
Jlucroera: un$opnaaqnn :a norpe6rrreJrfl

Jlnueso.rng llo.uQapnna 2 mglml nnQy:uonen pa3TBop
Linezolid Polpharma 2 mglml solution for infusion

(nuu e s o nud /l ine z o I i d )

Ilpouerere BHHMareJrHo llsJrara JrrrcroBna [peAr.r Aa 3arroqHere Aa rrpueMare roBa JreKapcrBo,
rr,fi xaro rfl cbAbpxa Baxna 3a Bac uu{opuaqur.
- 3ana:ere ra3rr JrHcroBKa. Moxe Aa ce HaJIoxv Aa s. ilpoqerere orHoBo.
- Axo ltMare HIKaKBH Aorr:bJIHI4TeJrHt4 BT,trpocu, nonurafire Balrus JreKap I4Jrr4 MeALIIII4HoKa

cecTpa.

- Tosa JleKapcrBo e npeAnl,IcaHo JII4r{Ho na Bac. He ro npeorcrrnsaftre Ha Apyrtr xopa. To uoxe
Aa I4M HaBpeAH, He3aBHcHMo qe npl43Harlr{Te Ha rffxHoro sa6orseaHe ca cbrrlr{Te rcaro Bauure.
Ano nolyuure HIKaKBI{ He)teJIaHI4 JreKapcrBeH}r peaKrlr,Ir4 yBeAoMere Bamus.JreKap hJrH
MeAHqI,IHcKa cecrpa. Toea sKrIo.IBa H BoLIr{KI{ Bb3Mo}I(H}t He}ceJIaHV peaKqvH, HeorII{caHI4 B

Ta3H JIHcToBxa. Buxre roqxa 4.

Karcno cbAr,pxa ra3rr JrrrcroBna:
1. Kaxeo [peAcraBJrflea Jluuesoru4 llon$aprvra r{ 3a KaKBo

2. Kaxeo rpr6ea Aa 3Haere, rrpeArr Aa fipneMere JllrHesorraA
3. Kax Aa npueMare JlunesorraA llon$aprraa
4. BrsraoxHr4He)KeJraHrzpeaKqrru
5. Kar 4a cbxpaHsBare Ilauesorra4 llonrfaprvra
6. Cr4rpxaHlre Ha onaKoBKarra u Aorr:bJrHr4TeJrHa 14

1. Karcno [peAcraBJqna JlNnesoru4 llolQapua

Jlunesolu4 llonQaprrna e asru6uorr{K or rpynara Ha oKca3olrv4nnvrre, Korrro crtr4par pacren€ Ha

orIpeAeJIeHI{ 6anrepuu (rrauxpo6n), flpr4qr{HflBarqu nu$erquu. Tofi ce r43rroJr3Ba 3a JreqeHr4e Ha

TIHeBMoHHs H H.sKoH Ko)KHri u noAKo)r(HH uu$elcquu npv Bb3pacrsn. Baruu.sr JreKap rqe npeqeHr{,

Aruru ToBa JrenapcrBo e rroAxoArrqo 3a JreqeHHe ua uu$exqusraBu.

2. Kaxno rpn6na Aa 3Haere, rrpeArr Aa lprreMere Jlrnesorr4 ilo.rQapua

He npnenraftre Jlune:oln4 lonQaprua
. AKO CTE AJIEPN4qHI4 KbM NI4HE3ONHA UII4 HqKO' OT OCTAHZUII{TE CbCTABKI{ HA TOBA JIEKAPCTBO

(u:6poeun n rovxa 6);
. AKO NP}IEMATE }TJIH CTE TIPTIEMAN}T NPE3 IIOCJIEAUUTE 2 CEAM}TIII4 JIEKAPCTBA,3A KOHTO CE 3HAE, qE

ca MoHoaMuHooKcHAa3Hu*tuxu6uropu (MAOll - Hanp. $euel:zn, a:onap6oxcasr4A, ceJreruJrrrH,
uoxro6erru4). Tesu JreKapcrBa o6urcnoeeHo ce v3rroJr3Bar ga JreqeHr,re Ha Aenpecr,rJr zlz 6olecr
ua llapxuncon.

o Atto KT,pMI4Te. Toea e 3aqoro JIHHe3oJrprA npeMr4HaBa e N,IafiqaHoro MJrrKo I,I Mo)Ke Aa 3acefHe
6e6ero.

JluHesorr,rg flon$apua Mo)Ke Aa He e noAxoAflulo JreKapcrBo 3a Bac, arco orroBopbr na n.flxofi or
BT,npocHTe rIo-AoJIy e Aa. B TaKbB ctryuafi yBeAoMeTe Bauruq JreKap. Moxce Aa ce HaJro)KuTofi Ia
npoBepl4 o6rqoro cbcTotHHe H KpbBHoTo Bu narsrane [peAI4 14 no BpeMe Ha ler{eHr,IeTo krlu llapeilrpt,
r{e I,IMe rto-rroAxoAqnlo 3a Bac leqeHrae.

llonurailre Bauruq JreKap, A€urH HqKoe or cJreAHHTe He ce orHacq Ao Bac.

' HMaTe BI4coKo Kpr,BHo HZuItfaHe; AaJIH npl{eMaTe JIeKapCTBa 3a TOBa VILV He;
. nocraBeHa BIa e AHarHo3a 3a rroBurrreHa $ynnqnl Ha qr4ToBktAHara )r{Jre3a;

. IrMare ryMop ua uag6r6per{Hara }KJre3a ($eoxporvroqrmou) HJrr4 KaprIr4HoH.qeH
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(npuuuueu or eHAoKpI{HHH TyMopr{ cr,c c}rMnroMr4 Ha Anap:,lrfl,,3aqepB-flBaHe Ha Koxara,
3aAyx);

crpaAare or MaHI4aKaJIHa Aenpecut, uru:oa$exruBHu pa3crpoficrna, o6rpnnaue Hrv Apyrur
MeHTULIIHT4 npo6ren ra;

aKo npHeMaTe HrKOe OT CJreAHprTe JreKapcTBa:
- AeKoHfecrauru (nerapcrBa 3a o6rerqanaue cr4MrrroMprre Ha fpr4rr u auruua), cbAbpxarqu
ncenloeQegpuH ulrrr SeHulnpolaHoJraMuH;
- neKapcrBa, I,t3IroJI3BaHu 3a JleqeHr4e Ha acrMa, naro cal6yranrol, rep6yrarrvtH) SeHorepol;
- aHTI4AerIpecaHTvL rlo3Harv Karo rpr4rlr4KJrr4r{Hu unu SSRI (unxu6uropu Ha o6patrnx
3axBar Ha ceporoHltna), uanpurrep aMlrrpHnrHJil4H, rIHrrpaMr,IJI, KJroMunpaMlrH, Aocyre[r4H,
AoKcelrlrH, Slyoxcerun, $lynorccartLr:,:^) vvtulrtpalruH, lo$enpaMzH, napoKcerl4H, ceprpaJrr{H;
- JreKapcTBa 3a JrerreHze Ha Mr4rpeHa KaTo cyMaTpvtilTaH lr 3oJrMr4TpHlTaH.
- JleKapcrBa 3a JIer{eHHe Ha re)KKrr urneprr4r{Hlr peaKrlr4r{ Karo aApeHirJrnn (enuneQprau);
- ileKapcTBa, IIoBHIIaBailIH KpT,BHoTo Hzulf,raHe KaTo HopaApeHuIJIHH (uopenuHeQpun),
AonaMHH u 4o6yrauun;
- JreKapcrBa sa rperr,rpaHe Ha yMepeHa Ao clrJrHa 6onxa, Karo rrerHAHH;
- JreKapcrBa 3a JIerreHHe Ha rpeBo)KHocr Karo 6ycnzpoH;
- asru6noruK, HaperreH pu$arr.r nraquH.

IlpegynpexAeHus rr rpeArra3Hrr MepKH

fonopere c Bailrraq JreKap npeAn Aa rrpr4eMere roBa JreKapcrBo, aKo:
. JIECHO TIOJIYqABATE CPTHI4HPT 14 K6PBI4TE;

o cre aHeMHr{Hu (urraare HaMaJreH 6pofi uepeeHu KpbBHr4 xlerrcu)
. cre [peApa3noJro)KeHu ruv nuQexqnlr;
. TOIYqAB€IJIPI CTE TTPnilAATI\KI;

. I{Mare lpo6leuu c qepHI,Is 4po6 utu 6r6pequre, oco6eso aKo cre noAJro)KeHH Ha Akrankrca1-
O PIMATE AI4APt'.q,.

Cro6rqere uesa6asHo na Bauruq JreKap, aKo rro BpeMe Ha JreqeHprero noryqure:
. npo6reMl4 cbc 3peHl4ero, Karo 3aMbrJreHo 3peHl4e, rrpoMeHr{ BbB Blb3npl{eMaHero Ha uBeroBere,

TpyAHo pa3no3HaBare gerafi.tu HJr4 3pr.rreJrHoro Bu rroJre e orpaHr4qeHo.
o 3ary6a Ha qyBcrBl4TenHocr B pr,Ilere HJru KpaKara, r4Jru qyBcrBo 3a r43TpbrrBaHe ralu 6oqnaue n

p6r_(eTe ltJrr4 KpaKaTa.

r Moxce Aa pa3Buere llvaplar rlo BpeMe I4JrH cneA npr,IeM sa arnn6norr4rlrr, BKrrroqrirerHo
Jluuesolu4 llonrfapnra. Axo r.fl e rexKa uJrrz npoArbJDKr4TeJrHa, r{Jrr4 aKo 3a6ere}KuTe, qe

H3npoKHeHHfra cbAbplltar KpbB Lrlrv IrnraBurqa, rpx6na Hega6asHo Aa cnpere Aa npr4eMare
JIUHe:olu4 llon$aprr,ra v Ia ce cBbp)Kere c Baruug JreKap. B rosu ctyuafi. He rpr6na Aa rppreMare
JreKapcrBa, Kot4To cnr4par uluza6assr ABH)KeHvero Ha qepBara.

. noBTapsql{ ce faAeHe ri rroBpbqaHe, a6AoMHHanHa 6orna Hrr,r yqecreHo u 4ur6oro Ar{rxaHe.

Apyru rreKapcrBa u Jlnnerolu4 IlolQapnra

Clulecrnyna pI4cK JIuHesorIaA flon$apua noHqKora Aa B3ar,rMoAeficrsa c HrKoH Apyrr,r JreKapcrBa r4

Aa npeAI{3BLrKa npoMeHr4 B KpSBHOTO HaJrqraHe, TeMllepaTypilrAI"'.rLr CbpAeqHaTa qecToTa.

I{ut[opunpafire Baurnfl Jrexap, aKo rrprreMare rrJrr{ [pe3 [ocJreAlnure2 ceAMHrlH cre nprreMaJrn
cJreAHI{Te JreKapcrBa, rrfi rcaro JlvHesoruA llonQapua He 6nea Aa ce [pHeMa eAHoBpeMeHHo c r.rrx.
(Buxre c:brrlo ror{Ka 2 no-rope 'He npueuafire JluHesonut4 llon$aprr,ra')

MoHoaMHHooKcI{A€BHH uuxa6uropn (MAOI4, Hanp. $euen3r4H, H3oKap6oHcasu4, ceJrefr{JruH, -/_=;
uorcro6enaaA). Te ce r43rroJr3Bar 3a JreqeHlre Ha Aertpecus ulu 6orecr na flapxuucoH.

Ka;cere sa Baurar JIeKap, aKo npueMare HrKoe or cJleAHlrre neKapcrBa. Bamu.f,r JreKap

[pelreHh Bce IraK AaBu npeAnurxe JIHHesorraA llon@apnaa, Ho Aa ce HaJro)Kn Aa npoBepr{
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cr,croqHHe H Kp:bBHoro Bu salsrase [peAH I4 rro BpeMe Ha JreqeHr4ero. B 4pyru aryqak1 Barunsr
JreKap Mo)Ke Aa rrpeueHr4, r{e Apyro reqeHr4e e no-[oAxoArulo :a Bac.

Jlerapcrea 3a HacruHKa vlItu rpvnr, Kor,rro cbAr,p)rcar ncer4oeQe4pvtH vtt $enunnponaHoJraMprH.
Jlenapcrna 3a Jrer{eHpre Ha acrMa naro czur6yrauol, rep6yra!rur*, $euorepol.
Hsrou rpLrIIHKrI4r{HI4 aHTI{AenpecaHTr4 uttu u:axu6vropv Ha o6palurar 3axBar Ha ceporoHr4Ha
(SSRIs (selective serotonin reuptake inhibitors)), Hanpr4Mep aMrrrprrnrrzJrvtH, \utrpaMvJr,
KJrOMHrrpaMHH, AOCyJre[HH, AOKCeTTHU, slyoncerun, $lyeorcaMuH, HMr.rnpaMrzH, lo$enpauuu,
napoKceTr4H, cepTpiIJII{H.

Jlenapcrna 3a JreqeHve Ha MHrpeHa Karo cyMarpvrrraH v 3oJrMr4Tpr{nraH.
Jlelcapcrna 3a reLIeHI4e Ha BHe3aIIHa, Tex(Ka aleprr4rrHa peaKqr{r Karo aApeHaJruH (enrzHe$puu).
Jlerapcrna, KorITo IroBI,IlIaBar KpbBHoro Br,r uan.flraHe, Karo HopaApeHiurraH (uopelnue$puu),
AoITaMVH ra 4o6yrarruH.
Jlenapcrea 3a JreqeHr4e Ha yMepeHa Ao re)KKa 6olna, Karo nerrdArzH.
Jlenapcrna 3a JreqeHlre Ha rpeBo)KHocr Karo 6ycnupoH.
Jlexapcrna flporr4 B KpbBocbcupBaHe, Karo nap $apun.

Moll, unSopnlapafiTe Barrrns JIeKap rznu $apir,raqeBT, aKo npueMare, HacKopo cre rrppreMair pr vtrvl
Molr(e Aa nppreMeTe Apyfr.r JreKapcTBa.

Jlnnerolu4 IlolQapnra c xpaHrr, Harrrrrmrr rr aJrxoxoJr

LIs6srsafire KoHcyMaIIHsra Ha MHoro 3pqro cvpeHe, eKcrpaKTH or ApoxAH, coeBlr eKcrpaKTu -
Hanp. coeB coc 14 tllreHero Ha zLIIKoxon, oco6euo HanuBHa 6upa u euno. Tosa neKapcrBo Mo)r(e Aa
peafupa crc cy6cranqus, HapeqeHa rHpaMuH, Ko.flTo ce cperqa HopMaJrHo B HrKor{ xpauu. Tona
rsauuo4eficrBue Mo)Ke plailpu.uvHr rroBlrrrraBaHe Ha KpbBHoro Bz H€ulrraHe.

Arco nolyuure o6esnorcouTeJlHo ruaeo6orae creA.sAeHe vrrvrtveHe, cro6uere nesa6asHo Ha
Baruus neKap.

Bpeuenuocr r{ Kr'pMeHe
Axo cre 6penaeuua I4JIH KbpMHTe, cMrrare, rre MoI(e Aa cre 6perureuHa vIrH ilra*:apare 6penrenHocr,
nocrsersafiTe ce c Baruas neKap npeAr4 ylorpe6ara Ha roBa neKapcrBo.

EQenllr Ha JlHnesorug llorQaplaa npu 6penreHHr4 )KeHH He e H3Becreu. Cre4oeareJrHo He rpx6za 4a
rlpveMare roBa JleKapcrBo, aKo cre 6penaeuna, ocBeH aKo JreKaprr ue Bz nocbBerBa.

He rpr6ra Ae KbpMnre, AoKaro [pl4eMare JluHesorlr4 llonSapua, ruft xaro rofi npeuuHana n
rrafiqnnoro MrqKo H Mo)Ke.{a rtoBruqe Ha 6e6ero.

IlloQnpane n pa6ora c MarrrrrHu
JluHesonug llonQapnra Mo)I(e Aa Bu Haxapa Aa ce qyBcrBare 3aMaqHvr prrv Aa raMare npo6rervru crc
3peHvero. AKo roea ce cJIyqH, He Ilo$npafire n He pa6orere c Marrrr{Hr{. I4vaitre npeABHA, r{e aKo He
ce r{yBcrBare go6pe, Ba[Iara cnoco6socr:a uro$apane u pa6ora c Marrrr4Hr,r Mo]Ke Aa ce Hapympr.

JIu neroln4 cr,Ab prr(a :

IJrroxosa
Toaa rercapcrBo cr,Abp)r(a 73,7 g rnroKo3a s 300 ml or rrpoAyKTa (45,7 mg/ml).
Tona rpr6ea Ia ce r4Ma npeABr4A rrpu narlrieHTlr c gua6er.

Harpnfi
Toea lexapcrBo cbAT,p)Ka 1 l3 mg uarpuit (ocuoeHa cbcraBKa Ha forBapcKara/rpanezuara
ml or npogynra. Tona e eKBHB€uIeHTHo Ha 5,650 or rrpenop:bqkrreJtHtfl. MaKclrMaJreH AHe
HA HUTqIIH 3a Bb3paCTeH.

Tora rpr6na Aa ce 3Hae or rraqlreHTnTe, KoHTo ca Ha ruera c KoHTpoJrHpaHe Ha ruarpuit.
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Axo s pa3TBopI4TeJIf, ce cbA:bpxauarpui,t, ro rofi rpr6aa Aa ce vtwa rrpeABHA rrpr4 npecMrraHe Ha
o6uloro cr,A:bpxaH'e na Ha'rpufi B roroBlr{ pa3TBop (nx. no-4ony ,,crrnaecrrroari,.;.
3a no-nogpo6na ran$opnra\vs 3a cbAl,pxaHlrero Ha uarpuit B pzrTBoprareJr.rr, orHecere ce Ao
npoAyKToBara ran$oprvraqur, [peAocraBeHa or npoa3BoAr4TeJu My.

3. Kax ga rprreMare Jlnne:o;rug llolrfapua

Moxe Aa npr4eMare Jluuegorlra llorsaprr,r a rperr4, rro BpeMe Ha r cJreA xpaHeHe.

Br:pacruu
Toea lexapcrBo Iue Bu 6rae npHJIo)KeHo r{pe3 Brr.rBaHe (raH$y:ur err aeuara) or JreKap vJrH Apyf
MeAI4III4H0KI'I cnelluaJll4cr. O6uqafinara Ao3a 3a Bb3pacrHu (ua418 roaranz) e 300 ml 1e OO mg- 

-

II'IHe3OJII4A) ABa IIbrI4 AHeBHo, BBBe)I(AaHa Ar{peKTHo e xpr,eoo6paqeHr4ero (unrpaneuosHo) .rpes
BJTHBaHe 3a rrepr4oA or 30 ao 120 vwnyru.

Axo cre Ha nvaJrv3a, rpr6aa Aa [oryrraBare JreKapcrBoro cJreA A'aJrv3ura.

Kypcrr Ha JIeqeHI4e o6uxHoeeHo npoAbJDKaBa 10 ao 14 guu, Ho Mo)r(e Aa Aocrt4rHe u go 28 1nu.
Besonacnocma a e$exrnBHocrra Ha JleKapcrBoro He ca ycraHoBeHrr 3a nepr4oA Ha J,reqeHr4e rro-A1,Jrbf
or 28 4Hu. Barrrusr Jrexap rtle onpeAeJrr't KoJrKo ArbJrfo Aa lpr4eMar-e reKapcrBoro.

.{oraro npueMare JluHesolIa4 llon$apua, Baurzxr JreKap qe Bn fipaBrz [epuoAr.trrHr4 Kp:bBHpr
H3cJreABaHlrfl,3a Ia [pocreAqBa Kpr,BHure Bu loxa:areln.

Bauruqr JIeKap rpl6na Aa npocJleAqBa cr,crorHuero Ha 3peHr{ero Bu, arco [pueMare roBa JreKapcrBo
noBerre or 28 Asu.

Ynorpe6a [prl Aerla rl x)Horrrn
Jlnnesolz4 flol$apnaa He ce npellopbqBa nprd Aeqa 14 roHorrrr4 (loa 1g rogr.rHn).

Ano cre [prreJrrr rroBeqe or neodxoAnMara Aosa JruHesolug rrorQaprra
Axo cnasrare, qe cre noryr{Hnpl noBeqe or Heo6xo4zMoro or JIHHesorHg llorQapnra, nesa6anHo
r,rHS opuupafi re B anus JreKap HIrv Me 4a\vHcKa cecrpa.

Arco cre [porycHaJrn Aa [pr{eMere Jlnneo;rn4 lo.rQapua
Tlfi xaro roBa neKapcrBo xle Bu 6rle AaBaHo noA crpofo na6mogeHue, HrMa BeporrHocr Aa
[ponycHere Aosa. AKo cMtrare, qe cre nponycHaJra go:a, ne:a6aeno uusopuupaftre Baruus JreKap
HJII,I MEAI.IIIHHCKA CECTPA.

Axo zuare HtrKaKBH AoII:bJIHHTeIHH Bbrrpocu, cBT,p3aHI,r c ynorpe6ara Ha roBa JrexapcrBo, MoJrq
no nurafi re B auruq JreKap Hlvr Me Avr\uHcKa cecrpa.

4. BrsMor(HrlHe)r(eJraHr{peaKrlrrn

Kaxro BcHqKI4 JleKapcrBa, JIHuesorIaA llon$apnra Mo)Ke Aa npeAH3Br{Ka He)r(eJraHH peaKrru}r, BbrrpeKr4
qE HC BCEKH IPI TIOJIYqABA.

Hesa6anHo nnQopnrnpafire Banrufl Jrenap u.nH SaprvrarleBT, aKo rro BpeMe Ha Jreqegrrero cbc
Jluuesolu4 flol$apnra sa6erexure HflKor or cJreAHHTe He)KeJraHu JreKapcrBeHr4 peaKqgr4:

Koxsu peaKrlr{H Karo 3aqepBeHa BT,3naJreHa Ko)r(a a Ha Jrrocnpr (geprraarrm), o6pun,
IloAyBaHe, oco6eHo no Jrurrero v Bpara. Tona troxe Aa e rrpr43HaK 3a aJrepfplqHa
4a e ueo6xoAr{Mo Aa ce cnpe rp}reMa Ha Jlunesorrz4 llon$aplra.: :|

' ilpooreMu cbc 3peHrrero, Karo 3aMbfJIeHo BH)KAaHe, [poMsHa Bt,B Bb3npuevranero na\[
3arpyAHeHHf, BT,B BI{)KAaHero ua gerafrrru vIJIH orpaHr,rr{aBaHe Ha 3pnreJrHoro rroJre. \
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Te)I(Ka Anapns, cbAbp)I€ua Kpr>Bv/vrfirJrr4faBr4rla (nolur, cBbp3aH c asru6uorHrrHo JreqeHlre,
BKJr. rrceBAoueu6pauoseu nolur), Koero npr4 peAKr,r o6cro.flrercrBa Mo)Ke Aa AoBeAe AO
)KHBOTO3aCTpaIXaBaUr4 ycJIoxHeHHq.

IloBTap.f,uro ce raAeHe uJrr{ fioBpr,rrlaHe, KopeMHa 6olna nrr4 yqecreHo ArzrrraHe.
clo6ulanauo e 3a npunaAr,Ilu cBbp3aHH c JreqeHr4ero c roBa neKapcrBo. Tpr6na Aa yBeAoMr.rre
Baurus JreKap, aKo cre er:6yAeHu, o6r,prann, r4Mare AerupnyM, cKoBaHocr, TpeMop, JII{[ca Ha
KoopAHHaIIufl Lr rrpvnan.rlll4, AoKaro npneMare aHTr4AenpecaHTH, rd3BecrHu Karo uuxu6uropu ua
o6parnur 3axBar Ha ceporoHuna (nx. rourca 2).

Cxorauoct, u3TpbIIBaHe I,IJIV 3aMbfJIeHo 3peHue ca Ha6lrcgaBaHu uprr laqrzeHTu, rrpr{eMaJrr.r roBa
neKapcrBo rloBeqe or 28 4uu. Arco nouyrcrBare 3arpyAHeHuq B 3peHaero, rpx6na uesa6anuo 4a ce
KoHcyJrrrrpare c Ba[ru.s JreKap.

Apyrn He)r(eJraH u JrerapcrBen rr peaKrl rr r,r BnJrrorr Bar :

rlecru: (sacrrargo I or 10 naqueHrn):
o fr6uqHIa uu$exquu, oco6euo BaflrHiurHlr r,rrr.r,,MreHHI4qao';
r fraeo6orue;
r MeraleH BKyc;
t [uaput, fa(eHe r{nu noBpbqaHe;
o llponaenu n 6pox Ha HtKor4 KpbBHn KJIerKn, BKJr. Te3r.r, KoHTo noKa3Bar r43MeHeHr4e B KpbBHH

TecroBe, Ir3MepBarlu 6r6peuHara Hrr4 qepHoApo6na $yHnqraa, vrra ln:aBara Ha Kp:bBHa 3axap.
o Heo6-scHLIMo K:bpBeHe liJrlr HarbprBaHe, Koero Mo)Ke Aa ce AbDKr{ Ha npoMeHa r 6pox Ha H.sKoH

KJIeTKI4 B KpsBTa 14 TOBa MO)Ke Aa roBlr4.rre KpbBOCbcr4pBaHeTo HIru Ia AoBeAe Io aHe]l''{Idfl;

. HapyueHr4fl, Ha crHs,;
r llonuureHue Ha Kpr,BHoro HturqraHe;
o AneNrHq (vralrn 6pofi vepreHr{ KpbBHH KJrerKr{;
. Ilpoueuu z 6pot Ha HsKou KpbBHra KJrerKH, Koero Moxe Aa rroBJrr,rf,e cnoco6socrra .qa ce 6opure

c uu$ercquu;
o Koxen o6pun;
. Ct,p6srlla Ko)Ka

o 3aMafisaHe;
o Jlorca-nra3r,rpaHa uru o6u1a KopeMHa 6orna;
r 3anex;
r HapyueHue B xpaHocMr4JraHero;
r Jloraru3upana 6omra;
o Bncona reMrreparypa.

Heqecrn: (sacrrar Ao 1 or 100 naqneuru).'
o BrsnareHlre Ha Bnaf€uuulero HJIH feHprraJrHara o6lacr npr4 )KeHr4;

. r{yscrso 3a H3TpbnBaHe vJtv cKoBaHocr;
r 3alrcueHo BDKIaHe;
o ,,3B6HeHe" B yurzre (runraryc);
o BrglareHue Ha BeHHTe;

. Clxora uttu 6olrcu B ycrHara K)ixzHa, noAyr, Bb3rr€ureH urr4 o6esqsereH e3I4K;

o Bolnra Ha Mtcroro, KbAero ce BJrr{Ba uusyzuxra;
o BrgnareHr{e Ha BeHHTe (nrurounrelHo Ha Mrcroro ua unraue);
. Hyx-qa or qecro ypr4HupaHe;
r Tprnru;
. 9yscrso Ha yMopa uJil4)KalKra;
o BbsnaneHue Ha laHKpeaca;
o llosr4ilreHo rr3norqBaHe;
o ZgueueHne B rIporeHHI4Te, coJII4Te HJII,I eH3I4MHTe B Kp:bBTa, c

uepHo4po6ua Syuxqrzr;
o frpqoee;



a

a

a

a

a

XunoHarpuenrur (uzcno HnBo ma uarpuit B KpbBTa);
Br6peuna HeAocrarbqHocr;
Hanalen 6poft rporvr6 o\krrv;
llogynaue Ha KopeMa;

flpexo4ttlz I4cxeMI4tIHH aranu (npervreHHo HapyqeHr,re Ha KpIBHHJT rrplrroK K6M Mo3bKa,
npuquHf,Bqulo KparKorpafiHz cuunroMl4 Karo :ary6a Ha 3peHr,rero, cla6ocr B KpaKara n pbrlere,
HerceH roBop uzary6a ua cr:uaHne);
Eoruta Ha M{croro Ha BruBaHe;
BrsnareHl4e Ha Koxara;
llosurueHrze Ha KpearvHnHa;

o Cronraurra 6olxa;
llpouaua B cbpAeqHara rrecrora (uanp. ycKopeH lync).

Pe4xu: (:acnrar4o 1 or 1 000 uaqrenrn):
o Orpasar{eHo noJre Ha 3peH}rero;

flonrpxHocrHa [poMqHa B rlBera ua:r,6rare, Koqro ce orcrpaHqna c npo$ecrroHuurHo
croMaroJrofurrHo noqncrraHe (nouucrBaHe Ha sr6eH rcalm).

Cro6rqana ce cblrlo H 3a cJreAHI{Te HexeJranrr peaKrlurr (c ueurnecrna qecrora):
o CeporoHIzHoB cHHApoM (caunroltzre BKJrroqBar ycKopeH ctpAeqeH pprrbM, o6rprcraue,

noBpllueHo I,I3IrOTtBaHe, xzulloqrlHarlnl4, HeBOJTeBI4 ABI,rXeHI4r, BTpI4CaHe r,r rpenepeue);
JlanrarHa aIIHAo3a (cuunronrnre BKJrroqBar rrpexoAHo raAeHe r4 noBpbrrraHe, KopeMHa 6o4ca,
yqecTeHo Ar4rxaHe;
Texnlr Ko)KHr4 HapymeHr4r;
cu4epo6lacrHa aHeMH;r (run aueuur (uucrx 6pofi uepneHu Kp:bBHr{ merxu));
Alonequ.a (:ary6a ua roca);
Ilpor'reHIa g ctoco6Hocrra 3a BuxAaHe Ha rrBeroBe HJrr4 3arpyAHeHo pa3rr,rqaBaHe Ha aerafi;1u;
HaN,rarssaHe 6pox Ha KpbBHHTe KJrerKH;

Cna6ocr ul utm ceH3opHr,r npoMeHH.

Cro6qanaHe Ha He)r(eJranr{ peaxrlHrr
Atco nolyuure HIKaKBH He)I(eJIaHH neKapcrBeHa peaKqHH, yBeAoMere Baurus JreKap. Tosa sKrroqea
BcHqKH Bb3MO)KHI{, Heorll4caHrr B Ta3v JrrrcroBKa He)KeJIaHr{ peaKqr4l4. Moxere cburo Aa cro6ulnre
Hex(eJraHu peaKrlr4H AnpeKTHo r{pe3:

ZsnrrHurerHa ateHrll4r no JreKapcrBara
yl. ,,[auxu fpyen" J\b 8
1303 CoSur
Ter.: *35 928903417
ye6cairr: www.bda.bg
Karo cr'o6rqaBare He)KeJIaHIr peaKrrulz, Mo)r(ere Aa AaAere cBoq npr.rHoc 3a rroJlyqaBaHe Ha noBeqe
anQopnraqn.rr orHocHo 6egouacnocrra Ha roBa JreKapcrBo.

5. Kan ga cbxpaHr{Bare Jlnnesoru4 Ilol{apua

BorutaqnI'lsr rlepcoHiul qe ce trofpl,rrrr{ Iluue:orra4 llonsaprraa 4a He 6r4e r43rroJr3BaH cJreA cpoKa Ha
roAHocr, or6eJl,s:aH Bbpxy caKa cJreA ,,fogeH go:", KaKTo u gaBu 6rle npuloxeH BeAHafa cJreA
cr{ynBaHero Ha neqara. Te qe npoBepr{T cr'llo Br43yaJrHo pa3TBopa npeAr,r ylorpe6a u lr1e H3rroJr3Bar
cauo 6uctsp pa3TBop, 6e: rnrpgu r{acrulll4. Te rqe ocr4fyprr cbrqo npaBr{JrHoro c6xpaHeHr4e Ha
piBTBOpa caMo B KaproHeHara orIaKoBKa, 3a Aa Ce npeAna3l4 or cBerJrI4Ha H Ha HeAOCT6TTHO 3a
MtcTo.

6. CrgrpxcaHue Ha orranoBxara rr AorrbJrnr{TeJrHa unQopuaqur
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o

Kanno cbAbpxca Jluuesolug llolQapua



- AKruBHoro BeqecrBo e Jrr4He3orr.{A. BceKr4 ml pa3TBop cr,Ar;pxa 2 mg luuesolrE4.
- ilpyrvt cr,craBKl4 ca: fJIIoKo3a MoHoxr4Apar (nrz4 saxap), HarpHeB r1arpar (E33 1), JrrrMoHeHa

KI4ceJIHHa, 6esno4ua (E330), xJropoBoAopoAHa Kr4cerruHa (sa roperr\r4s. Ha pH), Harpraee
xr4ApoKcr4A (sa ropexqur ua pH) 14 BoAa 3a p{Hxerr{rr[,

Kan u:rlex,Aa Jlprue:olu4 Ilo.u0aprua rr KaKBo cr,Abplr(a orraKoBKara
JIan*olrz4 llo,rQaprraa e 6ucrrp, 6esqnereH Ao xbrrr pa3TBop.

Tosu ,rercapcrBeH IIpoAyKT e o[aKoBaH B caKoBe or [oJ'rr4ertrJ'reH c Hr4cKa rrJrtTHocr ((LDPE) sa
eAHol(parHa ynorpe6a, o$opveHu c aAarrop rnn Insocap, crbAbpxaulrz 300 ml pa3rBop (600 mg
lzue:o,rn4). Bcqrca Kyrus cbA:bp>xa 1 v.lu 10 nolxeru:reHoBr4 caKa.

He ecr4qKu Br4AoBe orraKoBKr.l Morar pa 6rgat flycHarr{ n npo4ax6a.

IlpurexareJr Ha pa3perueHuero ra ynorpe6a [r [porr3BoAnreJr
Pharmaceutical Works POLPHARMA SA
19 Pelpliriska Street
83-200 Starogard Gdahski
florua

IIpon:eognrel
Pharmaceutical Works POLPHARMA SA
19 Pelplifiska Street
83-200 Starogard Gdafiski
llolura

Warsaw Pharmaceutical Works Polfa S.A.
22124 Karolkowa Street
0l-201 Warszawa
florura

To:u lenapcrBeH rIpoAyKT e pa3perueH sa ynorpe6a B crpaHr.rre qJreHKH na EIIII rroA cJreAHr{Te
UMEHA:

XoraHAus - Linezolid Polpharma
Lleruxa Peny6nrana - LINEZA 2 mglml
Ilurna - Linezolid Medana 2 mglml infuzinis tirpalas
Jlarens - Linezolid Medana 2 mglmlS(Idums infrzijdm
lo,rua - Linezolid Polpharma
C,roeaKr4.fl - LINEZA 2 mglml infuzny roztok

fiara ua floc,'reAHo rrpepa3rJre?KAaHe Ha Jrr{croBxara: 05,2020

Ilpedcmuoenamu no-dony uutltoptwa4un e npeduasuaqeHa cmyto su nedu4uucKu cneuuorxucmu:

BAXHO: flpouerere Kparxara xapaKrepr4crvrKa Ha rpoAyrra, rpeAr,r Aa npel[Hrxere.

IIuueso,'ru4 flo,r$apua 2 mglml nu$ysuoueu pa3rBop crbAbp)r(a rnHesorHA 2 m
6ncrrp, 6eslleereu Ao )nbJrr pa3rBop. Apyru cr,craBKu ca rJtoKo3a MoHoxliApar,
rlr4rpar (E331), JrHMoHeHa KHcerl.tHa, 6essoAua (E330), xnopoBoAopoAHa KHce
Ha pH), Harpr,reB xHApoKcr4A (sa rcopranapaHe Ha pH) a no4a 3a nHxeKur,rn.



JluuesolIaA He e aKTI{B9H cpeqy ltu4eHIluu, lpuqr,rHeHu or fpana-orpurlareJrHlr naroreHr{. Axo e
AoKa3aH HJIH ce npeArloJlara fparvr-orpraqareJleH naroreH, rpa6ea Aa ce 3arroqHe eAHoBpeMeHHo
cnequ$uvn a Tep anvfl cpeqy f parr,r-orpzqaTeJrHH [aToreHr4.

.{ornponxa rr MeroA Ha rrpuJro}KeHrre
Jleqesue c JIrrHe3oJIH4 rpr6ra Aa ce 3anoqBa caMo s 6oruraqHa o6cralroeKa H cJreA KoHcyJrrarlr' c.uc
c:borBereH cneqHilJil4 CT nO uurcpo6raoJrof lrr urra zHSenquo3HrZ 60recru.

flaquentu, KoI{To ca 3aIIoqH€IJIu rer{eH'e c napeHTepaJruara Soprvra, Mofar Aa npeMplHar Ha
nepopilJlHa Qoprvra, Kofaro roBa e KJIHHI4qHo rroKa3aHo. B raxusa cryqauue e ueo6xo4lzruo
aAanrHpaHe Ha Ao3ara' mfi xaro JIHHe3oJII4A I,rMa nepopirJrsa 6uoualvr{Hocr npra6lusrErenuo 100%.

Pa":rnoprr rpx6na 4a 6r4e [pr4JrafaH 3a BpeMe or 30 ao 120 vuuyru.

llpenopruaHara Ao3a nrrHe3oJIHA rpr6na Ae ce [pr4Jroxu IV rzJu4 lrepopaJrHo ABa rrbrrr l{HeBHo.

Ilpenopt'vumetrHa dosupoerca u npodu,vcrcumerHocm Ha JteveHuemo npu e,fpacmHu;
flpoAuxureJlHocrra Ha JleqeHuero 3aBuca or naroreHa, Mqcroro Ha r.rH$erqur rr re)Kecrra, KaKTo H
oT KJTHHI4qHHT OT|OBOp Ha rlaqueHTa.

Cleguzre [penopbKt4 3a rIpoAbJI]KHTeJIHocr Ha JreqeHprero ce 6asupar Ha re3r4, H3noJr3BaHu npr4
KJII{HHqH}{ I'I3III4TBaHI'Ifl. Bepoffuo [pI,I HxKorI BHAoBe rzusercquu e rroAxoArrrl no-KparbK pexfl4M Ha
JIEqEHIAE, HO HE E 6UI OqEUXTAH TIPI4 KIII4HHqHI4 ]1I3TI:?ITBA]HHfl.

Maxcunaalnara npoAl,JllltlzreJlHocr Ha JreqeHaero e 28 4Hra. Ee:onacHocrra u eSenrunHocrra Ha
Jrr{He3oJIr4A, npl,IirafaH 3a IrepvoAn, ro-AT,JrrH Or 2g !.un, He ca yc.r.aHoBeHlr.

He ce npenopbqBa yBeJII4qaBaHe Ha Ao3ara HJrr4 rrpoAbJDxr4TerHosrra Ha JreqeHuero trpt4 nnsexqnu,
cBT'p3aHI'I c:bc cbnr,Tcrnaula 6arrepneMLrs.llpeloprurareJrHara Ao3a e eAHaKBa nprz aH$ysuo"nr"
piBTBop u ra6lerrure/rpaHylzre 3a nepopaJrHa cycrreHslr{ H e KaKTo cne.rlBa:

I{u{exqnn ,{o:nponna Ilpo4rlxureJrHocr Ha
JIETIEHIIETO

HosoKolar.rarHa nHeBMoHr{t 600 mg ABa rrbru
AHEBHO

I 0- 14 nocneAoBareJrHh nHpr

llHeerloHr4s, nprE4o6ara n
o6ruecreoro

600 mg ABa rrbrr4

AHEBHO

1 0- 14 locneloBareJrHu nHr4

Vcloxcsenn unSenquu Ha KolKara H

MEKHTC TbKAHH
600 mg ABa nbrn
AHEBHO

I 0- | 4 nocleAoBarerHh aHH

II e d uampuvH a n onyJrat4un
Hrua AocraTrqHo AaHHI4 :a 6esonacHocrra 14 e$uxacHocrra Ha JrHHe3oJr HA trpvAeqa u rcnorua (< l g
roAzHz), 3a Aa ce npenopbqa Ao3HpOBKa. cre40earerHo, AoKaro HflMA ]HaJr][{!{Hr4 AOrrsJrHllTeJrHr,r
raHHH, yno'rpe6ara Ha nHHe3OJrHA B Ta3H B:b3pacroBa fpylla He ce rpenopbqBa.

Ilat4ueumu s cmapuecKa sb3pacm;
He ce salaraaqanrnpane Ha Ao3ara.

Ilaqueumu c 6t6pevua uedocmamuttHocm:
He ce nalara aAanrupaHe Ha Ao3ara.

<30
He ce ualara al'anrvpaHe Ha Ao3ara. flopagz Helr3BecrHoro KrnHlrrrHo 3HaqeHr,Ie Ha B]ico
eKcno3vtlzq (ao l0 lllru) ua ABara ocHoBHI4 rtera6orzra Ha JrHHe3oJrr ArrpkrrrarrqeHTr4 c



6r6pevua
IIaqueHTH

HeAocrar6qHocr, JlHHe3olu4 rpr6na Aa ce [pnnafa cbc cflerlaiurHo BHr{MaHHe npv re3r.r
n caMo rolaBa' Kofaro oqaKBaHara rIoJI3a HaABIruaBa reoperHqHur pr{cK.

Trft raro oKoJIo 30Yo or npl{JlorKeHara Ao3a JIHHe3oJII4A ce orcrpaHqea ga 3 qaca [pr4 xeMoAgaJrr43a,
rIpI4 naIIHeHTId Ha I.Ida|firca JII4He3OJIH4 rpr6na Ia ce lpurara cJreA nporleAypara. OcuosHrzre
naera6olurz Ha JIHHe3onIzA ce orcrpaHtrBar Ao r43BecrHa cre[eH r{pe3 xeMoA vrurv1a.Brnpenz rona,
KoHIIeHTpaqvlHTe Ha resl4 [4era6o|lurv ce 3arla3Bar 3Haq]ITeJrHo no-Br4coKrI clre1 rnaJ7u3a, orKoJlKoro
te3u, Ha6lroilaBa]FI]/ npH rIaqI4eHTI4 c HopMrulua 6r6peuua SyHnqur vrlrv rrelia,Ao yMepeHa 6r6peuua
HeAocraTbtluocr' Cle4oBareJIHo, JIIzHe3oJIIIA rpx6yaAa ce u3[on3Ba cbc cnerII4aJIHo BHr4MaHr.Ie npg
naIIHeHTrl c rexra 6l6peqHa HeAocrarbqHocr Ha AuaJrrrgan caMo roraBa, Kofaro or{aKBaHara IroJI3a
HaABr,IIXaBa TeopeTHqHur pucK.

.{o cera H-gMa oIIIzr c npwlox(eHlzero Ha JII4He3oJrHA rrpu [arIr4eHTIz Ha rrpoAbJDKHTeJIHa alr6yraropna
nepl4ToHeiulHa Auarv&a (CAPD) I{JIH aJrITepHarHBHo Jrer{eHue Ha 6r6peuua HeAocrar6qHocr
(pa:n nuHo or xenao4nalzsa).

Ilaclueumu c vepuodpo6ua uedocmam'bvHocm; llaqueuru c JreKa Ao yMepeHa uepuo4po6na
HeAocrarbquocr (child-Pug xnac A unu B): He ce HirJrara aAanrHpaHe Ha Ao3ara:

(Child_pugh xnac C): Trfi rcaro rrzHe3orraA ce
uera6olu:lrpa IIo HeeH3aMeH HaqHH, He ce or{aKBa yBpex(AaHero Ha qepHuq apo6 aa 11oBr7.se
cb[IecrBeHo Mera6oruslua A, cJIeAoBareJIHo, He ce flpenopbrrBa aAanrnpaHe Ha Ao3ara. Bce nax, n.nlra
SapruaronuHerHqHu raHHvt rIpI4 nauHeHTI{ c re)KKa uepno4po6na HeAocrar.br{Hocr, aKrvr1krqHkrflT
orIpIT e ofpaHl'Ir{eH. JIIaHesorIaA rpx6yaAa ce H3rroJr3Ba rrpu raKaBanarlueHTrr caMo Koraro
oqaKBaHaTa IroJr3a HaABltrrIaBa TeopeTr4rlHr4' pr4cK.

Iporunonoxa3aHrrfl
crptxuyncrBl4TeJlHocr K'M nuHe3o IrvAvrrrvr KbM HqKoe or rloMorrlHr.rre BeruecrBa.

JluHesoraA ue rpx6na Aa ce I43IIoJI3Ba [pI4 rrar-{HeHTu, Kouro B3prMar JreKapcrBo, urrxn6apaqo
MoHoaMllHooKcI'IA€BItre Autu B (nanp. $eHersuu, usonap6oxc€l3uA, ceJrernJrprH, MoKJro6euuA) urpr
AO ABe CeAMr4rIZ CJreA npkrJraraHe Ha TaKOBa JreKapcTBo.

Arco H.sN4a Bb3Mox(Hocr 3a crpl{KTHo na6:noAeHue Ha KpbBHoro HarflraHe,Jrr.IHe3oJrr{A ue rpx6na 4a ce
npl4Jlafa npl4 naIII4eHTH CT'A CJIeAHHTe noAJrexaqH KJraHr4qHr4 C:r;OTOfl]FIVTfl, VrrU C:r,C CJreIlHr{Te TunoBe
cbnGTcTBailIO ner{eHHe:

o llaqueHrl4 c HeKoHTponHpaHa xHIIeproHIzt, $eoxpouorlr4ToM, KaprruHot4A, TzpeoroKcrrKo3a,
6znolrpua Aerlpeclrfl, ruusoa$enraBHo pa3crpoficrno, ocrprr ctcrorHuq Ha o6rpxnane.e flaquesrl4, npueMalqH HsKoe or cJIeAHHTe JreKapcrBa: uuxuluropuna o6parHur 3axBar Ha
cepoToHr{Ha, TpHqrzKJr}rqHH aHTHAerrpecaHTu, cepoToHr4H 5_HTr per{errTopHr,r afoHr4cTH (rpunraHra),
rIpeKI'I I{ HerIpeKH crrMnaruKoMHMerpIIIH (exn. a4peueprlzrlHr4Te 6poHxo4zlararopr{, lcen4oe$egpnu
ra senunnpofraHoJraMuH), na^:onpecaBHu cpeAcrBa (Hanp. enuHe$praH, Hopennnespun),
AonaMHHeprHqHr4 cpeAcrBa (uanp. AorraMlrH, 406yranauu), I]erHAHH ultt 6ycnupon.

Krpueuero rpxlvaAa ce npeKparr,r [peAI4 3anor{BaHe vlr4 no BpeMe Ha JreqeHrreTo c Jrr4He3onl4n.

Cnequa;rnn rpeAyrper(AeHufl

Muenocynpecua

rr rrpeArra3Hrr Meprcrr npu ynorpe6a:

IIpn naquenra, npI4eMaLIIH JII{He3oJII44 ce cro6rq aBa saMueJrocynpecn.a (nxgo.r}rreJrHo
reBKoneHHs, rIaHIIHToIreuur n rpou6ouuToneHuq). B cnyuaure, rrpn Kor,rro pe3yJrrarbr e I
ilpl{ [peKparf,BaHe Ha [pueMa Ha JIIIHe3oJrr{A, 3acerHaruTe xeMaroJrorrzrtHu norasareru cd
nru crotiHocrll or npeAlz JleqeHuero. Pzcnrr or re3u e$er<ru, H3rJre)KAa e cBbp3aH c 

. itIpoAbJDKHTenHocrra Ha JreqeHvero. llpa ila\veHTr B crapqecKa Bb3pacr, JreKyBaHlr c ila,;1emiriig"
Mo)Ke Aa ce Ha6lroAaBa noBpIIIIeH pI4cK or AI4cKpa3H{, crprMo rro-MJraA}r rrarlneHrr{. "\tC}.itt



Tpor'l6oqurorleHllt Molxe Aa HacrbIII4 rlo-qecro npu naqr{eHTlr c re}ffia 6r6pevHa HeAoorarbr{Hocr,
He3aBucplMo 4arv ca Ha AI'lilJIu3a I{JIII He. flo rasz npI4qI,IHa ce npenopbqBa BHI4MareJIHo
MOHI,ITOPI.{PAHE HA 6POX rrA KP:bBHI'TE KJIETKI4 NPU NAIII4EHTH, KOHTO:
lllrar anaune3a 3a a."eMvrs'' fpaHyJIoIrHToIreHHf, zru rpou6oqr{ToneHr{r; [pr{eMar eAHoBpeMeHHo
JleKapcrBa, KoHTo Mofar Aa IroHuxar HuBura Ha xeMofJlo6uua, AaIIorI,IcHar 6por ua KpbBHI4Te
KJIeTKI4 vtJru ra IIoBrH.gqr He6laronpu.rruo 6por rzlu $yuxqu flTa Harpona6oqrzrure; r.rMar re)r(Ka
6r6peuua HeAocrarbr{Hocr; JIeKyBar ce IroBerre or l0-14 4uu. flpu re3u rrarlr{eHTpr Jrr4He3oJrr{A rpr6na
Aa ce npunara caMo Kofaro e Bb3MO)KHO BHUMareJrHo MOHT4TOpI{paHe Ha crofiuocrure ua
xeruoruo6un a, 6p o x Ha KpbBHr.tre KJrerKra z rpona6oqzrure.

Ano no BpeMe Ha JIer{eHI'Iero c nHHe3oJII,IA ce no{Br{ cepuo3Ha MaeJlocyflpe cLrfl, reqeHr4ero rp.n6ea 4a
ce npeKparH, ocBeH aKo npoAbJDl(aBaHero My He e a6colrorno HaJro)KureJrHo, Karo B To3H clyuait
rpx6ea aKTHBHO Aa ce npocJle4ma 6porr Ha KpbBHHTe KJrerKrr h Aa ce npuJro)Kar rroAxoAflurr{
cTpaTefrzu 3a oBnaArBaHe Ha cbcTo_trHUeTO.

B Aonr,lseuHe ce npenop:btlBa e)KeceAMHqHo MoHuropr4paHe Ha Kp6BHr4Te rroKa3arenz (nxl.
crofinocrate Ha xeMofJIo6uua, rpou6oqnrure, o6rqur 6pofi ua JTeBKorlurare lr guSepenrlr4aJrHo
6poeHe) rIpI4 naIII4eHTI4, npueMaurl4 JIrrHe3oJrr4A, He3aBr.rcuMo or rrbpBo HarraJrHvtfl6pofi xprnHz
KJIETKH.

flpu npoyuna:rtkrflTa, [pI'I KoI4To JI]rHe3oJIIrA e H3[oJr3BaH 6raroraopuremro (rcaro rocneAHa
r0rBorocrac.flBalqa Bb3Mo)KHocr), e Ha6lrcIaBaHa rlo-BacoKa qecrora Ha cepuo3Ha a1e.,y1vrs \pvr
IIaIII4eHTU, noJIyqaBaJIu JIUHO3OJII{A nO-AbJIIo OT MaKcIZM€UIHO npenopbqBaHaTa IpOA6JDKqTSJTHOCT OT
28 luu. flpa reu naIrI4eHTH no-qecro ce HirJrafa KpbBonpenvuu"". B ,ro"trupn"ir4HfoB,-s [eprroA ce
cro6qana sa cryqav Ha alaeMkrl, Htulafaurlr KpbBonpeJrvBaHe, Karo rroBer{e cryqavce na6ryolaear
npn rraur4eHTn, npvreMalrr JruHe3onplA rroBeqe or 2g llau.

B nocruapxerHHfoBl4{ nepz oA ce clo6rqae a sa cr'yrrar ua cragepo6JracrHa aHeMHr. B oly.razre, npu
KoI4To Haq€uloro Ha peaKllt4-flTa e 6uto H3BecrHo, IloBeqero narII4cHTr4 ca npr4eMuun4 JraHe3oJIr{A 3a
noBeqe or 28 auu. Iloeeqero IIaIII4eHTH ca ce Bb3craHoBHJrH HantJrHo vrrur qacrvrtHo cJre,rl
npeKpar.sBaHe Ha npl{eMa Ha JIHHe3oJruA, cbc pltu 6ez Jrer{eHrre Ha aHeMklflTa.

fiucnponopqutt Ha cMbpmHocmma no speJvte Ha KruHuttHo usnumsaHe npu nat4ueHmu c fpau-
noJtoJrcLtmenHu KpbgHU UUQerc4UU, C6bp3AHU C nocm(rctHe HA Knmembp.
Ha6lrc4anaHa e rIoBHuIeHa cMbprHocr rrpt4 rraqrreHTr4, JreKyBaHa c JrHHe3oJrlrA e Kor46lrHarlaq c
BaHKoMptlrHn/4urcloncaqnluu/oxcaquJll{H B orBopeHo npoyqBaHe rrpr4 TexKo 6omru narrr4eHT}r c
Blbrpec:bAoBl4, Karerr,p-cBbp3aHa unQexquu 1781363 (21,5%) crpsMo 581363 (16,0%)]. OqroeHp1f,r
Sarcrop, noBrusBailI cMbprHocrra e ll3xoAHoro cbcro.sHae Ha fpau-noJroxareJrHara uHserqrar.
CutprHocrra e 6uta cxoAHa rIpH rIaIIHeHrlr c uH$exqvvt, trp:aqLrHeHa H3r1flJro or fpana-noJro)KHTeJTHH
MHKpoopraHusrvrz (roe$uqneHr Ha pHcK 0,96;95%o r.rHrepBrur Ha AoBepae: 0,5g-1,59) uo e 6ura
3HarII'ITerHo Iro-BHcoKa (p:0,0162) npn fpynara, JIeKyBaHa c JruHe3oJrrzA, rrpt4 Korro r{Ma Apyf
rlaroreH HJIH He e Ha6lro4araH IraroreH B HaqaJloro (noe$nqlreHT Ha pr{cK 2,48;95Yo r4HTepBnJr Ha
AoBepI4e: 1,38-4,46). Hafi-roleuu xr guc6atauc ce e floryqnn rro BpeMe Ha JreqeHnero n B paMKr4Te Ha
7 l.uu cneg [peKparsBaHe npueMa Ha ilpoyqBaHoro JreKapcrBo. lloeeqero [arIHeHTr4 ol.rpynara,
noJIyqaBUIa JII'IHe3OJII4A, ca lpn4o6unu fpana-orpullarenHu rraroreHl4 rro BpeMe Ha npoyqBaHero H ca
IIOqHHUIII or lpalr-orpl4qareJlHlz rlaroreHu I{ nonr4MuKp o6uarruu ran$enqnu. Cne4orarerHo nppr
I'rHQexquz Ha Ko)Kara pI MeKI4Te rbKaHI4, JIvHe3onuA rpr6na Aa ce rrpnJrafa caMo npu naqr{eHTg c
H3BecrHa rrJIH BT'3Mo)ItHa rco-UHQeKIIHc c fpav-orpuqareJrHr4 MHKpoopraHr43MV, aKo HrMa
aJITepHaTHBHH Bb3Mo)KHocra 3a JIeqeHI,Ie. flpu re:u o6crosrelcrnarpx6za4a 6r4e 3anor{Haro
eAHOBpeMeHHo JreqeHHe cpeqy fparvr-orpuqareJrHHTe Mr4KpoopraHu3Mr4.

tuapun u Kotrum, csbpsqHu c npueJv ua aumu6uomu4u
Cro6uraeaHo e 3a IrceBAoueu6paHo3eH KoJrpIT c rlorrrn BcHqKrI aHrn6arcrep ;11aIrHn
BKrloqurerHo JIHH93OJIH4. Bce IraK e Bax(Ho 4a ce o6cr'gvra3vAllarHo3a np14 rIarIHeHTr4
nocJreABiura cJreA npr,rJraraHe Ha KaKbBTO U IA e 6arrepualeH areHT. B cnyuafi ua



AoKa3aH KOJII4T, cBT,p3aH c ynorpe6ara]na aHTLrlvorI4IIrd, JreqeHr,rero c JraHe3oJrr4A Tpfl6Ba Aa ce cnpe.
Tpr6na Aa ce lpeArrpueMar rroAxoArura MepKr,r 3a oBJraArBaHero My.
fluapzx rl KoJrHT, cBbp3aHI4 c npueM sa auru6uorrrrrrr, BKJrror{HTeJrHo rceagolrelr6paHo3eH KoJrur rr
AuapvIfl, cBbp3aHa c Clostridium dfficile, ce cro6ulaear BbB Bp63Ka c ylorpe6aru nu ,rout, BcurrKrr
auru6uoruqpl' BKJIIOqHTeJIHo JII4He3o IraA 14 Mofar Aa Bapupar or JreKa rnapvfl4o Sara;reH KoJrar.
creAoearerHo e B,'KH. ra ce krMa rIpeABvA Ta3r.r Ar4arHo3a rrpr4 rrarrHeHTrr, flpoqBrBaqr4 cepl{o3Ha
Ar4apvs' no BpeMe Ha vITu cJIeA I43rIoJI3BaHero Ha Jrr4HBoJrr4A. B cnyuafi Ha noAo3peH He vrrv
norBbp)ItreHHe sa aHrIa6HorHqHo-cBT,p3aHI{ nvapnfl,I4Jr}r KoJrHT, rpr6na au a" nplnpara JreqeHr4ero c
auru6arcrepvaJrHLr afeHTH, BKJIIoT{I4TeJIHo JrprHe3oJrrzA r.r BeAHafa au 6ua" npeaupuero r1oAxoAs1,{o
JIeqeHIre' B roslr cllyuafi ca [porlzBonoKa3aHu JreKapcrBa, rauxr,r6upaul, ar"pr"t-t vgara.

Jlarcmamua aqudosa
flpn ynorpe6a na rzHesoJII4A ce cro6ulaea 3a JraKTarHa arlrzAo3a. llaquen:ru, pa3Br.rBaqr4 lpa3Harlrz 14
cI4MnroMI4 na uera6oll4THa aIII4Ao3a, BKJIIoqHTeJTHo npexoAHo raAeHe r{ noBpturaHe, a64olrunarHa
6orKa, HI'IcKa crofiuocr ua 6urcaploHuru vlrrxurrepBeHTr4 ra\us,npr4 npneM Ha JrHHe3oJr ug, rpx6za
Be.4Hara ga 6T'4ar npeDIeAaHI4 or JIeKap. Axo Hacmn v lraKTurHaauuAo3a, noJr3rrre or rrpoAbJDKaBaHe
Ha reqeHl4ero c JIH He3oJIug rpx6za ga 6r4ar npeueHeHr4 crrprMo rroreHrlr4€urHr{Te prrcKoBe.

Mum o x o u dprrarH a d uc Q yurcqua
JIuHesorIaA uuxu6upa6elr:squus caHTe3 B MuroxoHApprvre. B pesynrar Ha roBa uuxu1upaue Morar
Aa ce noJlyqar He)KeJIaHI{ peaKtIHI4 KarO JraKTarHaa\yr/io3a, aHeMl:l1lfl r{ HeBponarn.a (o.rua u
nepuQepna; resu cr6uras ca [o-qecru, Koraro JreKapcrBoro ce npr4Jrafa no-AbJrro or 28 rura.

Cepomouuuoe cuudpou
llua cnosrannu cto6uleH'f, 3a ceporoHlzHoB cr,rHApoM, cBbp3aH o cAHoBpeMeHHo rrpr{JraraHe Ha
JII'IHe3OJIHA e CeporoHl4Heprur{Hl4 cpeACTBa, BKrIOqr4TerHo aHTUAerIpecaHTtr Karo ceJreKTHBHpr
uuxu6uropu ua o6paruuq saxBar Ha ceporoHr4Ha (SSRI). [Iopa4u roBa eAHoBpeMeHHoro npr,rJrafaHe
Ha JIIIHe3OJII'IA I{ CepOToHI,IHepfutIHH cpeAcrBa e rrporr4BonoKtBaHo, ocBeH B cnyqaplTe, Koraro e
eAHHcrBeHa Bb3Mo)KHocr. B resu cryqaz IIaIIHeHTI4Te rpx6na 4a ce ua6lroAaBar BHr4MareJrHo 3a
npI4HaI{u H cI{MrIToMpI Ha ceporoHt4HoB cr4HApoM Karo KoTHHTHBHa 4ucsynxqraq, xunepilr.rpeKcgr,
xuneppeQneKcus' Lr eary6a Ha KoopAl4Haqur. Ano ce fiorBrr raKHBa rrpr,r3Harru H cr,rMrrroMu, JreKapr{Te
rpt6sa4a o6cr4.ar [peKparqBaHe rlplreMa Ha eAr4H or ABara vruHaABara npoAyKTa; aKo ce npeKparv
rIpI4eMsT Ha CeporoHI,IHeplpIqHI4t rIpoAyKT, MO)Ke Aa ce [orB-sr ct4MrrroMr4 Ha orHeMaHe.

IlepuQepua u ovHa Hesponamun
llpu naqzeHru, JIeKyBaHIa c JIHHe3oJIrrA ce clo6qara sa nepusepHa HeBponarr,r.rr, KaKTo rr 3a orrHa
HeBponarHfl I4 oqeH HeBpI,IT, noH.flKofa lporpecHparrlr4 Aa sary6a Ha 3peHr4ero. Tesu /LaHH|- ca
[oryqeHld |JIaBHO rIpH naIIHeHTA, KOHTO Ca [pr4eMiurH JruHe3oJrHA 3a [OBer{e or MaKcvM€urHo
npenopbqaHure 28 auu.

Bcuqnu naIIueHTV rpr6na ga6'sgar cr,BerBaHa ga uno6qaear 3a cHMtrToMu Ha 3pr4TeJrHO yBpexgaHe,
Karo npoMeHH B 3pI{TeJIHara ocrpora, IIBeTHOTO 3peHae ptJr}r 3aMbfJreHo 3peHr{e I4Jrr4 HapyrxeHHr B
3pHTeJIHoro nole. B raKHBa crryqav e ueo6xo4utua 6rpsa orIeHKa u rtpr4 Hy)Kna - KoHcyJrrarlur c
oSraluolor. Ano HtKoH rIaI{HeHTH npl4eMar Jluue:orug flon$apnaa noBeqe or npetropr,'rauure 28
AH}I, 3PHTCJIHI4TC HM QYHXqIAT,T TPI'YAAA CE NPOCJIEA'BAT BHI4MATEJIHO.
rlpu no.raa na nepuQepHavltv or{Ha HeBporrurvtflcneABa Ae ce npeqeHrr noreHrrnarH.Tepr{cKoBe,
npeAr.r npoAbJDKaBaHe Ha JreqeHuero c JlaHesorra4 llon$apnaa.
llpu naqueHTrr, KoHTo rlpl4eMar vJII4 HacKopo ca npr{eMaJrr4 neKapcrBa cpeuy nanno6anrepuz sa
JIeqeHI4e ua ry6eplcylo3a, Mo)Ke Aa cbilIecrByBa noBH[IeH pr,rcK oT rroflBa Ha HeBporrarlzr{.

fupuoee
Clo6rqana ce 3a IrotBa Ha rspqoBe nplt [aqr{eHTr4, neKyBaHrr c JruHe3oJrrz4. llpn uor
cryrrav ce cro6rqana 3a aHaMHe3a 3a rbpr{oB e uIrr4 Hurvtlr,re Ha pr4cKoez $axropu :a
fbpqoBe.
flaqueurnre rpr6na ra6r[ar IlocbBerBaHra 4a an$opvrnpur JreKap.r{ crz, aKo r{Mar aHaM
fspqoBBe.



Mo u oanuu o o xcu d as u u u u xu 6um o pu

}:::ly_e o6paruu, r"."o"nt""eu r,rnxra6rarop Ha MoHoaMr.rHooKcuAa3ara (MAO-uuxr.r6zrop);.
BbrIpeKLI ToBa npH Ao3H, tIpI4JIaraHrrga aurv6ar:replaaJlHo JleqeHae, rofi He oKa3Ba utrt"4"npacun"r,
eSexr. fiauHure tro orHoIrIeHHe Ha JleKapcrseuz nrarauo4eficrBu; Lr6esonacHoct 

"u 
n"i.ri;;

npHJIaraH Ha naUheHTH c noAJle)Karqo sa6onaa aue ulutu eAHoBpeMeHHa repanu;{, Ko[To Mo)r(e Aa fa
rjloAno;Ior Ha pacK or MAO-nrxu6wpane ca MHoro orpaHrlqeHu. ilo ra:u tpnauna,rrpgJraraHero Ha
JIHHe3OJIHA nph raKhBa o6crorrelcrBa He ce fipeflopbqBa, ocBeH aKo e Bb3Mo)KHo BHHMareJlHo
MoiilrropHpaHe Ha narf,r{eHTzTe : ;

Vnompeta c xpaHu, ftozamu Ho mupaMuH
flaqueHrure rpr6ea 4a 6r,4ar 

"t""tuu"" Aa He KoHcyMnpar roreMu KoJluqecrBa xpaHu, 6oraru sa
"rr4paMhH.

'

CynepuuQercrluu
E4exmr Ha Jler{eHaero c JILIHe3oJII4A Bbpxy HopMzurHara t[nopa He e orIeHsBaH rro BpeMe Ha
KJII4HHIIHI4 IIpOfIBaHVt. ]

Vnorpe6ar:a sa auru6prorulltr Moxe [oHrrKora Aa AoBeAe Ao cBpbxpits BvtrueHa HelryBcrBHTeJrHr4
Mt4KpoopraHusruu. Hanpl4Mep, oKoJro 3o/o or rrarlpreHTr4Te, arp""ruau" flpellopbrrr4Tenrr"t" oor"
JIVHO3OJII4A, ca npo-rBzrl{ JleKapcrBeHo-o6ycnoneHa KaHAI4Ao3a rro BpeMe Ha.KrI}rHt4rrHr4Te
Pr3nv'rBaH.]1,fl.. Heo6xoAuMo e Aa ce [peAnpaeMar noAxo4xrqa vrepkvnpvno.rrBa Ha cynepr{H$exqz-a
no BpeMe Ha IeqeHI4eTO.

Cnet4uanuu nonynar4uu
Jluueeolz4 tpx6zaAa ce npr{Jrafa cbc cnerlr4anHo BHr4MaHae Irpr4 uarlr4eHTr4 c re}KKa 6r6peuua
HeAOCTar,bLlHocr 14 caMo B Cr)rqaHTe, KoFaro oqaKBaHara [on3a npeBb3xo)r(Aa reoperl{qH:,irfl.pt4ciK.

llpranaraHero Ha JII{He3oJII4I npv [aIIveHTr.r c re)KKa vepnogpo6ua HeAocrarbqHocr ce npenopbqBa
caMo, KoraTo oqaKBaHaTa [on3a npeBb3xo)r(Aa TeopeTnqHun pucrc.

KLtuu urt u u u3 nu m 6 a HLtfl

FesonacHocrra u e$erruBHocrra Ha JIHH%oJrr{A, rrplurafaH 3a neprroA, rro-AbJrbr or 28 gnn, ue ca
ycTaHoBeHH.

KourpolupaHHTe x.llHHHqHH H3nHTBaHHT He ca BKrIloqBaJrH [auueHrvtc gua6erH1 rre311Ha
crGIriLIIoro, 4eIty6uryc, ucxeMHqHI4 Ire3krpr, TeNCKH v3repfl:nttA r.rJru raHrpeHa.fIo rasunpr4gl,rHa
onHTT,T Or ynOrpe6ara Ha JrvHe3oIrHArtprTe3r4 cbcro-fiHrryr e ofpaHHqeH.

Ifo.ntou4uu Beu4ecm6a

Tona rer<apcrBo cbA6p)K a 13 ,7 g rurroKo3a s 3 00 ml or rpoAyKr a (45 ,7 mg/ml). Tona rpr6n a Aa ce
IzMa rrpeABrzA npr4 narIr4eHTH crc :axapen gua6et.

Tona lexapcrBo ctAlbp)Ka I l3 mg narp,uite 300 ml or npoAyKTa, eKBHBiuTeHTHH Ha 5,65Yo or
npenopGrrBaHHr or c3o vaxcHrraaneH AHeBeH npr4eM na2 guarpwit 3a Bb3pacreH.
Tonarpr6na raceHManpeABHA npu IrauueHTlr, Koaro ca HaArrera c KoHTpoJrHpaHe Ha ua:rpuit.

AKo s pa3TBopI4TeJI{ ce cbAtpxa narpzfi, ro rofi rpr6na Aa ae uMa npeABrlA npu npecMrra1e Ha
o6rqoro cbAtpx(aHue ga Harpufi B foroBr4r pa3TBop (nx. uo-4orry ,,CT,BMecrlrMocrra").
3a no-no4po6ua urr$opnraL\r4s 3a cbAbpxaHr{ero Ha uatpuit B pa3TBopr4TeJr.fl, orHecere ce Ao
npoAyKToBaTa r{HQopMaqr.rs, [peAocTaBeHa oT IIpor{3BoAHTeI_f, My. ,.

BsaHMoleftcrBrlq
Mo u o auuu o o rcc ud as uu uuxu6 umo nu
JlzHesolv4 e o6paruivr, HeceJIeKTraBeu arrxu6zrop Ha MoqoaMuHooKcr4Aa3ara (MAO-r
I4Ma unoro ofpaHzqeHu Aarr:gru or npoytrBaHr4{ sa JreKapcrBeHr.r B3arauoAeficrF]vtfl. u 3a
Ha JIHHe3OJIHA, Kofaro ce npHJIam Ha nar{HeHTH ctC cbnrrcrBaqH JleKapcrBa, KoI4To



I43JIo)Kar Ha phcK or MAo-r'uxu6upaue. flo ra:u IIpH'II,IHa, np'JraraHero Ha JrprHe3o 
'rvr1rrpvtraK'Bao6crosrerc'.Ba He ce npe[opbtlBa, ocBeH aKo e BT,3Mox.no crpI4KTHo MoHI4TopHpaHe Ha IIaII'I.HTT{Te.

Iromeuquanuu esauuodeficmeun, eodett4u do noauu.taeaHe Ha KpbsHomo HarnzaHe.flpa s4panra HopMoreH3vuulr 4o6ponoJrqr4 Jrr,rHe3oJrr,rA noreHrl'pa noBarxaBaHero Ha KpbBHoroHiLIItraHe' rIpeAH3BHKaHo or nceBAoe0e4prau rz SeHznnponaHoJraMrrH xr4ApoxJropr.{A. flpuen6r HaJIIjHe3OJII4A 3aeAHo c ncee4oeSeApl4H ra SeulurnporlaHoJlaMr4H xuApoxJropr4A npeAr43Br,rKBa cpeAHofIoBuIIIaBaHe Ha cl4croJlHoro Kpr,BHo HilJlflfaHe or tIop.sAT,Ka:ua30-40 mmHg, 
" 

,pu"""t"e c l1-I 5 mmHg [oBHIIreHae, npa caMocrotreJleH nprreM Ha JrrzHe3oJrr{A, l4- I g mmHg t1pu caMocrosreJreHIIpI{eM ua ncee4oeQeAprzH z QenznnporraHoJraMr{H ra g-l 1 mmHg rpu maqe6ol loaoor*
rlpoyqBaHHfl ne ca 6ulu npoBe)KAaHI4 c xl4nepreH3riBHpr narllreHru. llpenopbqgTerHo e Ao3HTe HaJleKapcrBa c Ba3olpecHnuo 4eficreue, BKJI. AonaMI4HepfLrt{HLr areHTpr, Aa ce rurprrpal.BHrrMareJrHo AoIIOcTI4laHe Ha )KeJIaHHfl pe3yJITaT' KoIaTO Ce npI4JIafaT eAHoBpeMeHHO c JII4H93SJIHA.

Ilome uquanHu c ep o moHuH epzuuHu es auand e ilc meua
rloreHqua'rHoro JIeKapcrBeHo nsauuo4eficrBr{e c AeKcrpoMerop$au e a3cJrerBaHo npra 3ApaBH
4o6porolqu' llPularau e AeKcrpoMerop$aH (4re 4osz no 20 mg ua 4 qacauHrepear) crc r,.,,u 6eg
JIHHe3OJII4A' He ca ua6lro4anauu e$exru Ha ceporoHr4HoB ct4HAporr,r (o6rprna He, re1turpr4yM,6esroxoficrso, TpeMop, 3aqepB{BaHe, 4ua$ope: a,xvnepn^pexcur) nplr H3cJreABaHe Ha 3ApaBrz Jrr{qa,rrprzeMar{H Jrr4He3oJrrjA H AeKcrpoMerop$au.

rlocruapxerHHroB OIIHT: I{Ma e4uo cro6qeHue 3a nauueHT c e$ercru, no4o6Hz Ha ceporoHprHoB
cHHApoM' no BpeMe Ha rIpHeM Ha JII4He3onuA 14 AeKcrpoMeropSaH, Kol4To ca rz3qe3HzrJr4 cJreA cilr4paHe
Ha ABeTe JreKapcTBa.

rlo epeue Ha KJTIzHHtIHaTa ylorpe6a Ha JIHHe3o,vAvrceporoH,Hepfr4qHr4 cpeAcrBa, BKJrror{vreJrHo
aHTHAenpecaHrI{ Karo 0eJIeKTHBHII uwxuluropu ua o6parHrafl 3axBar Ha ceporoHr{Ha (SSRI) cacro6qaeaHu cryrra4 Ha ceporoHuHoB cuHAporra. rlopaiu roBa e/lHoBpeMeHHoro rrpr4JrafaHe Ha
JIrlHe3oJII'IA Ir CeporoHHHeprHrIHt4 CpeAcrBa e nporl,IBotroKa3aHo, ocBeH B cJryqallTe, Koraro roBa e
eAI'IHCTBeHara Bb3MO)I(HOCT KaKTO e OnHCaHO B CnerIHaJrHr.r [peAy[pexA eHv$. vrnpeArra3HH MepKH 3aynorpe6a.

Vnompe1a c xpaHu, 6ozamu Ha mupaJvruH
He e Ha6lroAaBaH cbxrecrBeH llpecopeH orroBop rrp. Irvr\a, npr4eMaurr4 3aeAHo JrHHe3oJrr4A , rro-
MtuIKo or 100 mg rHpaMHu. Tona npeArloJlafa, ve e ueo6xoAt4Mo eAHHcrBeHo Aa ce prs6srsa
npHeMaHero Ha foJIeMI4 KOJII4T{eCTBa XpaHH Vr HailvrKt4 c BT,ICOKO CbAspn€Hr{ e ]Har]HpaM][{U. (Hanp.
3ptno cHpeHe, eKcrpaKTu or Apo)KAa, HeAecrI{JIt4paHH €tlIKoxoJIHH HaIIHTKu u $eprr,rlur npar1 coeBT
npoAyKrr{ xaro coes coc).

Jfercapcmea, uema1onusupaHu om ryumoxpon p450
JluHeso'ra4 ue ce n'rera6oJla3llpa 3HaqHMo or P450 (cYP) eH3uMHara cncreMa u se uuxu6upa HuKosor KTIHHI{rrHo3HaqHMrzre r{oBerrKpr cYP uso$opuru (lA2,2cg,zcrg,2D6,2El,3A4). cxo4uo,
JII4He3oJII{A He ItHAyIlI4pa P450 I43oeH3pIMIire npu rrJrr,xone. Cle4oaareJrHo He ce orraKBar Cyp450-
HHAyTIHpaHH JreKapcrBeHlr B3arrMoAeficrerdq c JruHe3oJrrzn.

PuQannut4uu
E$erurr ua pusarvrlzqnH Bbpxy SapuaxorcuHerr,rKara Ha Jrr4He3oJrHA e trpoyqeH anpu l63ApaBr4
Mb)Ke - 4o6poeolqu, Ha KoHTo e rIpHJIaraH JrrzHe3oJrr{A 600 mg ABa nbru AHeBHo sa1,5 guu crc wtv
6es pu$arranr'rqun 600 mg BeAH6x( AHeBHo, sa 8 4Hra. ra$anrni'quH noHrrx€Ba Cmax ra AUC ua
JIITHe3OJII4A cpeAHo c 2l%o l90yo CI, 15,271H cborBerHo c 32Yo l90yo CI,27 , 371. Mexanagnrr
TOBA B3AI.IMO4EftCTEUE U KIHHI4TIHOTO MY 3HAI{EHHC HE CA H3BECTHII. ,4

BapQapuu
*sflpu exnrouBaHe Ha napsapuu no BpeMe Ha paBHoBecHo c:bcro.rrHl4e npu neqeH ve c 

'ruua6lrc4anaso l0%o HaMalqBaHe Ha cpeAHara MaKcr4MilJrHa INR npra eAHoBpeMeHHo nl
HAMAJI{BAHE UA AUC INR. HN,rA HCAOCTATbI{HO AAHHII NPH TIAqITEHTH, IIPI{EMAJII,I
JIHHe3OJII'IA, 3a Aa ce oLIeHH KJIlIHI4qHara 3Har{I4Mocr. aKo IlMa raKaBa.

"ttt\\Ififl 
P,
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Epeueunocr, KbpMeHe u Seprulurer

Epelresnocr
lfulra 4ocraruqHo [ol{xoAq[Irr AaHHH 3a
Ilpoyvnauur trpu llclaBorHu ca rroKil3rrJru
pt4cK npr{ xopa.

Krprraeue

r43rroJr3BaHero Ha JruHe3onr,rA rrpu 6peueuun )r(eHrz.
perrpoAyKTr4BHa roKcr4rrHocr. CrrqecrByBa roreHrllraJreH

[anHu npu )KIzBorHH AaBar ocHoBaHI4e Aa ce cMqra, r{e JII,IHe3oJrr,IA a HefoBlzre naera6oluru
npeMHHaBar e NaafiquHoro MJTflKO H C:bOTBerHo KbpMeHero cJreABa 4a 6r4e cnpflHo npeAa 14
Ha npHeMa.

Oeprzlzrer

MOfaT Aa
rro BpeMe

IIpu npoyur aHufl y )nHBorHH JrHHe3oJruA npeAH3BHKBa HaMuurqBaHe
He e ussecrHo Aalu re3r4 AaHHH ce orHacsr u sa $epruruirera npr4

ua Seprlrlurera.
xopa.

EQenru Bbpxy cnoco6'ocrra:a ruoenpaHe H pa6ora c MarrrrrHrr

rlaqzeHrure rpl6na Aa ca ilpeAynpeAeHn 3a [oreHrrrurJrH'{ p}rcK or B}reHe Ha cBrr vrJrv noflBa Ha
oI4MIITOMH Ha 3pI'ITenHo HapyIxeHI'Ie, AoKaTo [pI4eMaT JII4H93OJIHA H cJIeABa ga 6rgar rrocbBeTBaHI{ Aaue uro$upar 14 Aa He pa6orm c MaIItr4HLr, aKo ce roqBr4 n.sKofi o.r'onr4caHr4Te cnMrrroM'.

lpego:upaue
He e Hseecren cnequ$uqeH aHTr,rAor.

He ca or6elsssau4 cryqau Ha npeAo3,paHe. BrnpeKr4 ToBa, au$oprraqu{Ta no-AoJry Mo}r(e Aa ce
OKZDKE IIONE3HA.

rlpenoptuna ce noA,rlbpxalqo neqeHne, eAHoBpeMeHHo c rroAArbp)KaHe Ha rnoMepylHa Qunrpaqnx.flpa6'rusureIIuo 30%o or Ao3ara JIHHe3OJIHA ce orcrpaHtsa sa 3 qaca xeMoA vtaJrvr3a,Ho HsMa AaHHpr 3a
orcrpaH'tlBaHe Ha JII4He3OTUA r{pe3 nepr{ToHeaflHa A]/larr]1l3a rrJra xeMorrepsysur. fuaraocHoBHr4uera6oluru Ha JIHHe3oJIrtA cburo ce orcrpaHrBar Ao rr3BecrHa crerreH qpe3 xeMoA uar*3a.

I4ncrpyxquu rpr ynorpeba H r{3xBbpJrflHe
CaMo sa eAHoKparHa ynorpe6a. flpoeepere 3a Mr{KporeqoBe r{pe3 rrpnracKaHe Ha noJruerr4JreHoBr4,
carc' Ano or Helo HMa u3 r4Y.aHe, He ro H3rroJr3Ba ftre, rt it Karo crepr4JrHocrra uoxe ga 6r4e
HapylxeHa' Pa-:raoprr rpx6na ra 6rre BV3yaJIHo npoBepeH npeAr4 ynorpe6a v Aa ce1a3rroJr3Ba caMo6ucmp piBTBop, 6es .racruqu.
Cle4 nporepKa Ha 3ApaBI4Hara Ir orcrpaH.rlBaHe Ha 3ail{HTHoro Qoruo, rroJrveruJreHoBr{rr can rpx6ea
Aa ce cBbp){(e KbM cHcTeMaTa nocpeAcTBOM AByKaHaJrHa HrJra.

He ugnorseafire re:u ronueruneHoBn caxoBe :a cepuftHr.t cBbp3BaHlrfl. Bc.sro Helr3rroJr3BaHo
KoJII{qecrBo rpx6za Aa ce II3xBbpnn. la He ce cBbp3Bar rracrl4r{Ho r,r3rroJr3BaHr{ caKoBe.

CreMecruMocr[
Jllruesola4 flol$aprr'la pa3TBop e cbBMecrI4M cbc cJleAHlrre piBTBopr{: 50lo mrcrcosa 3a r{HTpaBeHo3Ha
urt$yzux, 0,90/o uarpueB xJIopI4A 3a HHTpaBeHosHa un$y: vrs,- rraKTaren Ringer piBTBop 3a HH)rceKrIHpr.

HecrnnrecrnMocrrr
He rpx6na Aa ce BbBe)Iqar go6aercu KbM To3H piBTBop. llpz ueo6xoArrMocr or eAHoBpeMeH
IIpIzJIafaHe c nI{He3onHA Bc{Ko oT cT,IIbTcTBailIHTe neKapcTBa r:prr6na ;La6rge np"t uau"o
cborBercrBrre crc cobcrBeHrlTe My yxa3aHr{r 3a ynorpe6a. llo cr,rql4, HaquH, aKO Ce
t43rIoJI3BaHero ua o6rqa IrHTpaBeHo3Ha clrcreMa 3a rrocJreAoBareJrHu uu$ysun Ha pa3rr4
cHcreMara rpr6na Aa ce npoMHe rrpeAH lr cJreA BbBe)KAaHero Ha JlflHc3o rrv$. crc
nuQysuoHeu p€BTBop.



Llssecruo e, qe pa3TBopbr Ha Jluueolra4 rlon$aprraa e $usuuecxpr HecbBMecrr4M cbc cJreAHHTe
BellrecrBa: auQorepaquu B, xlopnpoMa3r4H xr4Apxnopr,rA, Avra3erran,[eHTaMzAr4H rd3e.r,r4oHar,
epI'ITpoMHtIHn laxro6uouar, $euurouu uarpuit rz cyr$arr,reroxca-:ollrpuMeronpr4M. Crrqo ra6a rofi exrrMr,rr{Ho HecbBMecr}rna c qe$rpaaKcoH warpuit.

Cporc Ha roAnocr
Ilpe4u orBap{He: 30 ueceqa
cle4 orrapsHe XI4MI''Ir{Harau $usuwra cra6uruocr tro BpeMe na ynorpe6a e AeMoHcrp upagasa2.{acarrpr 25oC' or uuxpo6uolorar{Ha fJIeAHa roqKa npoAyKrbr rpx6ia4a 6r4e r.nona"u"
uega6asHo' Aro ue ce H3IroJI3Ba BeAHata, npoAbJDKHTeJrHocrra ,, ycJroBr4{Ta Ha cbxpaHeH'e HaorBopeHvs rrpoAyKT ca Ha orroBopHocrra ua norpe6arerr.

CnequalHn ycJroBnfl Ha cbxpaHeHlre
To:z lexapcrBeH npoAyKT He H3pIcKBa cleqrraJrHn ycroBnflHa cbxpaHeHue. Crxpau ssairre
IroJIHerilJIeHoBHt caK B KaproHeHara ]Kyrvfl,3a Aa ro [peArra3l{Te or cBerJrHHa.

Bcenu Herr3rIoJI3BaH JIeKapcrBeH npoAyKT r4JrH orrraAbqeH Marepu al rpxltaAa ce rr3xB:bpJr.rr B
CSOTBETCTBI4E C MECTHHTE V3}ICKBAHI4,.


