe He noBeqe or ueo6xoAr,tMoro 3a o6rexqasaHe Ha cbcrorHr4ero Ha Koxara;
Agnauran Mnrro ne rpa6ra Aa rro[a4a B oqr,rre urv B ycrtra Bn, nrpxy orBopeHa paHa wru MyKo3Hrr
[oBbpxHocrn (Haup. aHaJrma;ra r4 reHr,tr€rJrHa o6nacr);
He rp.a6na Aa LI3noJI3Bare AAeaHraH Mrsro B6pxy roJreMlr Ko)KHLr yqacrGrlr,r (none.re or 40 Yo or
TeJrecHara Bz nonrpxnocr);
He rpx6na Aa r3noJl3Bare A,qnanraH Mlrxo B Ko)KHrI rbHKr4, n cna6raHzre LIrn noA MrrruHr,rqr,rre;
He rpa6na Aa LI3[oJI3Bare AAsaHraH Mlsxo noA Bb3Ay(- r,r BoAoHenponycKJrr,rBr{ vrarepvarv,
BKJrrOqr{TeJrHO [peBpb3Kr{, 3anapBatuu Apexu, [eneHu;
AAsaHraH Mlsxo Mo)Ke Aa ce u3noJr3Ba npr.r Aerla Ha Bb3pacr MexAy 4 rrreceqa u 3 ro4zHl.r, aKo nM e
6ur npe4nucaH or neKap.

Axo ragnonsnare A,qsaHTaH Mnsxo :a sa6orrnaHvr^,pa3rvrqHr4 or npeAnr{caHr,rero Ha Banus,lerap, Bue
MO)Ke Aa MaCKI{paTe CVMTITOMI4Te r,r Aa Bb3rrperuITCTBaTe npaBI,uIHOTO Ar,rarHOCTI,IUUpaHe 14 JreqeHlre.

Vnorpe6a Ha Apyrn JreKapcrBa
BranuogeficrBnfl, Ha A4aanran Mlmo c Apyru neKapcrBa He ca r.r3BecrHr.r.
Bsnpexu roBa, MoJIt r,rHQoprrlrapafire Barurzx JreKap, aKo rrpr{eMare r.urrr HacKopo cre rrpr4eMuurr4 Apyru
JleKapcrBa, BKJIIoTIIITeJIHo H TaKLIBa, orrrycKaHl,I 6e: peuenra.

EpeueHnocr rr KbpMeHe
flocrnetsafire ce c Balu;'us JIeKap l,uu $apMauesr npeAr4 ynorpe6ara Ha Koero il Aa e JreKapcrBo.

EpeuenHocr
Hrua AocrattqHo AaHHI,I or upr.rJroxeHne Ha AAnanras Mnsxo npu 6pertaennn xeHrr.

llo npnHLlun, u3noJl3BaHero Ha [oKulJrHr,r [penaparr4, cbAbp)Kaurn Koprr4KordArr cJreABa Aa
rlbpBure rpI,I Meceua Ha 6peueuuocrra. Oco6eHo rperr,rpaHero Ha roJreMr{ yqacrrurr,
uplrJroxeHlae I{JrlI oKJIy3IrBHn npeBpb3Kr,r cneABa 4a ce n:6arnar rro BpeMe ua 6peueHHocr.

ce I,I3otfBa npe3



3a Aa ce u:6erHe BctKaKbB pr,rcK 3a Baruuro 6e6e, Bne ue rpr6na Aa r,r3rroJr3Bare Agnanrau Mnlxo, aKo cre
6peueHna r,ulu KbpMr,rre, ocBeH aro Baurnf,r neKap He Bn npe4uraure Apyro.

Enu4euuolofuqHl,I npofIBaHI,It coqar, qe BeposrHo Mo)Ke Aa rrMa [oBr4rrleH pr,rcK or ycrHrr rrenKr.r cpeA
HoBopoAeHI,ITe oT )KeHLI, KoI,ITo ca 6uln nerynaH[ c DrroKoKopTr,IKor,r,{u rro BpeMe Ha rrbpBoTo Tpr,rMeceque
or 6peuerurocrra.

Krpueue
He e ugnecruo AIIJILI MerI,IJInpeAHu3oJroHoB arlenoHar ce orreJrr B rroBerrrKara KbpMara He e n:eecrHo A€urr{
JToKUIJIHo rIpI,IJIoxeHIIr A,4saHraH Mrxro Moxe Aa AoBeAe Ao cr,rcreMHo orAersHe Ha MerrrJrrrpeAHr.r3oJroHoB
AIIENOHAT AO YCTAHOBI'IMH KOJIIIAICCTBA B qOBCIUKATA KbPMA.

Axo Baruuxr lerap Bu e rpeAnr,rcaJr yuorpe6ara na AAnaHraH Mrsro AoKaro KbpMr{re, He npularaftre
neKapcrBoro Bbpxy rbpAI4Te. He no:sor.f,safire ronraxr na Baruero 6e6e crc 3acerHarr.rre o6tacru.
TperupaHero Ha roJIeMI,I yqacrbllll, npoAbJrxr,rreJrHo [pr.rJroxenne vrLr oKJry3r,rBHrr npeBpb3Kn cJreABa Aa ce
us6r'rnar no BpeMe Ha KbpMeHe.

IlloQnpane u pa6ora c Marrr.rHrr

AAnanran Mrrxo He BJrr4re Ha cnoco6nocrra Ha ruoQlrpaHe u pa6ora c Marur{Hr4.

3. KAK AA I43IIOJI3BATE AABAHTAH MJIflKO

Bunarn usnorsnaftre AAsaHraH Mnsxo rorrHo raxro Bu e Ka3aJr Barun-flr JreKap. Aro He cre cr,rrypHr,l B
HeIIIo, nonlrrafire Baruur JreKap r.rnrr Oapuaqenr.

B cny.raft qe Baruusr JreKap He e [peArrncaJr Apyro, o6uqafiHara Ao3a e KaKTo cJreABa:

rpx6na Aa npllllarare AAsaHraH Mnmo Ha rbHbK cnofi eAuH nbr AHeBHo B6pxy nopa3eHrare KoxHr.l
yqacTbul{, KaTo ro BTpuBaTe neKo;
[o npI,IHuI{n npoAGnxI,ITeJIHocrra Ha rrprlJroxeHrre He rpa6na Aa HaABlruasa2 ce4uuLlll. BuHarra
orpanuvaaaftre BpeMero Ha JreqeHue Ao Bb3MoxHr,rf, MtrHr.rMyM;
aKo Koxara Bu ce uscytuaBa npeKoMepHo, MoJrr nocrnersaftre ce c Baruur JreKap. BrsMoxHo e Aa
IIMaTe HyXAa OT AOnTJIHUTeJTHO neqeHue C Ma3, perylupaqa Ma3HuHr4Te.

Ilequarpn.rua nonyraulrq

He e neodxoAuMa KopeKIII4t Ha Ao3ara A,qsaHrau Mnrxo npu flpr,rJroxeHrre upu 6e6era ua arrpacr naA 4
Meceqa, Aerla u rcHorrrlr.

A4naHraH Mnmo He e noKa3aH :a ynorpe6a [pr4 Aerla Ha Bb3pacr noA 4 rrreceqa, [opaArl rrurrcura Ha AaHHr4
orHocHo 6egonacHocrra.

Aro cre H3noJr3BaJrrr floBeqe or Heo6xoAuMara Ao3a AAnaHran M.lqrco
He ce oqar<sa pucK rrpu eAHoKparHo [peAo3r]pane (rnrpae roJrrMo KoJrr{qecrBo, TBbpAe roJrrMa 3acerHara
noBbpxHocr I,III.I rBbpAe qecra ynorpe6a). flocroaHHoro [peAo3r.rpaHe Moxe.qa [peAr,r3BrzKa HexeJraHkl
peaKrlr,rr, (nnNre ro.{ra 4. Brguoxuu HexeJraHlr peaxqulr).

Aro cre nponycHann Aa [3non3Bare AIsaHraH Mlqrco
He npllnarafire Aaofina go:a AgnanraH Mllxo, 3a Aa KoMneHcr.rpare rrpo[ycHarara Ao3a. flpo4uxere
ynorpe6ara raKa, KaKTo Bu e npe4nucaHo or Baruux neKap r4Jrr{ cnopeA onucaHr,rero B JurcroBKara 3a
naulreHTa.

Axo cre cflpeJrrr ynorpe6ara na AInaHraH M.nqrco



Aro cre cnpeJll,r yuorpe6ara na AAsaHraH Mmro npexAeBpeMeHHo, Haq€[JrHr.rre cr,rMmoMr{ Morar orHoBo
Aa ce notBflT. Mo.tt.l, yBeAoMere Baruux JIeKap rlnr,r Qapnraqerr [peAr,r Aa npeycraHoBrare JreqeHuero c
AreaHran Mlsro.

Axo nuare HIKaKBLI AolbJIHr4reJrHr.I Bbnpoclr, cBbp3aHr4 c yuorpe6ara Ha ro3r,r [poAyKT, rraols nonuraftre
Bauu.fl leKap r4rr,r {aprraaqenr.

4. Bb3MO)I(HTIHEXEJIAHI,IPEAKIIIII4

Karro BcLIqKI,I JleKapcrBa, A4nanraH Mraxo Moxe Aa npeALr3BHKa He)KeJraHr.r peaKqr,ru, BbnpeKr,r qe He
BCeKI,r rll nonr{aBa.

Oqenxata Ha HexeJIaHLrre peaKIItIr4 ce ocHoBaBa Ha cJreAHure qecrorrr:

Muoro secrr,r:
9ecrn:
Heqecru:
PeArlr:
Msoro peAKr4:
HenggecrHr.r:

lporBrBar ce flpu noBetre or I naqzenr na l0 naqueHrn;
nporBrBar ce nplr I lo l0 naqtreHrr{ Ha 100 naurreHru;
nporBrBar ce npu I ao l0 [arlzeHrlr Ha 1000 [aqr{eHrr,t;
rrporBrBar ce rrpr4 I ao l0 naquenrr,r Ha l0 000 rarlrreHrpr;
npotBtBar ce npil I .qo l0 rarlzeHrr,r na 100 000 naquenrrE;
gecrorara He Moxe Aa6t4e onpeAeJleHa Bb3 ocHoBa Ha HEUILITIHI,ITe AaHHL.

Vecru:
- noKuulHn KoxHu pa3ApasHeHla{ Ha Mrcroro Ha npunoxeHne (nanp. yceqaHe sa uapeHe)

Heqecru:
- 6onra Ha Mtcroro Ha rrpLtJIoxeHI,Ie,
- ctp6eN Ha Mrcroro Ha npruoxeHue,
- Mexypqera r,r rrycryJru (rHofiHu nrnxu) Ha Mrcroro Ha npr,rJro)KeHue,
- JIIOTIEHE HA KOXATA,
- [oBbpxHocrHo piBparurBaHe Ha Ko]Kara (ercQonr,rpane na roxara),
- KoxHH Qucyplr,
- BJrOrUaBaHe LIJIU IOBTOpHO nOrBrBaHe Ha eK3eMa.

I4guonssaHero Ha [porllBoBb3nEurr,rreJrHr,r JreKapcrBa, T.Hap. KoprktKocrepou4u (xaro aKTuBHara cbcraBKa
ua Agnanrau Mnmo), Bcpxy Koxara Moxe Aa npeArl3BrrKa cJreAHr4Te HexeJraHr.r peaKrlrru. Te uorar 4a ce
notBf,T oco6eso cJreA npoAbJDKlrreJrHa ynorpe6a:

r,r3TbHrBaHe Ha Koxara (arpoQnx),
cyxa Koxa,
3aqepBqBaHe (epureua),
norBa Ha rrepBeHr,r uerHa (releaHruerra-:ux),
Bb3rraJreHr.re Ha Solurynlare Ha Kocara (Qolurcynnr),
cTpuu,
AKHC.

cneu[Ou.IHo Bb3nilreHue Ha Ko)r(ara n o6nacrra Ha ropHara ycrnau 6pa4ra.rara (nepraopaleH
4epuarur),
zurepruqHa peaKrlr{r Ha Ko)Kara (roHraxreH Aepuarur),
npoMf,Ha B IIBeTa Ha KOXaTa,
3aczJreH pacTe)K Ha KocaTa,
He)KenaHI,I peaKrlr,r[ MoraT Aa ce nposBrT He caMo B 3acerHaTuTe oT JIeqeHLreTo qacTr{, Ho 14 Ha
HanbJIHo pa3nI,IrIHu Mecra IIo rtJloro. Tona ce cJr) rBa, aKo aKTr.rBHoro BeIIIecrBo (xoprmocrepolll) e
a6cop6upaHo or rtJloro npes Koxara. Toea Moxe HanpnMep Aa yBerr{qu H€rnrraHero B oqr{Te

I

(rnayrorraa).



AKo HqKor or HexeJlaHure JreKapcrBeHr{ peaKrlr{lr craHe cepr4og*a, vrvr ra6erexlrre Apyru, HeorrucaHu B
T:BI4 Jlr.rcroBKa HexeJraHr,I peaKrll{u, Mont yBeAoMere Baurus neKap I,IJrlr Sapuaqear.

5. KAK AA CbXpAHflBATE A,{BAHTAH MJtflKO

Ctxpanarafire Ha Mrcro, HeAocrbnHo 3a Aerla.

,{a ce crxpaurBa noA 30 oC.

He zgnongsaftre AAnanraH Mnsro cJIeA cpoKa Ha roAHocr, or6ersgaH Bbpxy KaproHeHara orraKoBKa r{
rydara. Cpoxrr Ha roAHocr orroBapr Ha rrocJreAHr4rr AeH or nocotreHr4r Meceu.

Jlerapcrrara ue rpr6na Aa ce I,I3xBbpJrrr B KaHulJrr{3arlr,rflTa ruu s roHrefiHepa 3a AoMarxHr,r ornaAbrrlr.
llonurafire Baurug Qaprraaqear KaK Aa yHrrrqoxr{Te HenyxHr,rre Bn nerapcraa. Teslr MepKr{ rqe cnoMorHar
3a ontBBaHe Ha oKoJrHaTa cpeAa.

6. AOIrbJIHr{TEJIHA rrHOOpMArIrrfl

Karso cbAbp?Ka AAnanraH MJrqKo

AxrusHoro BeulecrBo e : Merr.rJrnpeAHr.r3oiroHoB arlerroHar.
I g Aepualna eMyncufl, cbAbpxa I mg uernnnpeAHn3oJroHoB arle[oHar.
,{pyrure cbcraBK}r ca: cpeAHo-BeprdxHtr lpnrruqep[Ar.r, Kanprrno-Kanpr,rK-Mr4pr,rcrnK-creapr,rHoB
TpLrrJII,IqepI4,4, uarporol-2-creapruIoB eTep, MaKporon-27-ueapuJroB erep,6eugnnon aJrKoxoJr,
AuHarprreB eAerar, HrurlepoJr (85%), rpeqr4creHa BoAa.

Kax usrrexAa AAnaHran Mrcro rr KaKBo cbAbpxa onaKoBrara

AAsaHraH Mlxt<o e 6r.:'r'a, Henpo3par{Ha eMyJrclu 3a npuJroxeHr,re Bbpxy Koxara (no4o6ua Ha rr,rne.reu rpeu)
t,r ce npeAnara e ry6u or:

IlpurexareJr Ha pa3peuenr.rero ra ynorpe6a H nporr3BoAr.rreJl

flpureNarel Ha pa3perxeHr{ero 3a yuorpe6a:
Intendis GmbH
Max-Dohrn-Strasse l0
10589 Berlin
fepuauna

llponseo4urel:
Intendis Manufacturing SpA
Via E. Schering 21
20090 Segrate, Milano
Ilrasms

.{ara na nocJreAHo oqo6peune Ha JrucroBKara XX/XXXX.


