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3EI,TPEH KI3BEIIITAJ 3A OCOEI{HIITE HA JIEKOT

1. I4ME HA MEAI4III,IHCKT4OT IIPOI43BOA

Merponuga3orr H.B. 6payH / Metronidazoli.v. Braun
(pacrnop 3a r4H(bFuja 5 mglml)

2. KBAJIITTATI,IBEH I{ KBAHTI{TAT}IBEH COCTAB

I ml pacreop coApxr4 5mg rr,rerpoHr,rAa3on

100 ml pacrBop coAplrr{ 500mg MerpoHr4Aa3on

Erccryunueucu:

1ml pacreop coAp)rc4

Harpzy*r xnopr4A

fluuarpuy rtt $ o c (f ar Ao A e Kax r4Ap ar

EnercmponumeH cocmae (sa 100 ml):
Harpuyrr,r
Xropra4n

7,4mg
l,5mg

14 mmol
13 mmol

3a czre eKcrlt4rrueHcvr Bvrp;v nornaeje 6.1

3. OAPMAUEBTCKA AO3T4PAHA @OPMA

Pacrnop sa zn$ysuja
Eracrap, 6eg6oeH ulu cta6o xoJrreHr4KaB BoAeH pacrBop

4. KJIIIHLIqKT4 rrOAATOrIr4

4.1 TepaneBTcKrr rrHArrnarluu

TperntaH Ia npoSunaKca Ha nn$enqnr.r Kor4 ce npeAH3BrrKaHV rrrrkr Moxe ra 6urar [peAr,r3Br4KaHr4 oA
aHaepo6uu 6arcrepuu.
TperuaHor e eSuxaceu Bo cJryqar4 Ha:

- an$exquu Ha IIeHTpanHI{or HepBeH cl{creM. (np. ancqec Ha Mo3oKor, ueunnrz'ruc),
-zH$er<qnr.r Ha pecrll4paropHrlor cucreM (na np. HeKporn3r,rpaqKa nuennrounja, acrrr4paqr4oHa
nHernaouuja, atrcqec na 6elnre Apo6oera),
- eHAOKapAr4THC,

- uH$erquu Ha racrpollHTecruHaJlHl4or rpaKT u a64ouuuaJlHr{or peruoH, Ha np. [epnroHr4Tuc, arcqec
Ha xenapor,"'nocrofleparvBHt4 un(ferquz no onepaqvtla ua 4e6eroro qpeBo 14 peKTyMor, rHojHu
rrpoqecr4 no a6Aonl zHaJrHara r.r rre JrBr4 q Hara rrryrrJrr4Ha,

- ruHeroJlorurn uuSerqura (Ha rlp. eH.{oMerpprrltc, no xl4crepenrorrazja r4nr4 rlapcKv pe3, rropoAr4nHa
rpecKa, cenrr4qeH a6opryc),
- nulpexqnn Ha rrpeAenor Ha yBo, Hoc Ir rpno 14 za1u,ycra ra nunaqa (ua n
- un(perquu Ha KocKr4 ra grro6osr4 (ua np. ocreoMr,renuruc),
- racHa raHrpeHa,
- cerrrr4KeM uja co rpolr6o$le 6vruc.
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llpo(pnnarrl4rlKara ynorpe6a e ceKoratu krHhr4r\vpa:na npeA oneparlr4r4 co Br4coK plr3r4K o4 aHaepo6un
uu$erqzu (rzueroloruKr{ 14 t4HTpaa6Aouuualnu onepaquu).

Haquoualuure v LIHTepHaIIIToHaJIHI4Te npenopaKu Bo oAHoc Ha npaBunHara ynorpe6a Ha
aHTI4MI,IKpo6sure areHcl4 rpe6a [a 6u[ar ila1oau Bo yrlarcrBoro 3a ynorpe6a Ha MerpoHr,rAa3on.

4.2 lo:uparre rr Haqr{H Ha yuorpe6a

,{o:vparrero ce [pvnaroAyBa 3aBI4cHo oA krH[uBr4AyanHr4or oAroBop Ha naur4eHTor KoH repanujara,
crlopeg Bo3pacr Ir re.,IecHa rex(HHa H cornacHo co rnrror 14 TexvHara na 6olecra.

Tpe6a Aa ce cneAar cneAHr4Te npe[opaKr4 3a Ao3r4parbe:

Bospacuu u adonecqeumu :

flpeuor AeH oA r:epanujara, Ha ceKou 6-8 qaca ce AaBa no 500mg MerpoHuAa3on (ruro oAroBapa Ha
100m1 Merponz4asoJr r4.B. EpayH), Ao MaKcr,rMyv 2,0 g AHeBHo.
Bropuor AeH I,I HapeAHI{Te AeHoBLI, ce AaBa Ha seKo}r 12 \aca no 500 mg MerpoHr{Aa3oJr, o4nocHo 1,0g
MerpoHzAa3on AHeBHO. oCeeH eO nOCe6UU CryqA]|1,, Ao3ara Ha oApxyBarbe MOxe Aa ce 3roneuu 4o 1,5g
AHeBHO.

3a npe4oneparl4BHa npo(frananca o4 uu(feKul4'I, rpe6a Aa ce AaAe eAlrHcrBeHa Ao3a oA 0,5-1,0
(nraxcurrlyrr,t 2,0g) naerpoHr,rAa3oJr, HerrocpeAHo rrpeA rroqeroKor Ha onepaquja:ra.

feqa nod I2 eoduuu:
Ha cexou 8 qaca ce AaBa no 7-10mg MerpoHLIAa3oJI Ha kg rerecHa relrr4Ha, tlrro oAroBapa Ha .{HeBHa
Ao3a oA 20-30mg MerpoHr4Aa3oJr Ha kg rerecHa rexr4Ha.

Bpenempaerbe Ha mepanuj ama:
Boo6uqaeno repanzjara rpae 5 rc 7 4ena. (Bragu nouanje 4.4)

Huqua nu ynompedu
I,lurpaneucxa yuorpe6a.
CogpNltnara Ha eAHo IITI4IIIe rpe6a ila ce raBa rIoJIeKa co I4HTpaBencra uu$yauja, o4nocHo MaKcr4MyM

100m1,3a He noManKy oA 20 wrwuyru, najuecto Bo BpeMerpaerbe none(e oA eAeH qac.

MetpoHu4asoJl I4.B. EpayH, Molre I,Icro raKa Aa ce pa3peAI,I npeA a.{Mr4Hr.rcrpaqujara, co AoAaBarLe Ha
JIeKOT KOH r4.8. paCTBOp KaKO rrrTo e 0,9 Yo HaTpr4yM xnopr4A UilU 5 Yo pacryop Ha rJryKo3a.
I,lcro npeueHo rtp enumaHr.rre autuduolrurlr4 ce aAM Lt Hr,rcrpr{paar no ce6so.

4.3 KonrpanuArrKarlrn

XranepcernuTl{BHocr KoH MerpoHr4Aa3oJlor vnv. rpyrn Hr,rrpouMr4Aa3oJrHr4 Aepr4Barla vrrrv Ha neroj o4
EKCUI{TII4EHCHTE.

4.4 lloce6nu MepKId Ha rrperra3Jrr.rBocr u noce6nu rpeAynpeAyBarba ra ynorpe6a Ha Jrexor

llpu nocroelbe Ha retrlKo oIIITeryBaILe Ha xenapor, HapyrxeHa xeMarorroe3a (ua rtp.
rpaHynoqlrroireHuja) urz 6orecrv Ha IIeHTpaJIHLIoT unu nepraSepHr.ror HepBeH cucreM, Merpoua4ason
z.n. Epayn rpe6a Aa ce AaAe caMo AoKonKy ce or{eKyBa Kopt4cra jacno Aa rrpeoBJraAee HaA
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B/BRAUN Mernonnla3oJr r.r.B. Enavn

Bo clyuaj Ha rerrrKr.r xr4[epceH3r4TI4BHH peaKIIt4L (na np. aua$vlarrr4qeH rrrox), repanz-iara co
Merponra4a3oJr r4.B. Bpayu, Mopa BeAHa[r Aa ce npeKI4He v Ia ce BocnocraBr4 HTeH TperMaH oA crpaHa
ua npoSecuoHaJrHu 3ApaBcrBeHu pa6oruuqu.

Tenxa [ep3r4creHTua gujapeja xoja ce jaeysa 3a BpeMe Ha rperMaHor HJrH Bo reK Ha HeAenvre rrro
cneAyBaar Moxe Aa AoBeAe .qo rrceBAoMeMpaHo3eH eHTepoKonl4ruc (no uose*ero cnyqar4 npeAH3Br4KaH

ol, Clostridium dfficile), yugu rornanje 4.8. Osa I,IHTecrvHanHo sa6oryBarle, rpeAr{3B}rKaHo oA

anru6uorcrara repanuja, Mo)Ke Aa 6urye )KuBoro3atpo3yBaqKo u 6apa r4THo AaBarbe Ha cooABereH
TperMaH. AuullepucraJlTl4qKl4 MeAVIIUHcKI4 npoI43BoAI,I He cMear ra ce [arar.

Tepanujara co MerpoHr4Aa3on r4Jrr4 JreKoBr4 KoI4 co.{pxar Apyrv Hl4Tpor.rMr{Aa3oJrr4 ne rpe6a Aa rpae
noee(e oa 10 4eua. Calro Bo cilequ$zvno o46paHu cnyqau 14 aKo 4e$IaHurueHo r4Ma norpe6a,
TperMaHor Mo)Ke Aa npoAonlru, npocneAeH co cooABereH KJII4HI4TIKI4 LI la6oparopucKr4 MoHr4Topr.rHr.

llonropeuara tepanuja rpe6a Aa ce orpaHl4ql4 KonKy Ixro e roa Bo3MolKHo, caMo Ha cnerlu$uuulr
o46pann cnyqau. Oeue cnyqav Mopa crporo ra ce ua6rsy4ynaar, 1ugejkta nepojaruocra
MerpoHr4Aa3onor Aa rrpeAr43BKa MyrareHa aKTHBHocr He Moxe co cl4rypHocr Aa ce r4cKryr{r4, u 6ugejku
Bo eKcrreplrMeHTpr co )KLrBorHr,r sa6erexan e nopacr Ha lrHlruAeHlrara Ha oApeAeHu ryMopr4.

flpogo.irxenara repanraja co MerpoHr4Aa3on Mo)Ke Aa ce rloBp3e co Aenpecujaua KocKeHara cpueBlrHa,

rrrro ,{oBeAyBa Ao Hapy[ryBarLe Ha xeMarolloe3ara. 3a vrauutpecraual4Te BI4AI4 Bo rorranje 4.8. Epojor
Ha KpBHr4Te KJrerKr4 rpe6a BHr.rMareJrHo Aa ce cne4r Bo reK Ha npoAonxeHara repanrzja.

Oeoj nre4rzqr.rHcKlr rpoH3BoA coApxl4 14 mmol (uttu322mg) Harpnyll na 100m1.

BrHjaHue Ha ra6oparophcrct{re recro eil
Merponu4a3oJror raHrepSepupa co crreKrpotforonrerpllcKoro onpeAenyBalbe Ha SGOT ulro pe3ynrl4pa

co HaMaJreHV BpeAHocrr4.

4,5 llurepanqrr co Apyrn JIeKoBt{ Ir Apyru Soprvln Ha nHTepaxulru

Anxoxon
Bo rer ua repanrajara co MerpoHrrAa3oJr He cMee Aa ce KoHcyMvrpa alxKoxott, 6ugejkll JIeKor
noceAyBa gracyn$lrpaMcKo gejcrno. IrlcronperrleHa rIpI,IMeHa Ha MerpoHI,IAa3oJI rr ducynQupan
MO)Ke Aa rrpeAr,r3BlrKa aKyTHa rrcrrxo3a znu ron$y:ua cocroj6a. MetpoHlrAa3onoT ue rpe6a ga ce

annlrqupa raj naqueurv Korr Bo rrocneAHlrre ABe HeAeJII{ npl{Mane gracynSuparra.

flucyQupau
Cuuyrraua aAMr4Hr,rcrp a\uja wa gucyt$upaM Molre Aa .{oBeAe 4o xon(fy:uj a vril AypI{ Ao ncl4xorur{Hl4

peaKrlur,r. Kou6r.*rarlraj ara Ha ABara areHca Mopa Aa ce ns6eruyna.

Ryuapuucrcu depueamu
I4crorpeuena tepauuja co MerpoHr{na3onor Moxe Aa to rIoreHIII4pa aHTI,IKoarynaHTHI4or e$exr Ha oBI{e

JreKoBr4 h Aa to 3toJreMr4 pH3LTKOT OA KpBapeIbe KaKo nocne.4l4ua o.4 HaMaJIeHara xerlaraJlHa

4erpa4aqrzja. MoNe Ia 6urye norpe6uo npr4naroAyBalbe Ha Ao3ara Ha aHTl4KoarynaHsor.

Jlumuyu
Tpe6a Aa ce BHuMaBa Kota MerpoHr4Aa3oJlor ce aAMI4HI4crpI4pa cuMynraHo co JII4TI4yMoBI{ coJII4,

6upejkta e ga6eleNaHo AeKa repanujara co MerpoHl4Aa3on tH 3foneMyBa cepyMcKl{Te KoHIIeHTpaquI,I Ha

nr4TI,IyM. flocrou 3roJIeMeH pLt3I4K oA HapyuyBalbe Ha peHanHara Syt*u{
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B/BRAUN Mernonuaa3oJr H.B. BnavH

@euumouu
Merponu4a3oJlor ro unxr46vpa Mera6onl43Mor Ha l{croBpeMeHo aAMr4HucrpvtpaHnor $eHrzrouu,
OAHOCHO rrJra3MaroKara KOHr{eHTpar\hja Ha oeHr4Tor4Hor e sroJreMeHa. 04 4pyra crpaHa, e$uracuocra
Ha MeTpoHr4Aa3OnOT e peAyrlr4paHa Kora seuurounoT e aAMr{Hr.rcTpr{paH r'tcroBpeMeHo.

Eap6umypamu
@eno6ap6nraJror Moxe Aa ro 3roJreMr{ xelaraJlHl4or Mera6onu3aM Ha MerpoHr,rAa3oJror, peAyrlr4pajftLr

ro HetoBt4oT rIJIa3MaTcKI{ [Ony)Kl4BOT Ha 3'raCa.

@nyopoypaqaa
MerpoHra4a3oJror ro r4Hxr46r4pa Mera6oJrr43Mor Ha l{croBpeMeHo aAMr4tr4cpvpaHnor (bnyopoypa\r4n,
oAHO CHO rrJra3M aTcKaTa Ko HrIe HTp a$l,1ja Ha $nyop oypaIIV noT e 3roneMeHa.

Ituwemuduu
Bo r.r3onrrpaHr,r cilyqail, r4croBpeMeHo aAMI4HI4crpI4paHI4or rlr,rMerr4Ar4H Mo)Ke Aa ja HaMaJrr4

enr4Mr.rHarlzjuta Ha MerpoHr,rAa3oJror r4 [ocneAoBareJlHo Aa ,4oBeAe Ao 3roneMeHa KoHueHTparytap ua
MerpoHr4Aa3on Bo cepyMoT.

Kap6an'tasenuu
MerpoHr.r4a3onor Moxe Aa fo r4Hxt46upa rtera6oJll,I3Mor na xap6a*taserrr4Hor 14 KaKo rrocneAr4ua Aa fr4

rroKaqr4 rrJra3MaTcKI4Te KOHIIeHTpAII4T4.

Ituxnocnopuu
3a nperr,re Ha cr4MynraHa repanr4ja co III4KJIociloplIH I4 MerpoHl4Aa3on rrocrot4 pr43r4K 3a 3roJreMeHr4

cepyMcKr4 KoHrleHTpa]liuu Ha rlr4KnocflopnHor. flo'rpe6ua e qecra KoHTpona Ha rlr4KJrocnopr.rHor 14

KpeaTr4Hr4HOT.

Koumpat4enmurHu re KoBu

Bo zcrlyur4TeJrHt4 ctyqav, HeKor{ at:nu6uorwq}I Moxar Aa to HaManar eSexror Ha KoHTparIenrHBHHTe

Ta1nerv co uHrepSepupane co baKTepucKara xLIAponH3a Ha crepol4AHr.rre KorLyrarrz Bo upeBara H co

roa ja HaManyBaar peancoplqujara ua HeKolbyrt4paHl4Te crepouArl Cnopeg roa, rrJra3MarcKr,rre Hr,rBoa

Ha aKTHBHT4Te CTepOr4.4n Ce HaMaJryBaar. oeaa Hesoo6uraaeHanHreparquja Mo)Ke Aa ce nojaBu raj Neuu
co Br4coKa ercxpeqzja Ha crepor4AHll Kolbyrarv npeKy )Konr{Kara. Bnre npujaneHu oKony 60
6peueuocu4 Kaj x(eHr4 no AHrnuja KoLt [pr4Mane KoHTpaqerITI4BHI4 Ta6nerv r.r r.rcroBpeMeHo 3eMane

arrru6uotur.(tr,'KaKo aMrrr4ur4Jrr4H, aMoKcI4IIVrvtH ,t rerpaqI,IKJlI,IHra. llocrojar Herarr{BHr4 cry4nrr 3a

Tpr4Meronpuvr-cyl$oHaMrr,, poKcrlTpoMVr\r4H vt KnapI4TpoMI{qIIH, Ho co MHory ManKy rro.4aroqr{.

4.6 Epeuenocr rr Aoerbe
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Epeueuocm
7I uorpaj Toa ruTo He rrocrojar cLIrypHIr AoKyMeHTI{paHLr [oAaroIII.I 3a

MerpoHr,rAason raj ryfero, ce [peilopaqyBa HetoBo ras6eruynarre
oco6euo Bo rrpBrrre 3 naeceqz.

3a rpeue Ha npBoro rpoMeceql4e, MerpoHl4Aa3on z.n. Bpayn, rpe6a
Tpernp arse Ha retrl Kr,r xllBoro3arp o3yB aq KI4 Ian$e r<qzu.

TepaToreHoTo AeJcTBo Ha
Bo reK na 6perraeHocr,

Aa ce yuorpe6u caMo 3a

Jlarcmaquja
Co oueA Ha roa AeKa MerpoHlrAa3oJror ce JIar{I{ eo uajvuuoro MJIeKo, Aoelbero rpe6a Aa ce [peKI4He 3a

BpeMe Ha repanujata.I4cto raKa, rIocJIe 3aBplxyBamero Ha repanujara co AoerseTo He

6u rpe6ano Ia ce BocnocraBl4 ylure 2 lo 3 4eua, ropaAkl

MerpoHr4Aa3onor.
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B/BRAUN Mernowunr?al.tr rr-R, Enqwrr

4.7 EQercru Bp3 crrocobHocra 3a Bo3erbe H paKyBarse co Ma[rr{Hrr

Aypu u Kora ce yrlorpe6yBa cflopeA yrlarcrBara, MerponuAa3oJror Moxe Aa upeArd3Br.rKa HaMaJreHa
peaKTIlBHocr 4o roj creneH urro elzjae Ha cnoco6uocra 3a Bo3erbe u paKyBarLe co MarrI4Hr.4. Oea e
I43pa3eHo Bo rIoBLIcoK crerleH Ha noqeroKor Ha rperMaHor krrrv Kora e eo KoN46raHaryuja co aJrKoxoJr.

4.8 HecanaHra peaKrlur

Hecaranure peaKrlr4r,r ce BofJraBHo rroBp3aHl{ co rrponoHrupana ynorpe6a r,rJrr4 Bt4coKr{ Ao3r,r.

Bo osa norraeje 3a olrrrxyBarbe Ha qecrorara Ha HecaKaHr4Te peaKuvr4 ce ynorpe6eHr.r cneAHr4Te

TepMr4H14:

Msoru qecro: > 1/10
r{ecro: >1/100,<1/10
llonamy qecro: > 1/1000, < 1/100
Pemo: >l/10000,<1/1000
MHory perKo: > 1/100000, nr.nyuynajku usormpanlr npvjanra
HenosHaro: (neua [porleHKa oA AocrarlHu no4aroqz)

tr4uQ e xquu u uu{t e c m aquu
Perxo : fesuramrvr cynepuH$eKlllr4 co Kaudud a.

Hapyuryearca Ha Kp6ma u nua$uuom cucmeM
llorr,ralxy qecro: 3a epeue ua repanujara co MerpoHI4Aa3oJI, HaMaJryBarLa na 6pojor Ha neyKorrrzTvffe vr

rpou6oquru're (neyroneuuja, rpaHynour4'roneuuja u rporra6oqraroneHraja).
HenosHaro : Arp anylo quro3a, arl JIacrI4 rI H a auevuja.
3a npeue Ha rrpoAonxeua repauzja 3a.4onxI4TeJIHa e peAoBHa KoHTpona Ha 6pojor Ha KpBHr4Te KJrerKr4.

Hapywyeanta Ha u 'ryHo"toturcuout cucmeM
flol,larxy .{ecro: Enarla .qo yMepeHI4 xI{ilepceH3}ITI4BHLI peaKIII4I4, Ha np. npypr4Tyc, ypturcapnja,
TT,TYNTU$OPMEH EPI4TEM, AH|I4OEAEM I4 IIOKAIICHA TEJIECHA TEMTIEPATYPA OA JIEKOT.

Msorlz perro: Teuru aKyrHr4 cr{creMcKl4 xI,I[epceH3I4TI4BHI4 peaKrlrlr,r: auaQularca, rypv Ao
aHa$urarrurreH rrroK.

HenogHaro: Bocuanenlle Ha orII{Te (Crzrenc-IJoHcoHoB cnH4pona).

[eere nocJreAHr{ peaKqr{H dapaar r{THa reparrrcna l{HTepneHquja Br.rAu norJrayje 4.4).

II c uxuj amp u c Ku u opy My 6 alb a
floN{arxy .{ecro: Cocroj6u ua xouSyeraj a, upuraluJlHocr, 4eupecuja.

Hapyuryearua Ha HepzHuom cucmeM
llorr,ranHlz qecro: fraso6orra, Bpror;raBulla, nocrraHocr I4JII4 HecoHrrrla, ataxcuja, Harahzl nepraifepHa
Henponarnja uauu$ecrvpaHa KaKo flapeclezuj46olxa, HaexyBarbe, nerlKarLe Bo eKcrpeMr4Ter[Te.
Axo ce nojanar Haila4r4 vnv sna\v na nepu$epHa HeBporarwja, AoKropor r:pe6a BeAHarrr Ia ce

zn(poplaupa.

Hapywyaan'o Ha oqume
Ilovralry qecto : flopeuereH BuA, .(I4tulo nuja, t ruonuja.
Henogsaro: OxyrorupltqHa Kpr.r3a.

I

l'

f,

"s".si-'-&)r-
, ifi,: .""+'\''4 '.xr'r\

.- lJ q'-:..!

F{'& E';"'
1.1;::*.;..'{ ,Y tiei.6;' r3 e,t

,,+ir ,r; tf
\t - a| .'d

q"..v *#

.fl'*q -,
{iv".:t

€i;ur{

\\*.
*.\'$'

5oal0



\1

\a

!a

\4.

\t

f l!!.

..1

-L

^L

.L

IJ

j

lr

ra

B/BIL{UN Merponulason H.e. EpavH

f a c mp o uum e c m u H arHu H apyuty s atb a
lloualxy qecro: fa4erse, nonpaftane, gujapeja, fnocrrrrzc H croMarr4Tnc, rroApr4rHyBarLe co ropqnr4B
BKyc, enuracrpl4qeH rIpI'lrI'IcoK, MarIHlIHa, ry6erre Ha atrerur, MeraJIeH nxyc, o$loNeH jasur<.
Msory perro: Terura y[opHa w4apeja, 3a BpeMe H tro repanujara, 

-nepojaruo 
npeAH3BrrKaHa o,q

rceBAoMeM6pauose n Ko Jrr4Tt4 c (euau no rnaej e 4. 4).
Heno:uaro: llasrcDearnrnc.

Xe namo 6 unuj apuu Hapywyn arb a
floualxy qecro: floraqeuu cepyMcKr4 HrrBoa Ha rpaHcaMHHa3Lr u 6unupy6uu.

MycxynocrcenemHu u Hapywyaatua Ha cep3Ho u KocKeHo mKulo
flouarry qec'ro : Aprpanraj a, rtwatrcuja.

Peuanuu u ypuHapHu HopyLuynatua
llonalry qecro: Teirano oboeHa yprrHa (nopa4u uera6olu.r Ha MerpoHr44aaon).
MHory perxo : flucypuja, r\ncrttrvrc t4 ypvlapHa raHKoHTilHeHquja.

Onwmu Hapywynatua u cocmoj1u ua Mecmomo ua adtwuuucmpat4uja
Vecro: klpura\uja Ha BeHI4 (aypz 4o rpou6o$ne6znac) rro HHTpaBeHcKa aAMr,rHucrparyuja,
Perxo: Cocroj6ra sa cla6ocr.

4.9 Ilpegoruparre

Cuunmo.uu
Karo snaqz 14 cl4MnroMu Ha npeno3l4parbe Mo)Ke 4a ce nojaear HecaKaHr,rre peaKrlr4rr Kor{ ce orrr4ruaHr,r
eo nornanje 4.8.

tr4meu mpemhlaH, aumudomu
Heua cneqn$raveH TperMaH vrrv aHTvr1orr,r Kor4 Mo)Ke
npeAo3r4parbe co MerpoHr4Aason. [oronxy e norpe6uo,
e nilMntlapa co xenao4zj arvrca.

6. @APMAKOJTOTKI,r IIOAATOUI4

Aa ce [pr4MeHar ro clyuaj Ha toJreMo
MerpoHr4la3onor Molr(e eSuracuo Aa ce

L

rJ

5.1 (Dapnaro4prnaMcKn cnojcrna

@apvarorepaneBTcKa rpytla :

AHrzvu$exrr4BHr,r neKoBr4 sa cr,rcreMcKa y[orpe6a, gepunarrr Ha r4MHAa3on
ATC ro4: J0l X D0l

MerpoHIa4a3oJlor cnafa Bo rpyrlara Ha HfiTpor4MnAa3onrr. Bo npucycrBo Ha ocerJrgBr,r nporo3o, r,r

I4cKnyr{HBo auaepo6Hu 1arcrepuw ce peAyIIHPa Ao aIIeraMI4A ra N-(2'-xr,rApoKcr{err4n)-oncanara4na
KI4cenI4Ha. I'Iurepanqraj ara co IHK no4u 4o uHxIz6ur\uja ua cl4HTe3ara Ha HyKner4HcKr,rre Kucejrr4Hrr Bo
MI4KpoopraHLI3Mor roj e sa(pareH, .qoBeAynajfua 4o yHurrrryBarLe Ha rraroreHocra. AHru6arrepr4cKuor
crleKTap BKnyqyBa u auaepo6nl4 tpaM-HeraruBHvI6artepzn 14 tpaM-rro3vrrLrBHn cnoporcHu 6axrepr.ru,
I4cro KaKo v auaepo6ul4 rpaM-rlo3t4Tr4BHrr KoKr4, HeKor4 $axylrarnBHr4 aHaepo6ra u Freroz npoto:or.
Merponuga3oJlor yc[elrlHo ce yrlorpe6yna no r:epanraja Ha rprrxorraoHrajasa, awe6ujaza u
gapqrajasa. Toj ce rIoKilKaJr I,I KaKo Muory e$urauro cpeAcrBo nprl pa3Hr4 auaepo6nu ransbrqzz,
HeKpoTI,rqHrr rrHeyMoHuur n aKy,reH ynqepaTr,rBeH rr4Hrr,rBI4Tr{C. Mer LOJTOT Ce rrpr4Mer{yBa
so npoQuJraKca Ha unSexqzu raj MHory xr4pyprrrKr4
aHaep o 6nnre znQ erqr{r4 rrocJr e KoJrope KTaJrHr4 orrep a uuu Lt xrl
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Jlucma Ha ocemrutu u p%ucmeHmHu opzaHusmu

Hac,reAuo p$IrcreHTHH opraHlt3Ml,l
Cume aeDofu u fraxvnmamuBHu u

. Bo BpeMe Ha rry6nr4Ka\vja Ha oBr,re ra6env, He 6vile AocrarlHpl HajHoBI4Te noAaroul4.
o 

Ce ynotpe6yna caMo Kaj [aqI{eHTI4 aneptl4qHl4 Ha TIeHI4IIZII4H'

Mexauusuu Ha p.%ucmeHquia Ho MempoHuda3oJt

MexasnguuTe Ha pe3I4cTeHIII4ja Ha MeTpoHktAa3onoT ceyruTe He ce pzrjacHeTl4.

Kaj H.pylori rdxA u frxA reHr{re KoAr4paar peAyKra3l4 KoIz ce norpe6Hl4 3a aKTI4BaUVja Ha

MerpoHHAa3oJroT r4 r4HaKTr.rBrIr4jTa Ha oBr4e feHI{ pe3ynTl4pa co pe3I4cTeHIII4ja Ha MeTpOHI4Aa3OJIOT.

fipyr vrexaur43aM Ha pe3r4creHqr4jaxaj B.fragilis ce cMera AeKa ce 6asupa Ha HI4TpoI4MI4AtrloJI peAyKTa3a

Koja e KoAr{paHa co Hr4M reHr4. CryAuure KoI'I rt4 I4crpaxyBaar AoKa3}ITe 3a I4HAyKIIHjara Ha

pe3lrcreHr{r,rj uta Ha MerpoHr{Aa3oJr Bo Bt4roBr4 op, B.fragilis co utu 6e: Huu teHI4 noKaxyBaar AeKa
pe3r4creHrlllj ara Ha MerpoHr4Aa3on He Moxe Aa ce ceJIeKTI4pa caMo 3a HI4M-no3vrLIBHI,ITe BI{AoBI4, TyKy 14

I4 3a HVM-HeraTr{BHr4Te Br4AOBr4, CyfeperpajftLl AeKa ocBeH HI{M leHIrTe ce I,IHBOIBHpaHI4 14 Apyrn
MEXAHI43M14.

5.2 @apuarcorlrHercKll cBoicrBa
!l

Metponzga3oJlor ce Allcrprr6yvpa uut IIeJIrror oplaHI'I3aM.

lJrarleHTap4aTa 6apr4epa u HaBJIeryBa Bo IIepe6poclIIHaJIHara
r4HTpaBeHcKa arIJIIrKa\via, a Ao6po ce AncTprr6yupa r no
[JryHKa, ceMeHa rerlHocr u 6ponxnjaileH MyKyc. 3a nnasr'Ia-

Onoj JreK 6p3o
TCqHOCT TIOCJIC

Ja [oMr4HyBa
lepopaJrHa 14

rIKa, MJIeKO,

rlecru ocerJIIrBIr BI{noBIl
f n a,u- noz umuq H u aen o 6 u
Actinomyces israeli"
Anuepo6u
Bacteroides frasilis
Clo stridium difficile.
Clo stridium perfringens"u

Fusobacterium sDD.o

Gardnerella vaginafu.
Peotococcus sDD."

P ento strepto coc cus spp. "
Pornhvromonas sDo.o

Prevotella spp.

Veillonella soo."
.Ilpvrn M uKpo op taHusMpr

En I amoe ba h i s t olyti ca'
Giardia lamblia"
Trichomonas vasinalis'

BraAonla 3a Kon crenHarara pe3lrcreHqlaja ruoxe Ia 6uae

Helicobacter

ffii+e tb'B#ipff

s ,+o"ll" t+ii
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JIEKOT.

Merpouu4a3oJror ce Mera6orru3vrpa BorJraBHo Bo xe[apor. lnaBHr,r Mera6onHr,r [poMeHr4 ce
oKcr.rAarl4a Ha 6orrHrror naHerl Lr Korbyraqzja. Oc}ronHI,I oKcI{IarI,IBHr,r Mera6oJrHr.r npoAyKTra ce
1-(2-xugporcprerr4il)-2-xr,rgpoKcrrMerr.rn-5-HLITpo I4MLIAa3on (xuqporcu Mera6onlrr co 30%
aHTr,r6aKTeprrcKa aKTrrBHocr oA MeTpoHr4[a3oJIoT, Koj e [eTeKTr4paH Bo rrJra3Ma vypvl]F'a, caM r{Jrr4

KaKo rnyKypoHr.U) u 2-werun-5-uzrpouMllga3on-1-ollerHa KrlcenraHa (rucen Mera6onr4r 6eg
aHTr,r6aKTeprrcKo AejcrBo, Koj He e [ereKTlrpaH Bo fIJIa3Ma, Ho ce lr3narryBa Bo ypr,rHa).

flonynpeuero Ha eJrrlMr{Harluja ua MerpoHL{Aa3oJIor oI nJra3Ma Ha qoBeK rd3HecyBa orony 8
qaca, AoAeKa eJrr4MrrHaqrajara Ha HeroBraTe xlrApoKcra-vrera6oJll,ITll Tpae Herrrro nogonro. Kaj
HeAOHoceHr,r r{ rrarlr{eHTr{ co xerlaraJrHr4 :a6onynama rIoJIyBpeMeTo Ha eJrrrMr{Harluja e HeruTo
noloJro. flpn peHaJrua raHcySuquenquja, xqpoKclr-rvrera6onra:rlrre Ha Merpour.rga3oJr
r4crre3HyBaar o[ KpBTa MHory 6aeHo r{ [oJlyBpeMero Ha eJII{MIrHaIIuja e snauvreJrHo nogonro (7-
L0 vaca).
Hajronervr Aen on Merpour,rAa3oJror ce eKcKperlrpa [peKy ypl,IHara, rJraBHo so o6nur Ha

Mera6orrr.rrra (oxony 77"/"), a rroMarl Aen rlpeKy $erlecor (orony 1.4"/"). Orony 80% og BKynHara
KoJrrrqrrHa Ha MeTpoHIrAa3On Ce AeTeKTr,rpa Bo ypI,IHaTa Bo TeK sa 48 qaca. PenannuoT Knr{peHc
na onoj JreK r{3Hecyna 10 v.nlwilHl1,.73ira2. Kouqeurpaqujara Ha MerpoHr,rAa3oJr Bo 6unujapnuor
TpaKT (6es oncrpyrqrja) e cJrr,rr{Ha co KouqeHrpaqujata Bo cepyM. Jlexor ce KoHIIeHTpIrpa Bo

3ApaBo xoJrrno Kece. Merponuga3oJror He Bplrru lrngyrqlrja Ha eH3r4Mr4Te 3a corrcrBeHa

pa:rpag6a ilJrvrsa pasrpag6a Ha Apyrr.rre JIeKoBI4, HI,ITy naK rIpeAL{3BIrKyBa roJrepauquja. flocre
rrpr{MeHa Ha egr{HerrHa Ao3a Ha JreKor raj naqneHTlr co otuu.teruena 6y6petrcua Qynrc4uja,
cepyMcKara KoHrleHTpaquja He ce pa3nlrKyBa cnrulrSllxaHTHo oA KoHlleHrpaqujara Bo cepyM

xaj sppanra nyfe.
OA.noNeH Knr4peHc Ha nJra3Mara ce orreKyBailpv relIKI4 olxreryBarba Ha xelapor.

5.3 llperr;r rr H rr rr Kr.r rroAaroll n sa 6es6eAHocra

flo noeropeHa aAMr4Hr4crparyuja Ha MerpoHr4Aa3on rlpeKy 26-80 Herenl4 Ha craopqr4, 6une sa6ereNaHra

TecuKynapHa r.{ npocratra 4ucrpo$uja carto [pI4 BI4coKI4 ,{o3I4. Kaj ryuursa, ToKcvqHure e$exrn uo
rroBTopeHa aAMr.rHrrcrpa\uja ce nojanune eo Sopnra Ha araKcuja u rpeMop. flpu zcrpaNynama rcaj

nrajrraynr.r ce rroKaxaJro Ao3Ho3aBrrcHo 3roneMyBalbe Ha xenarollenynapHa 4ereHepaqraja tro

a.qMr4Hr4crp a\uja np eKy eAHa roAI4Ha.

Merponra4a3oJror r4Ma Myraren e$err xaj 6amepvtut no Hl4rpopeAyrcquja. Mero4orotuKll BanI4AHLI

r4crpaxyBar+a n6 AaBaar 6nro raKsra HaoAI4 KoI,I cyrepl4paar Ha MyrareH etfercr Ha KnerKHTe Ha IdI4uaqI4

in vitro u in vivo. I,Icnurynarruta Ha rravr(poqrzrlrre Ha IIaIII4eHTI4 TperL{paHI{ co MerpoHl4Aa3on He

AaBaar 6r,uo rcaxsu peneBaHTHr4 HaoAH KoH r4HAl4lrvpaar ua IHK olllTeryBaqxu eSerru.

llocrojar HaoAr4 Kor4 yKaxyBaar Ha ryMoporeHu eSexru xaj craopul4 14 rnyBr{v. Karo 3a6eremra,
nocror4 3roneMeH creneH Ha 6enogpo6nu rynaopra r<aj uynqa tro nepopanHa aAMl4Hl4crpaquja. Ona,

cerlaK I,I3fneAa .{eKa He ce .qonxr4 Ha reHoroKcl{qeH MexaHI,I3aM, 6up€1ku He e ycraHoBeH 3roJIeMeH

creneH Ha rr,ryraquja Bo pa3nuqHr.r opraHr4, BKryqI4TelHo 6elu ,4po6onu, xaj rpaHcreHcKn rnyBqr4 rro
BHCOKTT AO3r,r Ha MerpoHl4Aa3on.

He ce sa6erexaHz reparorcHr4 vnpr 1pyrr4 elr6puororcu.r'nr e$errn rppl I4crpalryBarLa co craorlrl4 I4

sajaryu.
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6. OAPMATIEBTCKT{ IOAATOUT,T

6.1 Jlncra Ha erccrlnlrrdeHcrr

Harprzyu xnopr.rA,

,{uHarpuyrr,t Soc$ar AoAeKaxr4Apar,
JlunroHcra KnceJrl,rHa,

Bo4a sa uujexquu

6.2 LfHrconrnaru6unsocr

Bo orcycrBo Ha c'tyilvu 3a rrcfiIrryBane Ha KoMnarI,I6IrJrHocra, JIeKor He cMee Aa ce Merua co
Apyru MeAL{qI,IHCKI' IIp oI{3B OAr4.

6.3 Por na rpaen,e

Pox aa mpaerbe ua ueduquHcKuom npouseod cnuKysaH sa npodaucda
3 roAzuz.

Pox uu ynompedu no npnomo omsopafte Ha KoHmuKmHomo ndKynurbe
He e HaseAeHo. Heynorpe6eHara co.{pxl4Ha Mopa .qa ce (pprra u Aa He ce r{yBa 3a noHaraMolrHa
yrorpe6a.

Pox ua ynompeda no peKoHcmumyr4uja Ha npou36odom cnoped ynamcmeama
04 uzrpo6l4onolxKa rne.qHa rolrKa, ilpolr3Bo.qor rpe6a BeAHau Aa ce ynorpe6u. Axo ue ce ynorpe6u
BeAHaIII, BpeMeTO 14 yCnOBIrTe Ha qyBaILe npeA yUOrpedara ce oAroBopHocT Ha KopLrcHr4KOT 14

HopManHo He rpe6a Ia 6uhe noAonro ol24 qaca Ha reMneparypa oA 2-8'C, ocBeH aKo pa3peAyBarLero
e Ha[paBeHo Ha MecTo co KoHTonr4paHV 14 Banv4l.lpaHr4 acenTr4rrHr4 ycnoBr4.

6.4 Haqus Ha rryBaH,e

lllzllrero Aa ce r{yBa Bo Ha.{BoperrrHara av6anaxa 3arrrrr4TeHo oA cBerJr}rHa.

Ycroel4Te Ha r{yBarbe Ha pa3peAeHnor MeAr4IIvtHcKLt [popr3BoA BLt1;Lr tu no nornanje 6.3.

6.5 llpupoga r coAplnrrHa Ha rarcyBarbero
flporareo4or e 46craneH no:
- craKneHo rrrr4rrre 3aneqareHo co ryMeH 3arBopaq, coAp)KuHa 100 ml
- rrrurrre oA [oJrr4err4neH co MaJra rycrlrHa, coAp]Kr4Ha 100 ml

6.6 ffoce6uu MepKI{ Ha nperna3Jll{Bocr rlplr orcrpaHyBarbe Ha Hey[orpe6enure [porr3BoAr.r,
oAHocHo orrraAHr{Te uarepujalu

Heua uoce6Hz MepKr4 npr4 orcrpaHyBarLe.

Ipyeu uHcmpytt:t tuu npu paKyn arbe :

CaN.ro sa e.qHoKparHa yno'rpe6a. [a ce $pnz Heynorpe6eHara coAp]KHHa.

llporasno4or Mo)Ke Aa ce pa3peAz Bo pacrBopra sa raH$ysuja xaxo 0,9Yo Harpr4yM xnopuA ulu 5Yo

pacrBop Ha rrryKo3a. flpu nporleAypr4re Ha pa3peAyBalbe Mopa Aa ce rp
rIpeTrIa3nI4BOCT 3a aCe[TI,IrrHOCT.
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Pacreopor ce ynorpe6yea canao AoKonKy e 6l4crap 14 KoHTejHepor r4nv HeroBr4or 3arBopaq He

noKaxyBaaT BuAilkrBLr 3HaIIH Ha OlITeTyBaIse.

7. ITPOTI3BOAI,ITEJII{
B.Braun Melsungen AG B.Braun Medical S.A.
Carl-Braun-Strasse I
D -3 4212 Melsungen, f epuauuj a

Carretera de Terressa 121,
08 l9 I Rubi(Barcelona), [Inaura.ia

8. HOCIITEJT HA OAOEPEHI4ETO 3A CTABABE HA JIEKOT BO TTPOMET

wd-w&w&ww&w&
Crcynz 3 6.6.,1000 Cronje, P.Maregonzja

9. 6pOJ I4 AATyM HA OAOEPEHTTETO 3A CTABAIbE HA JIEKOT BO TTPOMET
15 -9949 12 ot 15.02.2004

10. AATyM HA rrpBOTO OAOEPEHT,TE / IOCIEAHOTO OEHOBEHO OAOFPEHpIE
23.08.1999 I 15.02.2004

11. AATyM HA TTOCIEAHATA PEBI43ITJA HA TEKCTOT
Mapr 2009
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