
3EI,ilPEH I,I3IiEIIITAJ 3A OCOBI,IHI,ilTE

2. KBAJIIITATI{BIIH I,I KBAHTI,ITATI,IBEH C
Equa rancy{a oA 200 nrg coAp)<r.r 200 rng u6ynpoQeH.
ExcquuueHqr4 co rro3Halo gejcreo: 46.94 mg cop6ulol M
(8t24).
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4. KJII,IHPITIKI,I CBf OJCTBA
4.1 Tepane$rcxu rrHArrKarlurr
AJIBOOEH EKC|IPEC e HaMeHer ra ynorpe6a xaj eospacHla
12 roguuu.

TerrHocr. H{ o6nranxara oA Kancynara uva 6er [pI4HT "200".

AJIBOOEH EKC|IPEC ce ynorpe6yea KaKo cI4Mn
HaManyBarl 'p Ha CHMnTOMI4Te rIpU peBI\,IaTCKa I4,'IU MyCKyn

rp6or, uenpa,rruja, MI,IIrpeHa, rraeo6oJIKa, ra6o6o,rra, gl
rprrApyxeup co Qe6puc ttupvr rpl4n.

t H u
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KAT

utu {u

PrvlA
14. Ilvle
I4TC C

4.2 \ozupape u Haqr{H na ynorpe6i

.[oeupame

repanrajara Aa rpae nal 10 AeHa,
AoKTop.
flpenopavaua Ao3a e I-2 Karcy

_ \
zJleoHeurc 60

oBaJrHa Qo
oJrTO, TpaH

A. IEKOT

CTAB

0.18 mg ponceau 4JR

Ma 14 rIpBeHa ooJii.

I IADCHTHA BUCKO3HA
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rdonec:4euruu uad I 2 lodt
uajuucrara eQexrnnHa
KpaToK BpeMeHCKI4 nepn(

AT LITTV CC BIOIIAT, LlJlTT T

, rraqneHTor rpe6a Aa ce

lynt,t, [o 3 naru Ha Ae

aIII{eHTI{ H AiSIIa HaI

TC:Ka repanuja 3ia
OOJIKa. C)(),'IKa BC,

CM( jHopea .  HaCTUHXa
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[03a uorpe6ua 3a
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3a coBeT KirJ
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Haquu na a
Kancylure
Tpae.

a

a

a

a

3a npeue
3aTBapa

MaJKaTa 14

Ao3a ol

arlrrJa

vl
c o n
Te o xeIIaTaJIHO, peHaJ'IHO IIJII{ CpIIeBO OUTeTyBa

I{e 6ponacxylarpHo uru Apyfo aKTI{BHo KpBapene

Auc eMaTOIIOI{OC)UC OA HeIIO3HaT() flOTe KJ'IO

Cu uQuraurua Aexl4Aparaquja (npegn:nuKal{a oA

14[tl E]IOBOJICH BHEC HA TEIIHOCTU

a reprl4or rpl'IMecrap og 6perueHocr 3apaAI'I

Ha Seralunor AyKTyc aprepl'Io3yc co Mo

HAMCHCTI4I3a rlepopalua ynorPe6a. Tperua

HAuKaqlrI|

flo:
tIOM

Ta flpeqyBcTBI,ITeJIHOCT Ha aKTI4BHaTa cyncraH

HIITe cycn(lraHIIHH Ha JIeKor (uaeeqeuu Bo Aen

fIa HTI{ co npeTXoAHI4 XI4nepceH3I4TI'IBHI4 peaK

aHf

cTe
n qKI4 I4JIrl l lcTopl{Ja Ha peKypeHTeH IIeIITI4qeH y

trJlt{ ee(e olsor3Hll erlt{3oAl4 Ha AoKaxaHa ynqepaq

eAeM I4nu y'pruxapuja) Ha aqerl '{ncaJluIlI4nHa I

r4A HH a Hrl4llu$:r a ru a rop HI'I cpeAcre a ( H CA'U Jt ),

raja na racrpoHHTecrI4HaJIHo KpBapelse I4JIII re

t*ol"u ynorpe6a na HCAI'IJI(nragere ge:t 4'4)'

'ar{yBa Aa ce ns6eruyna IIcroBpeMeHa yflorpeoa

xnyvyeaj( u uttxu6uropu Ha III4KnooKcI4resaza 2

norpe6eH 3a KoHTpcrna Ha CI,IMITOMI{Te (BnAeTe ra

ynapHLI HecaKaHI4 eSexru).

r4Te [aIIIleHTI,I perl4crpllpaHa e rloBl4coKa Ope

rrep3ucTe [ynMoHapHa xl4llepreuauja. Moxe Aa AoJAe

3roJleMeH BpeMerpaeHbe Ha rlaprycor, co 3foJIeMeHa CKJIO

erero (erAere ger 4.6).

4.4 flpeqy rr MepKIr Ha nperna3JlI|BOCT

Hecaxas : gejcrea MO)Ke Aa ce cBegar Ha MI{HIrMyM co II

or xoja HMa KJII4HI4vxa eQuxacHocr no Harjxpa:

KapA14O

Kaj nocra
AeJcTBa Ha

MO)Ke Ia u

HCAITIJI noce6so racrpouHTecrI{HaJIHo KpBape

aar Qarale,H I4cxoA (nngere ger 4.8).

Pecu u erfiercfru
Kaj naqu
MO)Ke Ua

co [ocroeqxalvilu racroPraja na 6ponxrajal

Ae Ao nojarra Ha 6poHxoc[a3aM.

f,pyiu H
Ce npeno
HCAI,IJI

CJIE U auu 6o'tectEtu ua ceptuotuo tuwuao

or rpe6a KparKo Aa

uja uwt ua ueroja oq

v (acrrta,
CCJII4HA T{

pr{HnTI{C,

Apyf l4 He-

qe,p/xeuoparI4Ja (ABe

,r vrrll KpBaperbe)
arIIrJa, IIOBp3aHo

(nugere ger', [ .4).

noepa(an,e, grajaPr:a

pI4:lIIKoT oA lt-lPePaHC)

Ha nocJIeAOBareJIlra

O'tr,rlO)KOH nOqeTOK: 14

3a KpBapeF[,e rlzu

I4MeHa Ha HaJHI4CKara

K BpeMeFICKI4 rlepl{oA

14HTCCTI4HANHI4 LI

BeHIII4Ja Ha HecaKaHI4

ra nep$oparlr.rja ror

u:ru alepruja

ua n6ynpo$er-r tl ApYrI4
Br4Aere gel 4.5).
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n

llpn cucre cKr4 epuToMaronAeH nylyc n Apyfl4 Hapy[IyBa

eMeH pIr3I,Ir: og nojana Ha acerlrl,IqeH MeHlIHrl ' l

yAaHre

Ao orrlTeryBarbe Ha peHanHara Qyuxtlula
IIocToeqK peHaJIHo otrlTeryBslbe (BLIAere Aen 4-3 u'1.8).

Xeilap
XenaralH guccpyHrcquja (er.rgere Aen 4.3 tt 4-8).

( :apagn s

Pena"euo
Moxe qa

Kapd
l lpn anlu

llaquenro
AOKaXaHa

rrpocrafn
HCfATI{BH

TpeTMa

Efiercfru
HCAI,IJI

facTpoIrH

Qararen
CI4MTITOM

Pu:uxor
rrpr4 rlpu
IIoce6Ho

cprleBa 14 $raqlreuquja upujaneua e lojaea Ha pereHIII4Ja

TpeTMa xai oene [aqueHTu rpe6a Aa ce cnpoBeAyBa co

rrpeTIIa3nU
o[ KJII4HI['IqKI4Te Vr erlI4AeMHOnOuIKI4Te CTy

IIpIIMeHaT Ha ra6ynpoSeH, iloce6Hl4 BIIcoKI4 [o3I4 (2

BpeMerpa Ha repanrajara ce acoIII4paHI{ co MaJIo 3roJle

aprepl{cKn rpou6oruvun e$errra (na rIp. MI4oKapAI'IJaneH

yAap). l l aTorluTe oA eIITTAeMI4OJIOITIKI{Te cTyAlII4 He y

pL{3I4K oA LIoKapAI{jaleu uuQapKT rlpl4 arInI{KaIII4Ja Ha H

(<1200 m u) .

Ky napHu u 4t ep edp o e &cKy napHu etB ercwu
aquja na HCAI4JI xaj raql{eHTI{ co ucropuja

co HeTpeTl4paHa xullepTeH3I4Ja, KOHTOCTIIB

cpIIeBa cla6ocr, nepu$epua aprepl4c

KynapHI4 :il6olynana rpe6a qa 6ular rpe:

rIocJIe BI{I{MareJlHo pa3rneAyBarbe. ll lcrcl

r4HI4 MOXe HeIaTI'IBHO Aa BnI'IJae Bp3 nnoAH

e0exr Bp'3 oBynauujara. Oeoj eQerr e peBe

I acfr p o ututfr e cfr uru a"euu o tu cu ctaervt
6a sHlalvlarenHo Aa ce npI'IMeHyBaar rerj na

,jle Uo ersaqep6aquja na cocroj6ara (nraqere ge

Koe Bper,{e oA TPerMaHor co HCAI'I[

HaJIHo lKpBapene, ynKyc ranu nep$opaquj

oA. Oeue nojaeu Mo)Ke Aa ce JaBar co I{JI}I

r4rl4 fipexoAl{a l4cropraja ua cepI4o3HI4 racrF)ol4H

I facTpoI4HT'ecTuHaJIHO KpBapetl 'e' ynKyc I4n14

Ha Ha roBI4coKI4 Ao3l4 Ha HCAI'IJI ' raj nau

qepe6pon
Etr14HCTBEH

BH14MaTe!'l Aa ce [pllcTanl{ [peA I{HI4lII{paF['e Hir A()

u6ynpoQe xaj naqraeurl'I co pI{3I{K Qarropn 3a KapAuo

(xunepre ja, xnueplnnnqeuuja, qnja6erec MenI4Tyc 14 IIy

Hapywye e ua finodtuocEta rcai uceruu

Ynor sa usxu6tlropl{ Ha III4Kno-oKcareHasa/ unx14

facTpo14 crI4HaJIHa eiolecr (y,rqeparraBeH KoJII{Trac.' Ch

MOXe Aa
Bo 6ul

oKonKy e KOMIJII4III4paH CO KpBapelbe rlr,rJa (BI4Eere )Ien
ftl4:l ''/ *' ''-,'
's i-.t
ui f,
, tuE
\o '  ?

\r*

Ha cBp3HoTO TKI{BO

)

r{ ef3allep6aquja rra

x rL{nepreH3 uja ul u tttt
Ha TeqHocT lrt eAeMI{:
3I'OJIeMeHLI MepKI4 I la

plu yKaxyBaaT AeKa
mg/geH) 14 ,qoJrfoto

yBarbe Ha pI43I{KoT rlA

nS apxr I4JII4 l\.{o3oqeH

xyBaaT Ha 3l roJIeMeH

cr(I{ Ao3I4 ra6ynporPeH

CpIIeBa ICJIaOocT,

a c:ra6ocr ulv.nu
paHH co ra6ynpoQeu
TaKa, rpe6a Aa ce
foTpaeH Tpe'rMaH co

KyJrapHI4 3a6.onYBal+a

m e ) .

pr4 Ha cl4HTe3aTa Ha

a KaJ >KeHI'l 3apaAI'I

tt5vnes co [peKIIH Ha

HTI4 cO IICTopI4Ja Ha
-oea 6o,'Iecr) 6rgej(n
4 .8 ) .
Moxe Aa ce JaBll
K,OI'I MOXO Aa IIMaaT

6e: npegy[peAyBattKl{
c'r14HanHI4 eSerru.
p{ropaquja e noBI4coK
cc, rIcTOpl4Ja Ha yJ'Il:yc,



4.3) n raj

flaulre

HeBOOo14q

AoKonKy

pr4314KOT

repopanH
aHTr{-afpe

llpr.r noja

llepuafi

erc$o,ruj
errI4AepMa
AIIJI14KAII14

peaKrlurr
rrpoMeHr{
llpra npn
rpeq

4.5.VI
l46yn
yrorpe0y

pr43r4KOT

HIICKI4 A

Hec14ry
14CII14TyBa

rroJaBaTa

ocrapr{ flaqpreHTr{. Oeue [arlr4eHTr4 rpe6a Ia [a
co HaJHlrcK MOX(Ha AO3il O[ JreKOT.

co L{cTopI4J a Ha f acTpor{HTecTIIHa l'I Ha roK clItl

ce pa6oru : la i locTapu nr4ua, Tpeoa IIa Ja npI4JaBaT' IIOJ

HLr a6trovusa,rsu cl4MtrroMrl (noce6Ho M

JaBaT Ha noqeToK oA TperMaHor.
flauuesrn KOr4 Ce Ha KOHKOMT4TaHTHa TepanI,IJa co IeK

facTpol4H'recTl4HanHa ToKcI4qHocT LlJlpl K

KOpTT,TKOCTepOLIAI4, aHTI,IKOa ry,'I aHTII Ka I(C)

utIoHH JIeIKOBI{ KaKO aIIeTI4,'ICanpluunHa K

npeB3eMarnoce6nu MepKn Ha rrperrra3rrr{Bocr (eugere ge,r

na fI,I KpBapen,e r4nr.{ ynqeparlr4Ja rperManor
ce npeKr4H

u efiercilia
Perxo ce [pr4JaBeHr4 cnyqar4 Ha cepHo3HU KO)KHI{ pe

BeH AepMarl4Tl4c, Steven-.lohnson-olB
a HeKponura) rou Moxe Aa l4Maar Qala,ren

na HCAIzIJI (nugere qer 4.8). Hajnncc,r p
r Ha rrorreroK oA repall.rjara (raj uajro,:rev

jaeynaar Bo reKor Ha [pBl4or Meceq ou repa[LIJ

3HaIIII Ha r(o)KeH vcvrtr, MyKo3HI4 ne3nl4 u,nv 6u

enHor rpe:fMaHor co ra6ynpo$eu rpe6a Aa ce n
Ercunuen
Onoj ;rer

Qpyrrosa

Osoj .lex
pearcunja.

14 co no3Har eQerr
xu copl5uror. l[aqueHTI,I co perKa HacJIe

e Tpeoa Aa I'o 3eMaaT JIeKor'.

oAp>Kr4 rroHqeay 4P (areHc :a 6oerse). Moxe Aa

quu co Apyrl,r JreKoBI{ rr Apyru Sopura Ha uHTe
(xaro u oc'raHar[Te JreKoBH oA rpyflara Ha H

no xonr6unaqraja co:
-AcuttpLtu:

mg/gen) e

ocBeH eo cryuaj Kora ylorpe6ara Ha HIlcKa
flpenopaqaHa oA cTpaHa Ha AoKTop; BC' cII
nojasa Ha HecaKaHu eSexru (nralere ger 4.4).

HTaJrHr4Te rroAaTorlu yKa)KyBaaaT AeKaExcnepravr
annuxaqnj ra6ynpo$en Mo>Ke Aa ro uuxu6vpa aHTtt-a

vt oA ac[r{pl4H. 3apaqu orpaHl4qeHocra H

acoqu'paHr4 co eKcrpalonalll4Jara Ha pe3y

a 14 HLIBHa IIpI4MeHa BO KJII{HI4IIKaTa f iparKca,

rIBpcT 3aK yqoK oKony pegoBHara rlpl4Meua ua u6'yn
KJrr{Hr{t{Krr peJIeBaHTHn eQexrn acoqlrpaH14

na u6yn (auqere uer  5.1) .
norpe6a

rrroqHaT TpeTMaHOT

noce6so I loKonKV
' I 'zl Ha 6H,'ro KaKIlu

KpBapeFbe, l  [oceoHO

KTOI,I fO 3fOJIr3MyBaa',I

perr'e (xarcl Ha np.
pr,rH. CC1PI4 nrvl

cenHHaJ Tpeoa Aa
2) .

r.r(5ynpoQeH lpe6a ,qa

KrlilH (nrry,uure,rno
HTIApOM, ToKCI4t{ lFIa

r{cxoA acoII I4paHrr,co
r{K 3a nojana Ha oBrae
poJ oA cJlyqauTe oBI4e

o KaKBa pearKIII4Ja f{a

KI,IHC.

Ha HeToJrepaHIII4Ja Ha

npeAu3BhKa  anep fHcKa

KUr{rl

AI{n) ue rpe6a Aa ce

3a Ha acnuprun (<7-5
BHO Ce 3 foneMyBa

p14 KoHKOMT4TaHTHa

raqI4oHI,Ior etfiexr Ha
oBne IIOnaTouI4 Lr
TVTe OA ItH AUut)DO

e,N4OXe Aa Ce AOHece
a;H* 4 Hq-e nepojarua



-flpyzu H
2: rpe6a
HCAIzIil s

Vl6yn

facTpo14

(nuqere

Autuuxuu
HA OBI{E

HCAI,II.

Autuu t<
HCA14JI
napSaprau

Auu,tu-aZ
Upe63e"M0

Kapduja
cpueBara
TIJIA3MATC

Jlutuuyu:
I IJIA3MATA.

Meu1oru

Uurc,,Loct7

MuQeu
AJIBOOE
rrauQenp

Turcpo"tt

3udoe
3roneMy
oA uoja

UJI
a c e
paA14

a rc n y w tut e ",1 H o c e r'Ie K ut tt ts u t,t. t t u x u 6 t t fu tt p t t

us6er.uyea KoHKoMI4TaHTHara ynorpe6a

3foJreNrerlr4oT pIn3r.IK oA HecaKal.lra e$er<rra (

rpe6a BHrrMareJrHo Aa ce ynorpe6yna so xrDM6H

Kopruurcotuepoudu: ce 3roneMyBa pIa3IIKOT
CTT4HaJIHI4OT cI4cTeM I4 pI43I4KOT OA pa3B(I Ha

4.4).

H3USHU rlercOgLl. U

KOBI4; ALrytreTI4III{Te

duyperuu4u: I46ynpo$eu
MOXe Aa Ja 3foJ leMar

y"x0Hcu:
oxe ,qa fo
Br4AeTe Aen

3roJreMar eQerror Ha aHTI4KoarY
,4.4).

KpBapetbe.

z0uuoHtt. JleKo6u t,t cenercruu,euu uuxu6uluo
H0 cepoluoHuH (CCP n): 3rorreMeH pI43I4K

|nurcoaudu: HCAITIJI Moxe ila
r.rucyQraqueuqraja. peqyxqraja Ha
Ta KOHTIeHTpaIII4J a Ha fJII4KO3I,IAI4Te.

Ma AOKa3I4 3a IOTeHIII4IaJIHO 3fOJIeMyBaIbe Ha

I tr . t :  HeMa aoKa3Il 3a noreuquja,'tHo 3lo,teM

MeTorpeK T BO TIJIA3MiiTA.

3roJreMeH pvr3lrK ou He+poroKcl4ttHocr.

tuou: HCAI4JI Moxe [a
EKCIPEC ue rpe6a Aa ce

fO HAMAJIAT

ynorpe6yna
H .

:.' ilpr4 KOHX:OMr.{TaHTHa yrIOTpeoa na HCAI4JI
ce 3foJIeM pr43r,rKor og HeQporoKclrqHocr.

: rrpl4 KoHKoMI4TaHTHa ynorpe6a Ha IHCA

pr{3r,IKor xeMaroJlorlrKa roKcl4qHocr. Heua gox

Ha xeMaprpo3a u xeMaroMII Kaj XIzIB+

Ho ce na repanuja co 3r4AoByAI{H LI u6ynpo$14cToBpe

AOBeAaT
GFR vl

0 l l t tKJXO -  O KC I  l? e HII  3O

HA trBA VTV NOBEKE

ere ger 4.4).

quJa co:
KpBapeH,e Bo

ynuepaTI,IBHa ooi'IeCT

r{aManyBa eQexror
KCI4I{HOCTA HA

AHTHI4TC JICKOBI4 KiAO

u H0 uogutopHou.to
f a cTpo14HTe c'rl4 H a Jr ll{o

o eruaqep6aquja Ha
o 3foneMyBalLe Ha

uBoTo Ha nr4Tl4yM Bo

BAFbE HA HI4BOTO HA

eQe Ha uu$enpncroH"
8-lL2 te a ilo a[nuKal_l]{ara Ha

TaKponHMyc Moxe Aa

v 3rrAoByAr4H ce
3I,I  3a 3fOJIeMeH pI43I4K

o$uruvapu Kou

:.r'- iii %"F\i
, \ut 

tc l:' 1
':- ;: .11 tr ir,l;:' .,3 #
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Epe,

aprep

4.7

Kuu.o",tou.tt.IIOAaTOIlr4Te OA aHHN{a,'rHr{Te CTyAril4 yKa)KyBa

Aa fo 3fon MaT pI4:rr4KOT 3a KOHByn3r4r4 aCOUr4paHr,{ sc) ryrrOT

asru6uoru
Kl{HOJ'IOHII

3a BpeMe
u6ynpo$eH

. llaqueurlnre Kor4 rzc'roBpeMeHo yI
co 3roJreMeH pr43r4K oq nojana Ha KoHByn3Hr{.

4.6.Epeue u raxraquja

Ha aHr{MaJr}rure cryAr{14 He 6eure AoKa)KaH
u noxpaj Tora, ce fipenopaqyBa JreKor Ae He ce y

npnnre 6 rlpr oA 6perrleuocra.
146ynpoQee KoHTpar{mArlrp4paH:a ynorpeba 3a BpeMe Ha
6peueH 3apaAr.r pl.r3r4KoT oA rrpepaHo 3aTBaparFse

ruro MO)Ke Aa pe3ynrr4pa co nep3
xr4rrepTeH3ja. Moxce qa qojge Ao oAno)KeH noqeroK 14 rl
rapTycor KO r{ 3lone\,{eHa cKJroHocT KoH KpBaperbe I(aJ M

foerce
Orpaunuerrre rroAarorlr4 ou crygrrr4Te co ra6ynpoQeH yra
MHOfy HV Ka KoHrleH'rpaqr.rJa ce r43nar{yBa Bo MaJqI4H
eepojaru Aa AoBeAe )Io rroJaBa Ha HecaKaHra eQemra xaj A

tDepfr
Bragere g
)KCHI,I.

4.4 za rollaroul4 :a n:rujauuero ua u6yn

ep: cnocoduocra 3a Bo3ebe u y[paByBaH'e co
flpnueuer Bo npenopaqaHl{Te Ao3I,r n clopeA npeflopaqa
TpeTMa neKor He BnI4lae np: cnoco6Hocra 3a pearl4paH,e

4.8.Heca eSexru
flpr.rjaeen

. He-
ce peaKrlr.{r4 Ha [peoceTJII4BOcT KOI4 MOXe [a O

qra$ravHra anepr4cKl,I pea KI{I4I4 u a uaQu,r a rca :
. XI4N AKTI4BHCICT HA PECNI4PATOPHI4OT CI4CTCM

qep6aqllja Ha cIrMnroMLITe Ha acrMa, 6poHxocna

r.rqHl4 KO)KHI{ peaKIII4l.I Ha rlp. rpypl4Tyc, yprl4Ka

v cJryr{ar4 exc$onrajarllBeH v 6y:roseu AepM
pManHa HeKponI43a u rvry,rrra+opMeH eputeu).

floqory
Ha r,l6yn

HaBeAeHr4 Hr3caKaHUTe e{rexru acoq,I4paHl{ CO K

H eo OTII Ao3I,I. l lpn ynorpe6a sa rleKor KaKo

Bo TpeTMa
e$exrn.

Ha xpoHrt{qHl4 cocToJoIr Mo)Ke Aa ce JaBaT A

HecaraHpr
np14Ka)KaH

MHofy

AeJCTBa Ha

KAKO:

(>1 /10) ,
vecru (>1/ 00 ao <l /10),

u6ynpo$eH crpeA Sperneuquure

lera HCAZII uoxce
TA HA KI,IHOJIOHCI(II

6ynaar HCI\I4JI v

paroreH e{rerr Ha
pe0yBa 3a BpeMe Ha

peTr4oT TprrMecTap oA
q)eTanHr4oT AyKTyc
HTHa nynl\{oHapHa
OJI)KeHO TpileFbe Ha

KATA 14 ACTCTO.

yBiraT AeKa JICKOT BO

14 HelilaMJICKO

H q e T o -

H Bp3 rrn0AHocTaK:AJ

H AoT0 BpeMerpaetl'e
Ha rlaul4eHTOT.

BK.[yrIi lTenH0 acTNla.

M, [ r4CnHea;

I4Ja, aHtI4OeAeM, 14 BO

(nx:ryulme:ruo

oTpaJHa yrorpeoa
rorpajHa repanuja
HI4TCJIHIT HCCAKAHI4

a HI4BHo iaeveaH,e ce
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HCBOOOI4II t4 (>-l l l000 ao <l/100).
perxu ()1/
MHofy

BKnyqy
rreHr4Ja,

TpecKa,

Henc)3HaTaQpexeenquja na jaeyeane ($pexneuqujara ue
AocTaIIH nogaroqra).

Hapyruyea a Ha KpBTa ra:rulr$unor cncreM
Mruo7y 'uKo: Xel\{aTO[oeTcKl4 Hapy[IyBaI+'a (as

0000 lo <1/1 000),
ra (<1/100001t,

I4qH14 HA

nanqraronenuja, arpaHynoqurosa).
6o,rso fpJro, cynepSlrqnja:rnu y

fpr{n, Te[rKa r4cqprreHocT, crlOH'raHoCI4MNTOM14

Monpuqu.

ayror4MyH
cBp3HOTO
Cnunrorvt

AI4CnHea,
Er:aqe6p

Hapyuty r{a I,IMyHT4OT Cr4cTeM

Heeoo6u HLL: xvnepc,eH3r{Tl{BH 3 pe a r quj a co ypru ra puj a

Ko: npujaneHu ce I43onI4paHI4 cnyqau Ha a

Bpar, rraso6orra, Hay3ea, uonpa(
Muoly
(exovaHer

Ae3Op14e pauocr) npr4 ynorpe6a na n6ynpoSeH raj na
HapyuryBarr,a (xaro crrcreMcKI4 eplrMarotrAe

rxuro)(uagere Aen 4.4). Teruxu xtlrep
6u lroxcere Aa 6IaAar: oreKyBarbe Ha JII4IIero,

xlrrcapquja, xlrfloreH:nja (anaQuJlaKca, aFIrIl

Ja Ha acTMa 14 opoHxocrra3aM.

Hapyurlz Ha HepBHL{OT CI4CTeM

He6oo6Lt,r TJIABOOOJIKA

Muody pei KO: IrpvJaBerFII{ Ce I,I3OnHpaHI4 Cnyqafi Ha ace[Tl4

facrpou cTr{HaJrHr.r HapylxyBar+a
Hajvecro
eQexru

sa6ere)<aHI4 HecaKaHI4 ecperrn ce facrpo14

Heeoo6u
Perurco: g

ruo: algor"rurHaJlHa 6orKa, gucnencuja v Hay3ea.
pea, Q:raryneH'rHocr, KoHcrl{rlaquja u nonpaKa

Mruoly ulKo; retrTl{qeH ynKyc, nepQopaquja vIIu
KpBapeH,e MeJreHa, xeMaTeMe3a KoJa Bo HeKo[ cnyqaH
r4cxoA ( 6no Kaj rrocraprr ruqa), ynqeparuBeH
er:aqep6a ja na ynqetparr4BeH KoJrr{Tr{c t{ Chron-oea (5o,r

Xenaro6u rrJapHu Hapyurysa6u
MnoTy pe
JIEKOT.

Ko: xerraraJrHo orrrreryBarbe, noce6go npll Aon

Hapyu I5A HA KO)KATA 14 IOTKON(HI4 TKI{BA

Heeoo6n H,o: pa3nv\eH KoxeH llcvlfi.

o)<e Aa ce oApeAI4 'oA

luluja, reyxoneuuja,
Itrpenre cI{MIIToMII

qeparlr414 rro ycTaTa,
pBapelse u nojana Ha

qeuraFL,e

TITI,{qEH MCHI4Hf I4TI4C

[5e, TpecKa vJrpl

I ,TCHTI, I  CO IOCTOCqKI4

nyryc, 6orecru Ha
H3r,rTI,rBH14 peaKrIr.{I{.

ja:uxor r,r Jrapr4HKcor,
eM r4Jrr4 Te)KOK uror).

H MEHI4H|I4TI{C.

I{ecaKaHr4

facTpoHHTecT}{HaJrHo
>Ke Aa ay2 ,cparareH

aT]/lTVC r{ faCTpr,ITr4C.
(nugere aer' 4.4).

olpajna yno'npe6a Ha
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Muoiy pe
npoMeHpI,

TOKCI4qH 

KO: MOXe llal ce janar re[rKr4 Soprrar.l Ha Ko]{<r{H
KJIyTTUTeJIHO Steven-.lohnson-oB cIrHApoM, MyJI

HeKponr,r3a.

KynapHI4 u qepe6poBacKynapHI4 HapylxyBarr,a
a rperMaHo'f co HCAI,IJI npnjaeena e nojaLna

ce janu Ho1r3ss, nonpa(ame, enl4facrplrvua 6o,r
janar rr rlrrl{Tyc, rraso6orKa LI KpBapeF,(3 oA r
cnyvaj Ha roreluKo flpego3l4pame co u6y
, Ha IIeHTpanHI4OT HepBeH cI4cTeM IIpl4A

eKCIII{TI4paLHOCT I4 Ae3OpIIeHTI4paHocT vtItlt

Moxe Aa ce janar KoHByn3!{I ' t .  f lpu cep[o3Ho

iue go nojaaa sa ltera6onHa aql4go3a I,I fl l]oAon

uajnepojzrrno 3apagu ranrep$epeHnll4Ja
qKIITe Saxlopu Ha KoaryJlaqlrja. Moxe ,[a ce
uquja 14 xenaraJlHo olxreryBalbe. Kaj naqlreur

AoJAe Ao e qepr)aqr'{J a Ha cr{MrrToMr4Te.

Tperutwuu upeO03I.tpt:Itue
rpe6a Aa e cIlMrIToMarcKa I4 cyrloprt4BHa t{ B

Ha AL{IIIHI4Te TIaTIIIIITa V MOHI4TOpI,IH| Ha
Tepanuj

BI4TAJIH 3HarII4 go c'ra6ull,I3l4pane Ha cocroJ
I Io BHec noTeHIII,IJ afl HO TOKCI4qHa KOJII4qLIHa

rrr.rAepN,lanHa

Hapyuryna Ha Oyope3r.rTe
o: Mo)Ke Air ce jann uaua:reua

Ho peF{anHo :arajyname.
e naf l ] rJrapHa HeKpo3a, [{rce6Ho npt4 Aonrorpa;!a repant4Ja co

KAKO I4 3 eMeHa KoHr,eHTpar{r{Ja Ha ypea BO cepyMor.

Maoiy pe
ce JaBLr aK
llpnjanen

KapAraona
3a speve

TpeTMaH
uacraun (

HCAI4JI
Moxe ga
cucreu. B
HapyrxyBa
noBpeMeH

naqrre
MO)Ke Aa
nper'le/lN
rlr.rpKyn
nncySu

cprleBo lVBatl ,e.

lloAaro
rrp14MeH

Otr K,TI IIHtr,I'qKI{TC H ETIPIIICMHOJIOIUKI4TC NCfl I,{l'Y

Ha Br.{coKI4 Ao3I4 u6ynpoSeH (2400 mg Ha

oxe Aa ce rIoBp3aHI4 co 3fojrleMeH pI43lIK OA

np. MrroKapguja.ueH uuQapxr I'III4 Mo3or{eH yAa

4.9.fIpe paII e

flegnja Ka rronynaunja: nurecrujzr na >400 mg/kg u6yn
pe3ynr14 co nojaea Ha cuMflTorrlr.r. Kaj Bo3pacHI4 rIaIIueHTI4

r{Ma rloMaJltcy jaceH [peKI4H. llolyxtleoror
LIa Ca.

Cttnuluou t H0 upeoo3t.tp0fbe

Kaj noBe TO O[ naUI4eHTI4Te KOI4 3e,re KJIllHl'lqKI{

arrJIIrqHpaaKTr4BeH jar,ren. Bo c"rryvaj ua

ararlr4r{ KaKo {cyno3Hr4

uc]popueu epr4r'eM vr

eKcKperlr{ia Ha ypea H eAeM. I\4oxe [a

JIEKOT

Ha eAeM, xr{[epTeH3uJar 14

rl)a yKa>KyBaaT AeKa
u) r{ Aonrorpajnuor

a p'repo-TpoMrcorl4q H14

)(Buqere sen 4.4).

H Kal Aeua Mo)Ke Aa
tro3HaTa 3aBI4CHOCT Ha

rrpeAo3upan e e 1.i i-3

aqaJHa KO,'I t trLlHHa Ha

a wrv peTKo-ArIJapea.
cTp or4 HTe cT14 H a JI HU OT

H MO)<e Aa Ce laBlr
eHO CO 3&]VIi le HorCT.

Ma. f loepeueuo I(aJ

l/erbe co ueiynpo{ren
eHo rrpoTpoMOI{HCKo

co AeJcTBOTo Ha

Jarlpr aKyTHa peHanHa
Te co acTMa Mo)Ke [a

yL{yBa oApx<yBa}be Ha

Bara $yurquja Lr
HTor. [o egeH vac

popaJtHo Aa ce
Hl{ KOHByJI3|I4I4
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5. OAP KO JIO IIIKI,I KA PA KTE PPI CTI,IKM
HaMCKrr KapaKTepI|cTtrKt{

@up"uorcou paileerucrca 7pyua: Aepr,rBarrr Ha rrporrr4oHcKa KH
ATC xo4:
tr l6ynpoQe

0  r A E O l

rpe6a qa
6ponxog

nuQnalr

gejcrno n
6orrara

Ha 6olxar

eKcTparron
BO KJII,IHI4IT

Oxony 1-2
BO NJIA3MAT

AaAe r4HTpaBeHcKt{ At{a3erraM r4nH nopa3erraM.
aTopr4.

Aepl4tsaToT Ha IIpOIII4OI_ICKa KI{CeJ'il4Hit e
peH neK.

oI4ocLIHTe3ara Ha npocrarnaHlrrHrr. Kaj :r,gfe r.r
vt uHqlraMarluja, ororlr4Te v 3roJreMeHara

IILIJaTa Ha pe3ynTaTr4Te oA uH stilLtpo r4cnr4TyBa

aca IIo flepopanHa aIInHKaIII4Ja Ha J'reKOT Ce

uera6o,ut:upa Bo xeflapor Ao ABa fJIaBHr4 Me
ilpeKy oyope3r,rTe (Bo HaJroneM AeJr Bo

faTLI; Mana He3Har{I4TeJlHa KOJIUq}IHa O[ , ' IeK

Auru-u aMaropHr4or- eSexr ua ra6ynpo$eu e floc.reAr.r

146ynpo{enpenep:u6u,rno ja uHxra6upa arperaqujara Ha r
Moxe Aa rpae go 8 vaca.

oA errr4Ae Mr4oJrorrrKr4Te cTyAlrr{ yKa)KyBaaT AeK
arrnr.rKaIIr.IJ u6ynpoQeH Moxe [a fo uuxu6upa aHTrr-arpe

Ha aanr4plrH. Bo elHa cTyAr,rja co rptrMeH
n6ynpoSeH 400 mg, B() nepnoAor oA 8 .{aca npeg ra:ru 30
Ha ac[upu co 6p:o oc:ro6ogynane (81 mg) 6eure perr4crp

arpefarlr\
nI{qLtJIHaTa Kr,rce,rrr4Ha Bp3 co3AaBaBeTO
ua rpou6oqr.rrr4.

3apagn HI4treHocTa Ha oBrre rroAaTorlu r4 Hecr4|ypH

IIpaKCa, He MO)Ke Aa ce AoHece rIBpcT :raKny
[pr4MeHa H n6ynpo$eu 14 He e nepojarHa nojanara na x
eSerru paHI4 co [oBpeMeHara ynorpe6a ua u6yn

r{HeTcKrr r{.apaKTepucTt{ Kr{
llo nepopa Ha arrrrrrKaqnja ra6ynpo$eu 6p:o z qo6po ce
CKCTCH3I4B ce Bp3yBa 3a IIJra3MaTcKI4Te rrpoTel{Hpt.

ATIBOOEHEKCIPEC coAp)Kr4 200 mg ra6ynpoSeu pacr
pacrBopy , o6eurKaH co >r(eJralr4HcKa o6eueKa. flo n
x<enyAorr a rucelzna ja pa3rpaAyBa )KeJrarr4Hct:ara

pacrBopeHuor ra6ynpoSeu roj e BeAHaru Aocrarreocro6ogy

Izl6ynpoQeH
ce H3nar{yB
HI4BHI4 KO

HerrpoMeH Sopua).
iOe eJILIMI4HHpa BO

cTMaTa ce TpeTr,rpa 0o

He-cTeporlAeH aHTr,r-

Ha uHxu6nropHot '()
ynpoQeH Ja HaManyBa
J'recHa TeMIIepaTypa.
6ounru.

nprr KoHKoMr4TaHTHa
arlrroHr4or e{texr na

Ha eAr4HeqHa A()3a
Hl/Trz rro an.rr axaqnja
paH HaMaJrerr eSer,tr

rpon6orcau vn!.Lr

uTe acout4paHh c()
14 Hr4BHa npt4MeHa

K oKony peloBHal 'a

I4H 14rIKI4 peJleBaHTH 14

6upa. I46ynpoSe,u

H Bo xuApoQz,reu
opanHa arlnptrKarIuJ it,

B|IIBKA CO IIITO CC

:ra pecopruxua.
rHyBa cpeAHa Cmax

oonHTr4 H rrpnMapHc)
a Ha Mera6o'nuru u
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6.1

5.3.tr
Hervra g
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Heua

6.4 fr

rronyBpeM
perr{cTp14

6pro ra qeJrocHo ce eJrr4Mrrurapa npexy 6yr
Ha enuvrlruaquja e oKony 2 \aca. Kaj lrl

HI{ pa3nl,rKu eo SapuaKoKr,rrrerr,r{ara ua JreKor.

HurrKrl noAarorlr e4 6er6eqHocrp ua JteKor
Hr4TeflHI,I nCrAaTOql,l.

6. OAP UEBTCKI4 CBOJCTBA

Exqu
o M a 400
. T e u cop6lrron (nerpraoralueupaH)

H O,'IeaT

M xr,rnpoKcrlA
r4cTeHa Bolil

o6euerca
o X ATHH

o M a ron 4000
o T e
r P o

tu cop6uror (nerpupralusupaH)
4R (E124)

I4paHa BoAa
o Cpe H naHerl Ha Tpr4rnr4rlepr,rAr{

3UTe. Enororuroro
Jrr,rua He cepr4Te

KyBaHr4 BO onr4CTep
yMr{Hr{yMcxa Qonnja

. uop
o Kan
e flpe

Macu.tuLto
e IIIe
r T
o N

6.2 VImx

6.3 Por H
3 roAusu.

ueqaluehe

aK fna3ypa

Hr,ryM lrroKo,r,q (E 1 7 1 )
a/rKoxon

vne|l. rnnKon
OIfJIHOCII

III4 3A UHKOIIATIIOI4JI HOCT.

ynorpe6a

u rpeAyrrpeAyBarba 3a cKJraArpalbe
a reMrrepar,ypa go 30C.[a ce .ryna

6.5 IIax
Merlrre
rraKyBatbe
u PVC).
llarynatra

e $
w a ,

tr.37

L0 xaucyn:u.

l 0



6.6 y
He e npn

7. IIPO
tIPO

flpourno

Labormed
448,7
Sector 3, B

Hocurel

AJIBOfEH
Vn.Ko:apa
Peny6nr.rxa

Hagus na

Jleror ce u

8. EPOJ

9. ,IIA
fI

10.IAT

EPEHI{ETO 34

TIYI|ITAIbE BO

TEI{CTOT
Cenre

l t


