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KPATKA XAPAKTEPIICTIIKA HA IIPOAYKTA

1. I,IME HA JIEKAPCTBEHI,Ifl TIPOAYKT

Acerbine - ointment
Aqep6nn - rraas

2. KAIIECTBEH I,I KOJI,IIIECTBEH CbCTAB

I g crlrpxa crreAHlrre aKrLtBHr.r BerqecrBa: 4.5 mg Dl-*di;*:ia,iotifigttiizbtb-act6y$,:
mg salicylic acid.

1 g crArpxa cJIeAHLITe aKTI,IBHIT BerqecrBa: 4.5 mg DL-s6rr.rHaKvrcenvHq0.5 mg 6engoena
Kr,rcenr,rHa n 0.133 mg cairr,rqkrJroBa Kr{ceJrr.rHa.

flonaorqnr.r BerrlecrBa: 0.3 mglguerun-4-xnAporcz6eusoay 0.T mg/g uponnt-4-
xn4porccu6eH3oar.
3a urnnr,ts crrucbK Ha aKTprBgr,rre BerrlecrBa. BLDK ro.rra 6.1.

3. JIEKAPCTBEHA OOPMA

Mas - 6esqnerHa u 6es uupllc.

KJIHHATIHI{ AAHHII

TepanenrurrHrr rrona3 amrtlri

Koxnu HapaHrBanrrr Karo pffitr, vr3r:aplrmus., cJrbl{qeBo n3raprHe.

JIe'{eHI'Ie Ha rloBbpxnocrHl4 I,I Au6orz paHr.r c uttu 6es nnserqna, TpoQr,rqu:a panrr (traup.
BeHo3HI{ xarr,r, 4za6etno crbrlarlo l.r 4ery6uranun panu). Irlrraa 6naro[prrrreH e$err sa
upeAorBparsBiure Ha xuueprpo$r,r.nru 6ere3r.r H KeJroH,4H.

4.2 .{osnponxa rr HarrrrH Ha rrprrJroxeurre

Aqep6nn-uir ce HaMa3Ba JrecHo. Ocnosara Ha Ma:|Ta e c Hr.rcKo cbAbpxililre Ha Ma3HlrHr.r u e
rlo.ryoA{Iqa 3a [pI,IJroxeHI{e Ha cbJr3rrrp.t paHu, HenoKp}rrr.r qacrrr Ha rrrJroro (naup. nnqe) u
OKOCMEHI{ qACT}I HA T'JIOTO.

O6uqafiHara Ao3a za6e6era, Aerla rn Bb3pacrHr.r e:
Aqep6un-rratB ce Harract Ha rbubK cnoft l-2 ubrr{ AHeBHo, cJreA Koero piu{ara Moxe
rroKp]Ie cbc crepl4Jrua upeBpb3Ka aKo e neo6xoAuuo. B saBr,rcfiMocr or roJreMr,r
ce upr,rJrarar o6uruoseno or 2 Ao 7 gAqep6rur-rtras.

flpo4rnNureJlHocrra na ynorpe6asaBkrctr or HaupeABarrero Ha o3ApaBr,rreJrH

4.

4.1
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4.3 [porr.rnonoKa3anrrfl

Cnprx'ryncrBl'ITeJlHocr KbM aKTI,IBHrrre BelrlecrBa rrJllr HtKoe or [oMolqnr,rre BerrlecrBa.

4.4 cneqnanrru npeAynpexAenrrq n rpeArra3rrrr Mepxn npu yuorpe6a

IIpu o6mupHrl HapilrrBarrns. u vsrapsnurs, a cbrqo raKa rrplr yuorpe6a upu rro4roroBKa 3a
TpaJrcnnaHTarlur e HyxHa KoHcyJrTarlr,rfl c neKap.

flpr'r npannnua ynorpe6a Aqep6un-Ma3 ce rroHacr,qo6pe: orAeJrnr,rre KoMloHeHTr,r Mofar ra
lpe,qrBBl{Kar Apa3HeHe Ha Ko)Kara (6eu:oega KlrceJr}rHa, cuuruqr,rJroBa Kr{ceJrr{Ha.
npour.rJreHrururol).

flpz nonopoAegr.r He ce fipenopbrrBa yuorpe6ara na Aqep6rrH-Murs.

flpv rcxru HapyrlreHlrll na 6r6peuuara Qynrqnx Aqep6nH-Mru| ne rpx6na.qa ce rprnara Bbpxy
roJrrMa [oBbpxHocT wrpr 3a AbJrbr rrep[oA oT BpeMe.

flpo.4yrcrrr ue rpx6na la6rle B KoHTaKT c JuraBlrqr.rre oco6eno oKoJro ycrara r,r orrr.rre.

4.5 BsanDroAeficrsue c Apyrn JreKapcrBeHrr npoAyKTrr rr Apyru $opnru Ha
esanDroAeficrBrre

HtMa npofrBaHl-It 3a B3allMoAeftcrsuma: Aocera ne ca na6nroAaBarru nsaurdo,{eftcrBrrr.

Bce nar cawlqlrnoBara KnceJllrHa Moxe ,4a cnoMorHe pesop6qu.f,Ta Ha Apyrur JreKapcrBeHr.r
IIpOAyKTr.r, npEnoxeHr,r Bspxy c6rrlaTa rroBbpxHocT.

4.6 Epeuennocr rr r(bpMeHe

Ynorpe6ara rro BpeMe na 6penaenHocr lr KbpMeHe e rro fiprrHrlrrrr Bb3MoxHa.

Hnaa KJrlrHI'ItrHLI AaHHn orHocHo yuorpe6ara na Aqep6uH-Ma3 rro BpeMe na 6peuennocr.

ErcnepuueHT:trIHLITe npo) rBtur[s rrpu xr.rBornrl He rroKtt3Bar upsKo ]IJr]r HeflptrKo BpeAHo
srsAeficrBue Bbpxy 6peuenuocrra, ela6puonansoro/$eranno prBBHTrre, paxAausro r,rJrr,r
rlocrHafturHoro ptt3Bllrue (nux rotlKa 5.3). Vnorpe6ata na Aqep6r,rn-Mul3 Aocefa He rroKrBBa
ue6laronpvsrnrr eSerrra Bbpxy 6penaennocr:rakrrr:a 3ApaBero na Seryca (lronopo4euoro 4ere).

Ynorpe6ara upll 6peuennu rrlu KbpMarrru rpx6na ra6tre c [oBrrrrreuo BHr{Marrrre, B To3r,r
nepuoA Aqep6un-rr,ras rpx6na Aa ce [pr,rJrara caMo Bbpxy M{rJrKr{ rroBbpxHocrlr.

Calnqulonara Kficenrrua [peMI,IHaBa rrpes nnaqeHTara rr cbrqo Mo)Ke Aa [peMrrne B Kb
Hmaa [poyrrBaH[s Bbpxy elpexta Ha cafluqunoBara KrrceJrrrHa Bbpxy flporuqaHero t*islHui..,,t.=,
6peuennocrra u repruararrHrrre rapaMerprr . /rl,t$L:'- _;--{,i

/,/-au7*'ikt .'.\'
rlo npenae Ha K'pMeHe Aqep6un-Mru! He rpx6na Aa ce rp'Jrara B'pxy rbp,wrre. ff a-[itai;ii; -'i?

\\?Vw*#,!,i !,
"''ti>- - - - -'.i o{\-,'l*-$1i)'''-
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4.7 EQenrn Bbpxy croco6Hocrra 3a mo0rpaHe rr pa6ora c MamrrHrr

Aqep6un-rr,ra3 He uoBnuffiakrlwr rroBJrr{J{Ba npeHe6pe)Krrnao cnoco6Hocrra sa morfupane u
pa6om c MarrrlrHr{.

4.8 HexenannJreKapcrBerr[peaKrlnr

Cle4 upunaraHe Aqep6r,rn-rraa3 qecro BoAr,r Ao rrpexoAno yceqzure 3a rorrJrr{Ha, cJreA Koero
laqrreHTsT rryBCTBa 6spso lr upoAbJrxc.rreJrHo o6nenqeH[e ua 6omara.

PrAro Moxe Aa ce rIoJIfrlI JIeKo 3arrepBrBaue a Ko)Kara, yprrrKaprraneH Ko)Ken o6pnn Bbpxy
3ApaBara rBKaH oKono rperr.rpaHara o6naq c HaparrrBaHrrr.

B unoro peAKH cJlrrau Mo)Ke Aa ce uorBu HelrBecrHa [peArr roBa afiepruqHa peaxrlLrfl.Ha
cBpbxqyBcTBl{TeJrHocr (rouraxfiro censu6unzaupane) KbM carruqr.rJroBara K}rceJr}rHa.

Mnoro ptAKo, naetun-4-xIa4porcu6eH3oar r,r upouur-4-xr,rApoKclr6ensoar Mox(e Aa rrpeAr{3Br.rKar
peaKrlr,rfi Ha cBpbxrryBcTBnTeJrHocT, BKJTTOTMTeJTHO r,r KbCH]r peaKrl[]r.

4.9 lfpego:upaue

Hnraa cro6rqeuras 3a rrpe,qo3r,rpaHe.

flo npeue Ha JIeseHI,Ie Ha roJUIMa rroBbpxHocr c BrrcoKrr Ao3r,r, oco6eno [pr.r Aerla, Moxe Aa ce
rrof,Btr rIpLI3HarIu Ha [HToKcr.rxaqr,rr (canuqurmsru) uopan]r c]rcreMHara pesop6qr{r Ha
cawIqLIJroBa KHceJrrIHa. llpusuaqute ca croMztuHo-trpeBHu cr{M[ToMrr Karo ra,qeHe, rroBpbrqaHe
il cI{MIIToMn Ha IIeHTpanHara HepBHa cr,rcreMa - gaMaftsaue, rrano6onue, o6rpraHocr, rrrw B
yilII,ITe r,r lB[oTrBaHe.
Brn nucorn Ao3I4 caJlraqrrJroBara Kr.rceJrrrHa Mo)Ke Aa rrpeArr3BuKa MlrKpoKpbBor,r3JrlrBr,r r{ Moxe Aa
yAIJDKI,I BpeMero Ha KbpBeHe .rpea uuxu6upilre arperaqr{rra na rporra6oqurnre. Tegu
oI{MTIToMI,I Mo)Ke 4a ce ras6efHar qpes HilMnrrrBarre Ao3ara r,r npoAbJr}Kr.rrerHocrra Ha JreqeH}re.

5. OAPMAKOJIOTIFIHII CBORCTBA

5.1 Oapnrarogr{HaMrrqHrrcnoftcrsa

OapuaxoreparreBTlrrrua rpyna:

ATC roa:

,{eplaaronorurmu cpeAcrBa, rrpelapar}r 3a JrerreHr{e Ha sgBv, u
palJu, Apyfrr qr.rKaTprr3lrpilqlr rperaparH.
DO3AX

Aqep6ran e 6esqserua Mz!3, c Heyq)aJreH Mrrprc rr Kr,rceno pH sa rprrJrafane Bbpxy roxara. Ts
npllTexaBa auTlrcenrllrrlro rr aHarrerr{qno Aeftcrsue r4 rro,uroMara 3traApaBflBaHero Ha parr}rre.
Aqep6uH croMara 3a orAeJrrHe Ha ecKyAar u o6pasyBaHe Ha crpyner, o6pasynan*o,Zgt*1--;F....
rpaHyJlaqnouHa rbKau r,r e[r,rreJr. Cnorraara 3a LrHKoplopfipanero Ha Ko]KH]r
ocnoBara Ha carll{rlznoBara KrrceJrrrHa, oKa3Ba 6naronpzrren e$err Bbpxy
I{eKpoT}rrrHaTa TbKaH oT rroBspxHocTTa Ha piuraT4 crroMara 3a oopa3yBaHeTo Ha
npluIyJIaIIlroHHa TsKarr LI 3a errune nu3atr\Lrfl..
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flfrnwtaraKl'IceJlllna rroAnoMara Mera6onu3Ma r,r paBnoBecr,rero Ha requocrr,r B oonacrra Ha
parrara I'I orcrpaHtBa lr3nuIrrHI{JI BbrnepoAeH Ar{oKcr,rA, Koero Aeficrea 6naronpr.rxlro Bbpxy
npoqeca Ha 3a3ApaB{BaHe.

9pes rulcelata pH Aqep6nn-rra3 rlpeAorBparflBaanKaJrlnaqutnataparrara, Koero Moxe Aa
AoBeAe 4o nn$exqus.,uI crrtMylrlrpao3ApaBr,rreJrHr.rr lpoqec rro MHoro HarrrrHr{.

Ocnen roBa 3a3ApaBtBarrero Ha pilrara ce noAAbprca or aHTr,rcerrrr{rrHr.rs, anru6arcrepr{aJreH r,r
ilrruMlrKorr,ruen e$err na 6engoen ara n caJrnqlrnoBara Kr,rceJr[Ha.

5.2 @apuarcorcrrnerrrrrHrr cnoficrna

Canlrrlnnonara KI4ceJrI,IHa ce peop6upa 6rpso v ce pa3rrpeAeJr{ B rlrlroro rsno. HracKr.rrr
pa3npeAeJII'ITeJIeH o6eu 0.17 llkg ce Abnxn Ha Br{coKara crerreH Ha cBbp3Bzure c rra3MeHrs
nporel'IH (80-90 %o) uaczIJII,IqI,IJIoBara Kr,rceJrrrna. Cy6crauqr{Jrra ce rvrera6onvsuparbpBrawro B
rIepHI'It ApO6, xaro npu6nlr3r,rreJrHo l0 %o Ce enrrMHHlrpar B HerrpoMeHeH BI4A vpes 6r6perlrrre, a
80 % uoa (foprraata Ha caJr[qwrypar rr rJrroryporua4. Bperraero Ha noJryeJrr,rMr,ruLrpsne or
[Jr€u]Mara Ha aHaJrfervrrmara 4osa (orolo 0.5 g) e2-3 qaca.

HsMa rrpofrBilrl,Ir sa pesop6q]urra Ha 6eH3oeHara Kr,rceJrlHa or Koxara ]r or paH]rre.
Bengoeuata KLIoeJILIHa ce pesop6upa or croMarrrno-qpeBHus TpiIKT, cB6p3Ba ce c rlrr,nluu B
qepHI'It 4po6 u 6rpso ce eJII{MLIHnpa or 6t6pequre no4 Qoprraara Ha xr,rrypoBa Kr{cen}rHa.
BeHsoenara Kr{cen}rua He ce 3arra3Ba B opraH[r3Ma.

Flnraa [porrBaHur Bbpxy $aprvrarornnerrrKara sa sls,nqatara KrrceJrr.rHa.

5.3 llpe4rc.nnrurrH[ AaHHrr ga 6egouacnocr

flpe4xlunuwrr.I e$erru ca na6nroasaHr{ rrpn eKcno3r,rq]rpr, 3a Kouro ce cqrrra, qe ca 3HarMTeJrHo
[o-roJIeMI{ or MaKcI,IMtuIHara reparreBTrrrrHa Ao3a rrpu xopa. Penenarrrnocrra rrpra xopa ce cruTa
3A MAJIKA.

6. OAPMAIIEBTAIIHr,I AAHHTI

6.1 Cnucrn Ha rroMouurrre BerrlecrBa

flponulen TJTLIKoJI, flporrunen ilrrrKoJr MoHoMuular, uerur-4-xngpoxcn6eH3oar, upouul-4-
xngporcn6eH3oar, rcanulpnn 1 5, 6enar.uroB aJrKoxoJr, rrpeqlrcreHa BoAa.

6.2 HecrsprecrrrMocrrr

Xeneguu (III) conn (o6pasynane Ha KoMrrnerc), fio4 (upeqnuurnpane), 6oparc
(ueyrpanrasaqzx).

6.3 Cporc Ha roAHocr

3 ro.urann.
Cpox ua roAHocr cJreA orBaprue Ha onaKoBKara: 12 rrleceqa.
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6.4 Cneqna.rrnn upeArra3Hrr MepKlr rrprr cbxpaHeH[e

flpn rcuuep urypa nog 25" C.

6.5 Bul n cbcraB na rconrefinepa

Anyrvrr,rHr{eBury6r4 c [oJrr{er}rJreHoB}r Karrarfic{ rro 30 g, B KaproHeHr,r Kyrr.rr4.

6.6 Vrcagauns 3a rr3xBbpJrflHe

Heugno.irgsannflT [poAyKT I{JrrI orrra,qbqur,rre Marepr,rzurr.r or Hero rpr6na,qa ce r6xBbpJrsr B
CbOTBETCTB}IE C MECTHTITE }I3I{CKB AHN[.

7. IIPTITE}ITATEJI HA PA3PEIIIEHI,IETO 3A YIIOTPEBA

Pharmazeutische Fabrik MONTAVIT Ges.m.b.H.
6060 Absam, Austria
phone: 43 0 5223 57926 0
fax:43 0 5223 57926 Il
e-mail : pharma@montavit. com

8. HOMEP HA PA3PEIIIEHTTETO 3A YIIOTPEEA

2007012r

9. AATA HA IIbPBO PA3PEIIIABAHE / IIOAHOBflBAHE HA PA3PEIIIEHI,IETO
3A YIIOTPEEA

07.t2.2007

10. AATA HA AKTYAJIII3I,IPAHE HA TEKCTA

07.2010

HATII,IH HA OTIIYCKAHE

Jlerapcrneur[rr [poAyKT ce orrycKa 6es peqeura, curMo B af,rreK]r.


