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3EtlPEH I43BEIUTAJ HA OGOEI4H4TE HA IEKOT

Moxilen, KancyJll4 250m9 n 500m9;

Moxi len,npauoK3anepopanHacycneHsi l ja l25mg/Sml ;

Moxilen $opre, npauoK 3a nepopanHa cycneH3ilja 250m9 / Sml;

Moxifen, aMnynn sa ranjerqvu2S0mg / 500m9 n 1g

llporseoghren:

Medochemie Ltd, P.'

1-10 Constantinoupoleos, P.O. Box 51409,

Limassol, CY-3505, CYPrus
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36utpen useeulraj Ha oco6nHilre Ha neKor

1. t4ME HA TIEKOT

Moxilen, Kancynil 250m9 n 500m9;

Moxi|en, npa[UoK 3a nepopanHa cycnerrsraja 125m9 / 5m|;

Moxilen Sopre, npauoK 3a nepopanHa cycneH3uja 250m9 / Sml;

Moxilen, aMnynn sa ranjerqwu250mg / 500m9 H 1g

2.KBAnnTATHBEH14KBAHTL|TATI4BEHcocTAB

"Moxilen" KancynilTe

rpr4xt44par E.P.

"Moxilen" npauoK 3a

Sml unra 250m9 lSml

co,qpgaT eKBnBaneHT 3a 250mg un4 500mg aMOKCt4qnnnH KaKo aMoKcl4qrnuH

nepopanHa cycnensraja, nocne peKoHcrl4ryrlrajara co.qpxr eKBrBaneHT ofl 125m9 I

("Moxilen" Oopre) aMoKgt4qilfl1llH KaKo aMOKcl4qunuH Tpl4xn4par E'P'

"Moxilen" aMnyn[Te 3a ranjerqura o6es6egyBaar

KaKo aMoKct4qrnnH Tprxr4gpar E'P'

3. OAPMAqEBTGKA OOPMA

eKBrBaneHr oA 250mg, 500m9 ttntt 19 aMoKcl4llilnfiH

,,Moxilen,, Kancy;l4 250mg Kancynh ofl TBpfl xeflaruH, 3a nepopanHa ynorpe6a

,,Moxilen,, KancynH 500mg Kancynil o.q TBpA xenarr4H, 3a nepopanHa ynorpe6a

,,Moxilen,, npaluoK 3a nepopanHa cycneHsnja 12bmg / Sml, npauoK 3a peKoHcrt4Tyqilia, roja no

peKoHcrt4ryqrajara AaBa pacrBop 3a nepopanHa ynorpe6a

*Moxiren,, 
eopre nparuoK 3a nepopanHa cycneH3rlja 250mg / 5ml, nparuoK 3a peKoHcrurryqraja' roja no

peKoHcrt4ryr4ajara .qaBa pacrBop 3a nepopanHa ynorpe6a

,,Moxiren,, aMnynu sa unjerquil coApxar 250mg, 500mg vtnn 19 aMoKcr4qrnfiH KaKo HarpmyMoBa con'

npe3eHTilpaHa KaKo crephneH npaujoK 3a peKoHcrraryqraja' 3a napeHTepanHa ynorpe6a'

4. KnnHnLlKr noEATOql4

4.1. TePaneercKn 14H41lKaqHn

Tpernltan Ha nHSerqnu:
*Moxilen,, e anrn6,orux co rur4poK cneKrap HaMeHer sa rperilpahbe Ha 6arrepncru un$erqnn

npe'il3Br4KaHn o,q ocernnBn MnKpo opraHnsuur. flpnMepta 3a BaKBul nnQeKlrau ce: uH$erquil Ha ropHt4or

pecnnparopeH TpaKr, orr4Tr4c Meflna, 6ponxnrnc (aryreH n xpoHt4L{eH), no6apHa 6ponxonneyuonnja'

xpoHr4LrHa 6ponxrajanHa cenca, 6axrepr,,ypraja ao reKor na 6penaenocrE."iinc,rdr}'19*,,n"nolesprrrc'

yperpilrr4c, ruHeKorloLuKt4 unoerqnn (cenrmueH a6opryc, BKnyqr'rrenf,Q.r{.nygpnepallHa qencal. 
lo:.lilj

nepmroHr4 rt(c tA nnrpa-a6AoMnHanHn Cench, cenrnreunja, oaraetrilrc6u elAoKap4l4J, eqaAilKaqnja Ha
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36upeH n3Beuraj Ha ocoo,lHlre Ha reKor

Het icobacterpylor inpnAyoAeHaneHunlracTp!, |qeHynryc(aoKoM6uHaqujacoApyr[TepaneBTcKt4

areHcn), rr4sycHr4 n napaTusycHn rpecKu, uHse(qtru Ha Koxara u MeKhTe rKuBa, AeHTaneH aocqec npn

xr4pyptllKal xHTepBeHLUJa BO yCTaTa.

npoQt,tnaKca Ha eHAoKaPAI4Tt4c:

xaj naquenru co pt43r4K 3a pasaoj la 6arrepucrn eHAoKapAuTuc npn xlpyptlll{t4 [HTepBeHqun (raxo uro e

BaAebeToHa3a6),.Moxi|en',-oruoxeAaceKopucrusanpeaenqujaoAoaKrepueMvlja.

FpaM n€url4BHt4 M14Kpo opraHnSMr t{ycrBurenHx Ha "Moxilen':

Streptococcus faecalis, Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus viridans,

Sfreptococcus aureus (cauo qyBcrBurenHure st AoBr4), Clostridium sp., colynebacteium sp., Bacillus

anthracis u Listeia monocytogenes

l-paM xerarueHu M14Kpo opraHu3Mt4 qycrBurenHx Ha "Moxilen':

Hemophitus influenzae, Echerichia coti, Proteus mirabitits, Satmoneta u Shigella sp., Bodetella peftussis,

Brucetta sp., Neisseria gononhoeae u Neisseia meningitides, Vibrio cholerae u Pasteurella septica.

4.2. Aosnpalbe ll HaqnH na ynorpe6a

Tperuan na nnQeKqllll

flosara 3a Bo3pacHra (exnyqnrenHo u nocrapu naqueHru):

Opanno:

CraH,qaplqHa,qo3a 3a Bo3PacHn:

250mg rpil narn ,qHeBHo, co 3roneMyBalbe na 500mg rpn narH AHeBHo xaj noreulxn uH$erqnu'

Tepanraja co BytcoKil ,qo3n (uarcnnnanHa npenopaL{aHa opanHa Eo3a e 69 AneBHo, nolqeneHo Ha 4OSU):

,[o3rapan e Co 39, ABa naTu RHeBHO Ce npenOpaqyBa BO 0OOABOTHn cnyqan 3a TpeTilpaH'e Ha TeUKa ilnn

noBropnilBa nypyneHrHa ran$erqrja Ha pecnuparopHl4or rpaKr.

KparxopoqHa rePanuja:

E4nocraeHa aKyrHa n'sexqraja na ypilHapHuor rpaKr: ABe,qo3n oR 39 co pacroja*te oR 10-12qaca

ueiy Ao3ilre.

,[enranen a6cqec: EBe Ao3t4 oA 39 co pacrojaHile oR 8 Llaca ruefy rqo3ure'

l-onopea: e,qHa,qo3a oA 39.

HapyureHa 6y6PexHa SYnxquja:

Knrapenc Ha KpearnHilHor > 30ml/rrann: Henaa norpe6a oR npnnaro,qyBaFbe.,:::: ,i;r,i '"'"r,, .,,,,,,

Knnpenc Ha KpearilH14Hor 10-30m|/M14H: AuorcnuvntA+ MaKcvlMyvr 500mg"grBaina,[n gleBHo
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36rapen nseeulraj na ocoOttHilTe Ha fleKor

Eo3upatbe xaj geqa (go 1O-roAnuHa Bo3pacr)

Opanxo:

CraH4aP,qua 4oea Kaj Aeqa:

l25mgTp, lnaTuHaAeH,co3roneMyBaH'eAo25omgTpt4naTt4AHeBHoKajf loTeuKuunQerqnu.

fl poQrnarca Ha eHAoKaPAurxc:

fleHranHu nPoqeAYPI'l:

flposunaKca raj naquenrn Kor ce noAno)ryBaar Ha BaAebe oa6u, vncrese Ha 3a6eH KaMeH ltru

Xl4pypt lKanxrepeeuqnjarojaroexny.ryeaIr IHt[Baf lHoToTKl4Bo,t4Kot4HenphMIneneHnuuIt , |He.qeH

MeceqHaHa3aA.(oco6enoBHuMaHne-naqueHT[TeconpoTeTcKacpqeBaBanBynaTpe6aAaceynaTaT

eo 6onHlqa - florneAHvl Bo npoAoxeHue).

flaunexru xou le 4o6neaar qenocua alecresnja'

noA 10 roAuHtl: llona ofl Ao3ara 3a Bo3pacHu'

floA 5 roAuuu: t{erBprrHa oA A6ara 3a Bo3pacHvl'

flemanrn nPoqeAYP14:

naqueHru Kaj Kou ce npenopaqyBa ynaryBabe ao 6onHrqa:

a)naqueHTy|HaKouTpe6aAauMceAaAeqenocHaaHecTe3uja,aKo'rnphMnneneHul l t4 ' lv lHBonepoAoT

oa eAeH Meceq HaHasaA.

6) naqneHru la rora rpe6a Aa l,lM ce AaAe qenocHa aHecre3uja' a Koh uMaar nporercKa cpqeBa

- BanByna.

a) naqnexru Kor npenexarle eHAoKapAnruc.

I-loR 10 rognutrta Bospacr:

Ao3ara na ,,Moxilen" Tpe6 a Aa6r,r,qe nonoBnHa oA rqo3ara 3a Bo3pacHt/l; Ao3ara Ha reHTaMnqnH Tpe6a fla

6r,tAe 2 wrh<r.

l-loR 5 roAiluHa BGpacr: ,qffiara na "Moxilen" rpe6a,qa 6u,qe qerBprl4Ha ofl fqo3ara 3a BO3paCHil; Ao3ara

Ha reHTaMilqilH Tpe6a Aa 6rAe 2 ttrlt<r.

onepaqra ja unw ilHcrpyMeHTaqfija Ha ropHr,lor pecnuparopeH TpaKT' 3a naqueHTilTe, ocBeH OH|/e CO

npoTercKa cpqeBa BanByna.

l-lo.q 10 roguurna Bo3pacT: nofloBt4Ha oE Ro3aTa 3a Bo3pacHil'

l-loR 10 ro,quuHa Bo3pacr: Ao3ara Ha "Moxilen" Tpe6a Aa 6ilRe nonoBfiHa o,q rqo3ara 3a Bo3pacHil;

Ao3ara Ha reHraMnqnH rpe6a fla 6ilAe 2 rur/rr.

Kaj naqraeHrilre co nporercKa cpqeBa BanByfia'

l-log 5 roflfituHa Bo3pacr: ,qo3ara na "Moxilen" rpe6a nqa 614Ae qerBprt4Ha ofl Ao3ara 3a BO3paCHn; AGara

Ha reHTaMUql4H Tpe6a lqa 6une 2 r'arlxr. 
r . ;,

l-loR 5 rOAiluHa Bo3pacr: LleTBprl4Ha oA Ao3aTa 3a Bo3pacHLl. :',

Hapyr.uer-ra 6y6pexHa QyHKqraja raj geqa co renecHa rexrFi?'.'tloA 40rr': .l
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36rper-r nseeuraj na oco6vtHtlre Ha neKor

KnupeHc Ha KpearnHnHor > 30ml/rrltnn:He e norpe6Ho npilnaro,qyBalbe.

KnupeHc Ha KpearnHtaHor 10 - 30 ml/ruun: 15 ur/rr, ABa narn Ha.qeH

Knrapenc Ha KpearfiHr4Hor < 10 ml/vrttH: 15 rrltr/rr KaKo e,qHa AHeBHa .qo3a

Moxilen 125 ml/Sml ce npenopaLryBa 3a Aeqa noMnaAl4 oA 6 ueceUu.

Ilpo$nnarca Ha eH4oKapgnrnc:

Cocroj6a

fiosnparue raj
BO3paCHl,l
(ernyvnreflHo tl
nocrapil nrqa)

flosrparue raj
Eeqa

3a6eneurt,t

nfleHran n ]4 n poqe,qypil :

flpo$nnarca 3a
naqileHTil KOt4 Ce
noAnoxyBaar Ha BaAeH)e
sa6vt, L{t4creFbe Ha sa6eH
KaMeH vnv xilpypLuKa
r,rurepaeHqnja roja rw
BKnyqyBa v fuHfnBanHnre
TKilBa 14 KOt4 He npnMane
neHilqilnnH Bo nepilofq o4
eAeH Meceq HaHa3a,q

(BHunltanne ilaqneHrYt
co nporercKa cpqeBa
BanByna rpe6a Aa ce
ynarar Bo 6onnnua
nornegHn nogony)

flaquenrnre He
Ao6ilsaar
LleflocHa
aHecreanja

3 rp. "Moxilen"
opanHo, 1 qac
npeA
oTnoqHyBaFbe Ha
npoqenypara.
,[oronry e
norpe6no, cneAHa
go3a MOXe ,qa ce
AaAe 6 qaca
no,qoLlHa.

l-loa 10
roAuHt4:

flonosilt-ta ofl
,qo3aTa 3a
BO3paCHLl

flo 5 ro,qilHn:

9ereprrna ofl
fqo3aTa 3a
BO3paCHn.

3a6eneura 1.
,[oronry
npoQnnaKcara co
"Moxifen" ce AaAe 2
NAT'A BO TEKOT HA
e,qeH MeceLl, Matla e
aepojarHocra fla
AojAe Ro npo6neu
oA nojaaa Ha
pe3ilcreHTH14
cTpenroKoKl4.
AnrepHarilBH14
atru6rtotuuu ce
npenopaqyBaar
floKonKy ce
norpe6nu noqecril
npoSnnarcn nnA
rqoKonKy naqileHToT
nMan rperMaH co
neHilLlt4tlt4H BO

nepnoE oA eAeH
Meceq HaHa3aA.

3a6euxa 2. 3a,qa ce
M14HUrManil3ilpa
6onrara nPil
lqaBaFbero Ha
nHerqnjara
"Moxilen", Taa Moxe
Aa ce AaAe KaKo 2
ilHeKqril oA 500m9
pacTBopeHn Bo
crepilneH 1%
pacrBop Ha
nr4AoKanH.
(nornegnn no4
ynorpe6a)

llaqneHrn Kon
Ao6ueaar
qenocHa
anecresuja:
AOKOflKy OpaflHnTe
aatn6uo'ruu,n ce
cMeraar 3a
coo,qBeTHn

3 rp. "Moxilen"
opanHo, 4 qaca
npeA flaBaFbeTo
Ha anecteorjara,
cnegeHo co 3rp.
opanHo (nnrt 1rP.
l.V. unv l.M.
AOKOfiKy OpanHara

AO3a He ce
ronepilpa) so
najcropo MoxHo
BpeMe no
onepaqnjara.

flaqreHrn Kou
Ao6ileaar
qenocHa
anecresnja:
AOKOflKy opanHure
anrn6nornqu ce
cMeraaT 3a
cooABerHil

1rp. "Moxilen" LV.
unu l.M.
HenocpeAHo npefl
rngyxqnjara; co
500 mg opanno, 6
L{aca noAoqHa

lenrannh npoLleAYPt4:
naqneHTil raj xon ce
n penopaL{yBa ynaTyBa Fbe
eo 6onnrqa:

llouerno: 1rp.
"Moxilen" l.V. ttlt,tt''t
LM, co 120m9
reHTaMilqran, i.V.'
nnn l .M, i i l i l l  

'1" !X
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36rapen useeulraj Ha oco6nHure Ha neKor

a) naqneHTn Ha KoLt
rpe6a Aa nM aafle
qenocHa aHecre3ria, a
KOil npnMune neHrqnnilH
BO nepiloAoT o,q e,qeH
Meceq HaHa3aR.

6) naqneHril Ha Kor
rpe6a iqa rM flafle
qenocHa anecresnja,
KOr4 mMaar nporercKa
cplleBa BanByna.

a) naqnenril Ko14 nMane
efleH ilnil noBere nanaEn
Ha eHAoKapAnTLlc

HenocpeAHo npen
anecresujara
(4oronry ce,qaBa
aHecreshja) unu
15 unH. npefl
rqeHTaflHara
npoueAypa.

Cne,qeno co (6
qaca no4oqna)
500m9. Moxilen
opanHo.

rpe6a ga
6n,qe
nonoBfiHa ofl
flo3aTa 3a
BO3pacHt4, a

EO3aTa
reHTaqhM14H
2wrlt<r.

flo 5 roAilHt4:
o[osara
"Moxilen"
rpe6a ga
I 6nRe
I qereornHa on
I '
I flO3ara 3a

I aospacnu, a
I Ao3ara
lrenraqnunn
l2rrrrr/rr.

3a6eneuxa 3.

"Moxilen" -or t4
reHTaMuqnHoT He
rpe6a fla ce Meruaar
BO t4CT unpfiq.

3a6eneut<a 4:

Be ruonrnne
KoHcylln4pajre ja
coofqBeTHaTa nvcTa
co uH$opMaqnn Bo
LlefiocT, Bo BpcKa co
npen14uyBahbeTo Ha
reHTaMIqnHoT.

l-enuroypilHapHfi
xr4pyptut4 saSaru unu
14HCTpyMeHraqil i l :

[lpo$nnaKca 3a
naqileHTn KOU HeMaar
nn$exqnu Ha
yprHapHiloT TpaKr r Kou
ce noflnoxyBaaT Ha
reHnroypilHapHil
xr4pypLut4 saSarn unn
r/HcTpyMeHTaqun noA
LlenocHa anecresuja.

Arcyulepcrn n
rn HeKonouKt4 pyrl4 HcKl4
npoqeflypt4 t4
racTpo14HTeCT14HanHil

npoqeAypkl:

flpoSunaKcara ce
npenopaL{yea cauo raj

I naqueHru co nporercKa

I cpqeea BanByna

fioqerno: 1rp.
"Moxilen" l.V. rnu
l .M, co 120m9
reHTaMilqilH l.V.
unn  l .M,
HenocpeAHo npeA
uHgyxqujara.

Cne,qeno co (6
qaca no4oqua)
500m9. "Moxilen"
opanHo r,tnra LV.
rnn l .M,  3aBucHo
oR Kfl]4H]4qKara
cocroj6a.

Bugu rn
ga6eneuxwte 2,3 u
4

Xupypura t4HrePBeHqilJa
tAnv tAlcrpyMeHTaqnja na
ropeH pecnilparopeH
TpaKr

3a naqneHTu Kokl
HeMaar nporercKa
cpLleBa BanByna.

1rp. "Moxilen" l.V.
rnu lM
HenocperqHo npe,q
raHgyrqmjara; co
500 mg opanHo, 6
qaca nonoqHa

l1oR 10 | Ar,rnra sa6eneurca 2
ro.414Ht4: lnorope
flonoeilHa oA I
,qo3ara 3a I
Bo3pacHn I

l3a6eneura 5:

I BroPara Ao3a Ha
,,, ,  

|  
, ,Moxi len" Moxe 4a

I-1o 5,roAilHt4: lce.qa,qe opanHo,
.' ' ' ,, I raro "Moxilen" cilPYn
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36rapeH rsaeuraj Ha oco6nHnre Ha neKor

Bo reurxu unil noBTopnilBn cnyL{ail Ha aKyreH ol4Tr4c Meflila, oco6eno Ka,qe [rJTo AocneAHoro cfleflebe

Ha ynarcrBara Moxe fla ce nojaan KaKo npo6neu, ,qo3a o,q 750rur ABa naril gHeBHo Moxe ,qa ce Kopl4crt4

KaKo anrepHart4BeH rperMaH raj geqa Ha Bo3pacr ruefy 3-10 ro.qnnr'

Opanuo:

TperuaHor rpe6a fla ce npoAonxvt 2-3,qeHa no ncqe3HyBaFbero Ha CnMnroMilTe. ce npenopaqyBa

najruanxy 10 AHeBeH rperMaH 3a 6mno roja ranseKlraja npeAil3Bl4KaHa oA oera-xeuofil4Tl4L{K14

crpenToKoKl4 co qen Aa ce nocrt4rHe epa4rarar-1r,rja na 6axrepujara'

klnjexquja

,[osa 3a Bo3pacnn (ernyl{r4renHo il nocrapn nauileHrn) 500 rvrr l.M. Ha ocyM '']aca (nnw noqecro aKo e

norpe6Ho) raj pasnilqHure uHserqrara. (Oeaa Ao3a Moxe Aa ce RaAe npeKy 6aeFla uHjexqnja AoKonKy e

nocoo4Berno) 1r LV. Ha [UecT L{aca raj norer.urnre unQeKqil1a.

flercra flo3a (no t 0 rognuua aospacr)

Co raHjerrlrrrja: 50-100 nar/rr renecHa Maca ,qHeBHo'

l 4 H A l 4 q u p a H a R o K o n K y o p a n H n o T H a q L l H c e c M e T a S a

:: .,
Bo noogenHu' gosu,: llapenranHa repanilJa e

nenparrnvei r,tn,f,.iuecooAB.ereH n oco6eHo 3a

uleraprnna oA
Ao3ara 3a
BO3pacHu.

SF

3a naqueHrfi co
npoTercKa cpLleBa
BanByna.

floverno: 1rp.
"Moxilen" l.V. nnu
lM, co 120m9
reHTaMnqHH l.V.
unu l .M,
HenocpeEHo npelq
nngyrqmjara;

Cnegeno co (6
qaca noAoqna)
500m9. "Moxilen"
opanHo nnu l.V.
ranu l .M.

flon 10
roAvlH14:

n[osara
"Moxilen"
rpe6a ga
6n,qe
nonoBilHa ofl
fqo3ara 3a
BO3pacHil, a
R03aTa
reHTaqilMnH
Zvrlt<r.

flo 5 roALtHt4:

l,floeara
l"Moxi len"
I rpe6a Ra
lorase
luereprrHa o,q

| flo3ara 3a
I aospacnn, a
I Ao3ara
lrenraqnunn
l2vr/rr.
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36rapen useeuraj na oco6nHilTe Ha neKor

ypreHreH rperMaH Ha reuKr ran6exrlrar,r. Kaj HapyuJyBaFba Ha 6y6pexnara Synrllmja, enilMilHaqujara Ha

anru6norilKor Moxe Aa 6v1e npo,qonxeHa il Moxe .qa ce noKaxe KaKo norpe6no Aa ce HaManil BKynHara

AHeBHa AO3a.

4.3. KonrpanHflnraqhll

Moxilen-or ne rpe6a Aa ce AaBa Ha naqileHTn Kon ce npeqycrBilTefiHil Ha neHilqunilH.

Tpe6a Aa ce o6pHe BHilMaHile Ha MoxHara BKpcreHa npeLrycrBhrenHocr co Apyrl4 6era-naxraMcKvl

anru6nornuu, KaKo uro ce qe$anocnopilHilTe.

4.4. Iloce6Hn npe[ynpeAyBaba n MepK]r Ha BH]rMareJIHocr npH ynorpe6ara Ha JIeKor

f'lpeR fla ce 3anoqHe repanr,,|ja co aMoKct4l-lilnuH, rpe6a ,qa ce HanpaBn BH14MarefiHo ilcnilTyBaHre Bo

BpcKa co nperxorqHilTe xilnepceHsurtABln peaKqilil Ha neHnqnnilH tA qeQanocnopilHkl. Cepnosnr vl

norenr4ajanHo Sarannr peaKquu Ha npeL{ycrBt4TenHocr (aHa$nnarca) sa6enexaHil ce raj naqreHTil Ha

neHiluilnnHcKa repannja. Oene peaKqnu noeepojarHo e .qa ce nojaear xaj rn4raevE.Yn co l4cropnia na

npeqycTBilTenH9CT ron 6era-flaKTaMcxn anrn6iloTnql4. (angn 4.3)

Kaj naqr,reHTn Koil npnMaar aMoKcr4qrnilH MoxHa e nojaea Ha epilTenlt (ocun Bo Burq Ha uop6unu) ao

xorvrOn Haq uja co MoHoHyKneo3a.

l-'lpogonxeHaTa ynorpeoa Moxe hcTo raKa noBpeMeHo Aa AoBeAe AO 3rOneMeH nopacT Ha HenpileMLlt4Bt4

opraHil3Mt4.

[1pn aucoKil flo3r4, Bo BpcKa 3a ypilHapHilor ayrnyr, Mopa ,qa ce oflpx]4 cooABerHo HLIBo Ha BHec Ha

reqHocl4 n Ha ypfiHapeH ayrnyr, 3a Aa ce MuHt4MVsnpa MoxHocra oA aMoKct4qilnilHcKa Kpilcranypuja'

Kaj narlraeHrn co nopeMeryBaFbe Ha 6y6pexHara $yHrqraja, enilMHHatyiata Ha aMoKcl4qunilHor ke 6nAe

HaManeHa Bo 3aBilcHocr o.q creneHor Ha nopeMeryBaFbero vt Moxe Aa ce noKaxe KaKo norpe6no

coogBerHo Aa ce HaManil BKynHara .qHeBHa Ama Ha aMoKct4Llt4t'tt4H. (eragra cerl'Juia 4'2)

Kora ce npaBar no.qroroBKn 3a ilHTpaMycKynHa nnil AilpeKTHa hHTpaBeHo3Ha raHercrluja, "Moxilen"-or

rpe6a Aa ce ynorpe6n HenocperqHo no pacrBopaFbero.

4.5. l4nreparqn]t co Apyrure rteKoB]l n .qpyr]l B]l[o814 Ha ]4HrepaKqnu

flexoefi:

Anonypnnon: ncroBpeMeHa ynorpe6a Moxe ,qa floBe,qe Ao 3roneMeHa nojaaa.,Ha. ocilnn u Apyril
. ;  , . :  :  .

aneprilcKil peaKqnr Ha Koxara. -, : ' . ,
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AunnornrKo3n,qHm anrn$rornllil: .qoKonKy ce AaBaar ilcroBpeMeHo, Tne He rpe6a Aa ce Meuaar Bo t4cr

lunpnq, cer 3a raH$ysraja ilfln KoHTeilHep 3a ilHTpaBeHo3Ha reqHocr, 6ngEkn Moxe ga RojRe go ry6eue

Ha e$exror Ha neKoBilTe.

AnruroarynaHru: Perxu ce n3Beurarre 3a nponoHrnpabe Ha BpeMero Ha nporpovt6uHor Kaj

naqneHTilTe Kofi r4croBpeMeHo Kopr4crar aMoKct4llnnt4H. Kaj oBue naqneHTvl, flo norpe6a, ce

npenopaqyBa cnpoBefqyBaHre Ha cooABereH MoHr4ToptAHf u npilnaroAyBaFbe Ha Ao3t4pahbero.

MerorpaKcar: Moxe ,qa ce nojaan norpeoa o.q HaManyBaFbe Ha .qo3ara Ha MerorpaKcaror nopaflil

pr43r4Kor oR 3roneMeHa nHToKct4Kaqraja npegu3Br4KaHa oA HaManeHara peHanHa ennrunHaquja Ha

MerorpaKcaror.

OpanHn KoHTpaqenrilBHt4 cpeflcrBa: nocrotl pLt3t4K oA HecaKaHa 6peuenocr vnu MeHcrpyanHr

nopeMeryBaFba nopa,qil HaManeHara eHTepoxenarat'tHa qraprynar{rrja Ha ecrporeHnre nllera6onnrn.

florpe6na e ynorpe6a na,qo,qarHn HexopMoHcKl4 KoHTpallenrnBHil cpeAcrBa.

l-lpo6enequg: npo6enerluAor ja HaMaflyBa ry6ynapHara cerperlvrja Ha aMoKcl,lqnnilHor. l4croepeueHara

ynorpe6a co aMoKctA$unnHor Moxe Ra pffiynrilpa co npo,qoflxeHo Bl4coKo Hl4Bo Ha aMoKcl4ul4Jll4H BO

KpBTa.

I aOoparo pucKt4 TecroB rl :

l-nurosa Bo ypnHara: AruorcuquflnHor Moxe .qa npeflil3BnKa flaxHo-no3mruBHl4 pe3ynraril ,qoKonKy ce

Kopt4c14 Merogara Ha xeMncKr recroByl. Ce npenopaltyBa Kopt4crebe Ha MeroAara Ha eH3ilMcKa

rflilKosHa oKcnAaHca 6nnejku ryKa HeMa anujanne oA aMoKctlql4rlt4Hor.

4.6. flputuena Bo nepuo4 Ha 6penaenocr 1'l Aoelbe

Speuenocr:

He ce perilcrpr4paHn reparorenn eSexru Bo crylqilure HanpaBeHil co ynorpe6ara Ha aMoKcuqunuH xaj

xr4BorHt4. Toj e Bo uylpoKa ynorpe6a eo cBeror yulre oA 1972 ro+. n Kn]4HHt{Kure cryhuti' ja un/|aar

AoKyMeHrilpaHo HeroBara coo.qBerHocr 3a ynorpe6a Bo reK Ha 6perr,teHocr. Karo ra raj ceroj Apyr neK

ynorpe6yBaH Bo reK Ha 6penaenocr, oco6eHo Bo reKor Ha npBoro r nocneflHoro rpoMeceuue, rpe6a Aa

ce HanpaBu BHilMarenHo pa3fneflyBahbe Ha Kopt4cHocra sa uajrara Bo orqHoc Ha noreHqnjannre pil314U14

sa $erycor.

Ilamaqnja:

,Qoxonry ce ynorpe6yaa Bo reK Ha nepilogor Ha naxraqnja,

BO MfleKOrO. SUgej(r auorccuqilflrHoT MOXe Aa npeAu3BilKa

rpe6a Aa ce pa3Milcl114 3a npeKrH Ha RoeFbero.

Tparu o,q aMoKct4qnnilHoT Ce AeTeKrilpaHu

peaKqiln Ha npeocernuBocr raj goenuero,

4.7. Bnrajanrae Bp3 nCnxoSn3llqKnTe Cnoco6nocTl,l npl'l yn

CO Mall|l4Htl
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Heua noAaroqn ReKa 
,,Moxilen"-or Moxe Aa ja HaMann cnoco6nocra 3a ynpaByBaHre co MoropHo Bo3l4no

t nn 3a Kopt4cTeFbe MaurHn'

4.8. Hecaxann gejcrea

l-enepanHo, ,,Moxilen"-or ce roneprapa Ro6po, na raKa h HecaKaHure Aejcrea Kon Moxe Aa ce nojaaar,

reHepanHo ce co 6nara h nprBpeMeHa npnpo,qa

KapArao-aacKyfiapeH cilcreM: perKo Moxe Ra RojRe go nojaaa Ha nonuaprpwrvlc HoAo3a npeAh3BLlKaHa

oA neKor.

lenrpanen HepBeH cncreM: Perru ce nojaaure Ha BprornaBhqn, KoHByn3nn nnv xilnepKnHesa'

Koneynsnhre Moxe Aa ce nojaear raj naqraeHTr co repanuja co Br4coKt4 Ro3t4 14fl14 co HapyueHa Synrqnja

na 6y6pe3nre. (nr,rgra ucro raKa ao 4.4. lloce6nn npe.qynperqyBaFba n MepKn Ha BHilMaTenHocT npn

ynorpe6ara Ha neror)

,[eprvraronouJKkl: npeltycrBnrenHocr un]4 aneprilcKt4 peaKqiln Moxe Ra ce nojaaar Bo noroneMa Mepa raj

naqueHTn Koil r4croBpeMeHo ce ran$uruilpaHn co Epstein Bar unn co qilToMerafloBt4pyc. lzlgeeuranre

BKnyqyBaar Mynrneopruen epilTeM, MaKyflonanyflapeH epilTeM, steven-Johnson cnH.qpoM, ToKcl4LlHa

enilAepManHa HeKponil3a r ypn4rapraja. Yprr,trapr,tjara yraxyBa Ha npeqycrBnreflHocr, a eprreMor Ha

r4croBpeMeHa BnpycHa nn$exr-1aja. 3a6enexaHa e m nojaea na anaQilnaKca r aHrmoHeBporcKl4 eAeu' Bo

cnyvaj na nojaaa Ha peaKquja na npel{yBcrBnrenHocr, repanujara rpe6a Aa 6u,qe npeKuHara'

flurecrueen cncreM: gnjapeara, qecro Bo rou6ranaqraja co aoAorr,lnnanHil rp''{eBn, e eReH oA

najnoo6nqaeHnre HecaKaHr Aejcrea. 3a6enexaHa e u nojaea Ha OrexHaro Bapehbe il Hay3ea' Perxa e

nojaeara Ha nceB,qoueu6paHo3eH Konhrilc, KaKo n raj gpyrrare anru6nornqn co ut4poK cneKrap' Moxe

Aa ce nojaara MyKoKyraHa rangragujaaa. Kaj 4osrare Bo rou6rnaqr,rjara na raOnern co cycnensrja,

sa6enexaHa e perKa nojaea Ha noBprur4HcKa npoMeHa Ha 6ojara Ha sa6nre. oaa najvecro ce

orcrpaHyBa co qerKahbe Ha saOilre.

l-enuro-ypuHapeH cncreM: MoxHa e nojaaa Ha HaManeHa eKcKpequja Ha ypnHapHvlor qpBeH Qenon'

Xeuarono[uKt4: ga6enexaHr ce n3onnpaH]4 cnyLlau Ha peeepera6rflHa neyronenuja' BKny.lurenHo u

arpaHynoqilTo3a nnil reuJKa Heyponenraja, peeepsr,r6hfiHa rpovr6orlraronennja n xeMonnrilt'lHa anerunja'

pe*a e nojaaara Ha npogonxyBahbe Ha BpeMero Ha KpBapeFbe u BpeMero Ha nporporvl6l4Hor' (anan

r4cTo raKa noR 4.5. klnrepaxqnil cO rqpyrnre IeKoBl4 14 iqpyrt/t Bu.qoBn Ha nHTepaxqrn)

XenaraneH cucreM: 3a6enexaHm ce cnyqau Ha npl4BpeMeHo noKallyBaH'e Ha HilBoro Ha aflKanHara

gocearasa, 6ranrapyouHor t rpaHcaMnHasnre (scor, SGPT). Perro e sa6enexaHa nojaaa Ha

xenarl4rnc n xonecraTcKa xonrilqa.

Cncreu 3a il3naqyBahbe: perKa e nojaaara Ha aKyreH fiHTepcn4qujaneu HeSpnrnc npeAil3BilKaH oA

neKor, cnegeH co ocrn, TpecKa t,t eo3klHoQnnnja'

4.9. f lpe4osnPalbe

Cuunronl1rl: [naeHuTe CilMnTOMl4 KOt4 rpe6a.qa Ce OqeKyBaaT ce OA

Hay3ea, 4rajaPea u noePatiahbe.
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Tperuan: Heua o,qpefleH aHTn,qor Ha aMoKct4qr4nr4Hor. Tperuanor rpe6a Aa 6n,qe cnMnroMarcKtl t4

cynoprnBeH, Oco6eno BHilMaHne rpe6a Aa My ce nocBern Ha o,qpxyBaFbero Ha 6anancor

soga/eneKrpoflr,trr4. ;oneuo npe,qo3upaHre BoRr4 KoH MHory BrcoKt4 ypr4HapHil KoHqeHTpatJnv, oco6eno

no napeHTanHa ynorpe6a. OApxyaaFbero Ha cooABerHo H[4BO Ha BHeCOT Ha reqHocrl4 14 ypt4HapHtlor

ayrnyr, nA cnpeqyBa npo6neuure, Ho ce yure nocror4 MoxHocr ga nojaea Ha KpncranypHja. Kaj

naqileHTilTe co nopeMereHa peHanna Synrquja, norpe6no e npeffieMahbe na noce6Hn aKTLlBHocrl4 -

oTcTpaHyBalbeTo Ha aMoKcl4qilnnHoT ce BpU14 co XeMognianuSa.

5. OAPMAKOJIO1UKH CBOJCTBA

5.1. tDapruaroflhHaMcKr caojcraa

Auorcnqrflt4Hor e aMfiHoneHnqilnun ra roj e nonycklHTercKt4 neH]4qt4rlt4n. JlaHeqor o,q crpaHara Ha aMnHo

rpyna ro oBo3MoxyBa neHerpnpaFbero Bo sr.qoBnre oA Kennnre Ha rpaM HerarilBHrre 6amepvn. Toj e

6axrepnrlrap v EenyBa Ha pacror Ha 6axrepnnre co unxn6uparue Ha cilHTe3ara Ha sn,qoBilTe o'q

KnerKnre na 6arrePrajara.

llpequsnror MexaHH3aM He e KoMnnerHo pasjacner, Ho roj ja cnper{yBa Snnannara $asa Ha BKpcrHo

noBp3yBaFbe Ha cnHTe3aTa Ha nenTnflornuKaH co noBp3yBahbe KoH Hero n .qeaKTilBklpahbe Ha

rpaHcnenrilAa3ilTe Ha BHarperuHara noBpulr4Ha Ha rueu6panara Ha xennjara Ha 6alreprjara. Panure

$aera Ha cilHTe3a Ha snAor na rennjara ce ilcro raKa vtnxu1upann. Toj rn AeaKrv.Bnpa eHAoreHnre

nHxu6nrop4 Ha 6arrepucKr4Te aBToflr43r4Ht4 ruro Borqil KoH pa3rpa.qyBalbe Ha KflerKnre Ha Oarreprnre.

5.2. OapnaxoKl,lHercKl,l ceojcrea

AuorcnqunilHor Ro6po ce a6cop6upa il no napeHTepaneH r no opaneH nar. OpanHara ynorpe6a na

Ao3a oR S00 Mr BoRr4 go najercoKo Hr4Bo Ha cepyM o,q Spg/ml u xpaHara HeMa eQexr na a6copnqnjara'

Hajsracororo Hr4Bo Ha cepyMor e Ha oKony 4 uaca no ilHTpaBeHo3Hara ynorpe1a u 1-2 \aca no opanHara

ynorpe6a. Toj e oKony 80% 6uopacnofloxr4B. AuoxcrrrlilnilHor ce Bp3yBa 3a nporeilHute 15o/o - 25o/o '

flo6po gr,rcrpra6yrapa Bo renecHnre rKnBa, BKflyrtilTeflHo xonqHara reqHocr, 6ponxrajaflHilor $nyrE,

xonqHara Keca, qpHilor Apo6, 6ennre gpo6oar, nneypanHror SnyraA, nnyHKara il ypt4Hara. Haaneryaa

ao qepe6pocnilHaflHnoT nuKBop npil BocnaneHil MeHnHrn..

flonyxnaoror Ha aMoKcl4 L{rnnH

ce 3roneMyBa Ha 2-15 qaca.

r3HecyBa 1-2qaca, a raj naqneHrilre co HapyueHa 6y6pexna $ynrqnja

BornaeFfo ce eKcKper[pa Bo ypilHaTa ruefy 50-70o/o, a AenyMHo u Bo

npoqeHT ce ennMnHnpa npeKy uajvnHoro MneKo'
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5.3. IlpegrcnnHrqKn noAaroqr ga 6eg6eAnocra Ha neKoT

Herua AoAaTHu ranQOprvraqun oA BaXH9CT 3a npeniluyBahbe Ha neKoT'

Apyro MecTo ao 36rapnuoT l43Beurraj Ha oco6rHrTe Ha neKoT.

6. OAPMAqEBTCKI4 OCOEEHOCTI4

6.1. Jlncra Ha noMoluHl'l cyncraHqHll

Kot4 r.uro He ce aeke HaBe.qeHn Ha

,,Moxilen,, Kancyflt4re 250rvrr conpxar MarHe3t4yM CTeapar. o6et4eKara Ha Kancyjlara coflpxt4 xenaruH'

epnrpo3l4n (E127), qpaeH xefleseH oKcil,q (E172), qpH xeflffieH oKcr'1A (E172) n rilraHnyM Araorcu.q (E-

171)
,,Moxilen,, Kancynnre 500vrr. o6oenn 6eno (reno) / rocreHnnBa (rana), roneMilHa 6poj 0, co,qpxar

MarHe3nyM creapar. o6eileKara Ha Kancynara co,qpxr4 xenarrH, epnrposran (E127), upaeH xene3eH

oKcr4A (E172), nHnilro KapMilH (E132) tArvra{VyM.quoKcnl(E 171)

,,Moxilen,, Kancyflr4re 500urr. o6oenu cnBo (reno) / poee (xana), roneMl4Ha 6poj 0' co,qpxar MarHe3nyM

creapar. o6auarara Ha Kancynara co,qpxn xeflarnH, l4TaHmyM flvtoKciln (E 171), Taprpa3rH (E102)'

6prlrnrlrjaHrHo Mo,qpa (E133), nn4nro KapMiln (E1 32) n aeopy6ran (E 122)

*Moxilen,, n ,,Moxilen Forte" npauJoK 3a nepopanHa cycneH3uja cogpxr caxapo3a, noflnBnHuflnuponhnoH'

Meriln n-xilApoKcn6eHgoar, npontan n-xilrqpoKcr46eHgoar, ct,rnklKoH Ri4oKcnn v1 rorvrepqujanHa apoMa Ha

BaHUna n ManuHa.

Moxilen aMnynn sa unjerqmja ne coApxar eKqnnileHcLl.

6.2. Hnxonanarn6rnuocr

*Moxilen,, [ur4uJeHqara sa ran$ysraja no pacrBapaFbero He rpe6a .qa ce Meluaar co KpBHl4 npoAyKTl4

nporeuHcKr4 xr4^ponn3aropr4 14 Rpyrn nporeilHcxra sny'nAn, MacHn eMyn3r., ilnu aMilHornuKo3t4'l4'

Tue ne rpe6a Aa Ce Meuaar co t4HrpaBeHcKl4 pacrBopl4 Ha qunpoQnorcaqtAH tAnn ne$noxcaqilH nopaflil

Snanv rara necra6nn Hocr (ranoxerue)'

He e npnKaxaHa ilHKgMnarn6unHocT co Rpyrn soptvttt Ha neKoBl4.

6.3. Por na YnorPe6a
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,,Moxilen" ulrlrueHqaTa 3a nnjexqrrrra nMaaT poK Ha ynorpe6a nae (2) roAtlHvl, no peKoHoTpyrqujara'

AOKOnKy e 3a ilHTpaBeHo3Ha ilflyl t4HTpaMycKynHa ynoTpe6a' rpe6a rqa ce ncKopvlcTaT BeAHaU'

6.4. floce6nn MepKll Ha npe.qynpe4yBarbe npn qyBalbero

Cnre ,,Moxilen" npenaparil rpe6a Aa ce qyBaar Ha cyBo Mecro, 3aurnreHil oA cBerflhHa'

reMneparypa roja ne HaAMilHyaa25 oC'

f1o pacreapabeTo "Moxilen" n "Moxilen Forte" cycneHsniata Moxe fla ce qyBa

rorau ilMa poK Ha rpaehbe 14 EeHa.,[oronry ce ''{yBa Ha TeMnepaTypa xoja He

poK Ha ynorpe$a 7 gena. Cycnenenjara rpe6a Aa e 3aurtlreHa oR cBerno'

6.5. Ilprapo4a n coApxl,tHa Ha KOHTaKTHaTa au6anaxa

eo $pr,rxilRep (4 "C) vt

npeofa 25 oC, Taa uMa

,,Moxilen,, n ,,Moxilen Forte', npauoK ga nepopanHa cycneH3nja ce naofa ao rrnil6apHil (run lll) craKueHn

r.ur4rur4Hra, co aflyMr4Hr4yMcKr4 pon-oH ocnrypyBaLr, co HenoABr4xna l-lB{ o6nora. lllnunuara conpxar

npauoK roj oeoarraoxyBa 60 ml ra 100 ml cycnensnja no HeroBoro pacrBapabe'

,,Moxilen,, Kancyflylre 250urr ra 500rvrr ce Haofaar Bo nonnBuHt4nxflopt4A Qr4nru - fleHTUl OR anyMfiHLlyMcKa

Sonraja. Ilenrure n ynarcrBoro ce cnaKyBaHil Bo KaproHcKt4 Kyrl4Bllt4ba. Kyrnau[H'ara Moxe fla coApxar

16 u 100 rancYnn.
,,Moxilen,, ul4ueHL{ara ce naofaar Bo nposl,lpnr,| 8ml craKfleHil (rran lll) tx|/llueHqa, 3aneqareHil co ryMeH

cronep co gr,rjarvrerap 2orurr,l tA anyMt4Hr4yMCKa HaBnaKa. Llfuulenqara 3aeAHO CO ynarcrBoro ce

CnaKyBaHil BO KapTOHCKt/t KyTt4Bt{14 Fba'

6.6. Ynarcreo 3a paKyBalbe / ynorpe6a

3a ,qa ro pacrBopr4re nparuoKor 3a nepopanHa cycneH evtia, rqoflaAere nilTKa BoRa. orcrpaHere ro

Kanaqero u cnnHo nporpecere. fiosaonere neHara (goronry ja rarvra) ,qa cnnacHe v no norpeoa

Ao'arqere yure nnrKa BoAa npeKy qpeBoro. t-loeropno rprHere ro Kanaqero tA nporpecere cnnHo'

cexoraul npoTpecyeajre ro uJt4ueTo nperq noBneKyBahbe Ha RO3a'

pacraopahbero Ha npauoKor sa nnjerqrara rpe6 a Aa ce npaBn co np[MeHa Ha cooABerHr acenrilt{Kll

MepKil Ha npeTna3nilBocr. 3a uHcrpyKr{r4r4 3a pacrBapahbero BINA "4.2. ,flosupaue v HaqnH Ha

ynotpe6a".

Kancynure ce caMo 3a opanna ynorpe6a'

Afl M 14 H vl cTPATt4 BH tl n oAATO qH

7. Haqnn Ha n3gaBalbe

.lleror Moxe,qa ce u34aBa caMo Ha neKapcKll
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8. Epoj n AaryM Ha peuleHlle 3a npoMer

Moxilen, Kancynt4 250m9 x 100

Moxilen, Kancynu 500m9 x 100

Moxilen, Kancyltt4 250m9 x 16

Moxilen, Kancynn 500m9 x 16

9. fiaryn,t Ha npBa ]l nocfletr]la Koperqnja Ha ynarcrBoro

I 0. l-l pott3Bo4l,lren :

Medochemie Ltd, P.,

1-10 Constantinoupoleos, P.O. Box 51409,

Limassol, CY-3505, CYPrus
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