
3EI4PEH I43BETUTAJ 34. OCOFI,IHI4TE HA JIEKOT

1. I,IME HA JIEKOT

SOLCOSERYL@/COJIKOCEPI4JI 4,15 mg I greL

2. KBAJIIITATI4BEH I4 KBAHTI,ITATI4BEH COCTAB

I g ren coApxz 4,15 mg AenporelrHvr3prpaH xenrogujalr.r3ar oA reJrerrrKa KpB, xeMlrcKr4 14

6 u or o urrra craHrapru sup aH (upecnerauo H a cyBa cyncraHqraj a).

3a rolaulerHa nr4cra Ha eKcrlrdrrr4eHTr4, BVAere aen 6.1.

OAPMAIIEBTCKA OOPMA

fen
Bes6oeH go cra6o )I(oJITeHr4KaB, xoMoreH,6uctap feJr r{ co crra6 vupuc ua Comrocep[n
(npujareu KaKo MeceH 6yjon).

4. KJI4HI,IqKI,I OCOEEHOCTI,I

4.1 TepauenrcKu HHAHKaTIHTI

Maru noBpeAr4.

BeHosHH ynuepaur4t4 r4 Apyrr.r paHa Kor{ Terrrxo 3a3ApaByBaar.
ZsropeHuqr.t oA I u oa II crerreH.
Cupsnaruuz.
Tporlu.rHu ne3uvr xaj naqueurkrre co aprepr.rcKr{ oKny3lrBHr,r sa6olynarra (npe4ranrpeHa,
faHfpeHa).
HapyrueHo 3 a3Ap aByB aFbe Ha p aHkr i 4ercy6rzralHr{ ynqepr4.
Tpaucnrauraquja Ha Ko)r(a.

Kolrsu uauu$ecrar\vr4 vt re3uv no peHAreH-3parlr4.

4.2 florlrpame u Haqr{H Ha rrprrMeHa

ColxocepuJr reJr ce HaHecyBa Bo reHoK cnoj Ha palura, rBarrarpr AHeBHo.
I,lcrycrnara IIoKDI(aJIe AeKa CorxocepuJr reJror e oco6eso noroAeH 3a eKcyAarr4BHr4 paHrr.

4.3 KorrrpaurrAr{KarIun

CorxocepuJl feJlor coApllo,r napaxr{Apor<cn6ensoaru (8216 uE2l8) n rparu oA clo6orsa
napaxl4Apotccu 6eHsoeBa KI4ceJrr{Ha (E210). Ona uopa Aa ce 3eMe rrpeAB}rA raj naquenrr,r co
rro3Hara anepruia Ha oBLre KoMrrorreHTpl.

4,4 floce6uu rpeAyflpeAyBan,a r{ Mepr(u Ha rrperna3Jrr{Bocr

J.



floce6nu MepKrz r{a nperrra3JrrrBocr He ce rrorpe6Hu.

4,5 I4urepar<quu co Apyrr MeAr{quHcKrr rpon3B oav n Apyru {opuu Ha nHTeparcqzja

I4Hreparcqur4 co Apyru JreKoBr4 He ce o6janenu.

4.6 Fperrlenocr n,ualcraqllja

Bo auzvalHl4 penpoAyKTt4BHt'r cryrprrr, Corxoceprur r{e rroKax(aurpLr3uK3a rrJroAor, rraefyroa
KoHrponr4paHtr cryLr4u xaj 6perr,reHr4 xeHr{ He ce Ha[paBeHr{.
He nocrojar ToTIJIaKLI [pI4 yrrorpe6aua ColxocepzJr reJr Bo reKor na larraqujara.

4.7 B.lujauue npr cuoco6Hocra 3a Bo3erbe rurrr y[paByBane co MarrrvHrr

Heva.

4.8 I-Iecaxarrugejclna

Aleprucxu peaKullu Mo)I(e 4a ce janar MHory perKo. Bo raxon cnyuaj [pr4MeHara Ha JreKor ce
rrpeKr4HyBa.

flo anlzxaqraja na Com<ocepuJr feJror Mo)r(e 4a ce nojau4 KparKo rreqerbe, uo repannjara He
rpe6a Aa ce [peKr4He.

4.9 llpeqo:upan e

Toxctz'IHI4 e$er<rz oA npeAo3r4parbe, rrpv npr,rMeHa Ha CorxoceprEJl reJr, He ce rro3Harr4,

5. OAPMAKOJIOIIIKI4 CBOJCTBA

5.1 OapnrarcoguHaMcKrr cnojcrna

Oaprr,tarorepaneBrcKa rpyrra: [peflaparr{ sa repanuja :aapalar r,r yJrrleprr. ATC roa: D03AX

Comcocepzn e .{eflporevHur3trpaH xeuo4ujanv3a"r v. coApxu foJreM 6poj HvcxoMoneKynapHr4
cocTaBHI4 KOMfTOHeHTV O.4 KJTeTKI"dT? U OA CepyMOT Ha TeJIeIIIKa KpB
(lryatrazafnrpa$ulrparyujacut-off 5,000 Da), o4 Kor4 caMo Aen ce xeMucKH rr
t|apnaaronotuKr4 oKapaKTepH3r4par{r4.

Vlcrmrynau e Bo pa3nI4r{HLI KJlerorrHr4 r,r rKrzBHH Kynryplz, Bo opraH}I, raj NunorHr4 r,r Bo
KJrr4H r.rqKr{ r.r cilr't ryB arf, a KaAe lrro Comro cepIln :

' fI4 oAp)KyBa ulfir rLr 3arryByBa aepo6Hzor eHeprercKr.r N,rera6oilasaM r.r oKcr.rAartrBHura

$oc$opuna\ujau Ha roj Har{prH ru o6eg6elyBa BlrcoKoeHeprercKlrre SocQarv no
KJrerKare co 4eQzqueFrrHo cna64yname;

' rI4 3roneMyBa I,IcKopI4cryBalbero Ha Kr4cnopogor (uu aumpo) r4 TpaHcrropror Ha rJrr'tKo3ara
B O Xr4 rr OKCI,I gH]'l| U trlera6 oluqH o IacTpo IIIeH I,I TKI,IB a I4 KJIeTI(I4 ;

' rI4 no4o6pyna rpoqecl4re Ha penaparlraja ra pereHepaquja Ha rKr4Bara Kor{ ce orrrrereHr4
u I uttu huaar 4e$r,rqueunro cna64ynarre;
rr4 npeBeHr,rpavrnv peAyrlr4pa ceKyHlapHara AereHepauuja r4 rraroJrorxKr4Te
peB ep3r{ o kt JrH o orrrTeTeHr,roT KJreToqeH clrcTeM ;



3loneMyBa cr{HTe3aTa Ha KoJrafeH uH 6umpo;
crr4Mynr4pa KnerorrH ara rponr4 0 e p arJuj a il Mr4f paquj a uH 6 ump o .

Ha roj Har{I'IH ColrocepuJr fr.r 3arrrrr4TyBa rKr.rBara 3afpo3eHr4 oA xvnoKcujaululrz og
cyncrparHa 4edluqlaeHq uja. J a rlornoMara peQyHrcqraonannsaquj ara Ha peBep su6uil:no
oilrrereHl4Te rKI{Ba, ro:a6psynavro Aor(axyBa KBi}rrr,rreror Bo 3iBApaByBarbe Ha Jre3rrr,rre.
KruHlz'rltuor eQerr e pe3ynrar Ha I4HTepaKqujara Ha cr.rre aKTLrBHr4 cyncraHrlr4r{.

Bo eKcrIepI,IMeHTLITe Ha xLrBorHI4, ComtocepuJl He rroKDI(aJI noKaJr*a vlwr crrcreMcKa
ToKcI{rIHOcT HI{Ty rIO eAI,IHerIHa Hr4Ty rro nOBTOpeHa AepMaJrHA LUrur r{HTpaBeHO3Ha npr,rMeHa
Bo Ao3r4 ,qyp[ 30 ao 40 rrarrr noroJreMlr oA xyMaHr.rre Ao3r,r.
Bo cry4uure sa cy6xpoHl4qHa pI xpoHr.rrrHa roKcr.rrrHocr Bo r4HTpaAepManHr4Te reorr4parba Ha
3aMopql4ba se ce ga6ere)r(aHr,r Hr{Ty KoxHa ceusu6urruzaguja, Hrrry KoHTaKTeH aJrerr{cKr4
noreHqujal Hary 3Harru 3a r4MyHoroxcr4qHu eQexrra.

<,, tDapruaxonlrHercr(u cnoj crna

Ancopnqzj ura, Aucrpu6y\ujara:,lr erlrMnHar\ujara Ha aKTr,rBHara KoMrroHeHTa
"4erpotevHLr3trpaH xerraogujanr.r3ar oA TenerxKa KpB" He Mo)r(e ra6ule a*uil43vpala co
KOHBeHIII{oHaJIHH QapuaxoruHercKrr MeroAr.r, KaKo paAr,roaKTrrBHo o6elexcynarbe r4TH.,

6ugejku KoMrIoHeHTara Ae[poretrtr43vpaH xervro4ujarv3ar oA TeJrerrrKa KpB r.rMa pa3nrrqHr4

Qaprvraro4uHaMcKl4 e$ercru Kor{ ce npllnurxyBaar HaMoneKynlrre co prunr{.*rn r[usuuno-
xeMr{cKr4 cnojcrna.
flpu npunreHa Ha rorIIaqHLITe r[oprrru, e(pexrol ce orpaHr4tryBa Ha Mecroro ua aulaxaqzja,
KaKo Ilrro 6ulo loxa)I(aHo co IzHTpaI4HAI{Br4AyanHa cnope46a npr{ MyJrrt4nHvr repanuv.
3a6enextauure e$exru uH 6umpo ce 3aBr4cHrr oA.4o3ara Bo oncer (0,1 - l0 mg/g) roj, uopa4u
coAp)Ifl4Hara Ha aKrLIBHara cyrlcraurlzja no QapvraqeBTcKara (fopuynauuja 3a rou4rrHa
ynorpe6a, rpe6a Aa ce nocrzrHe 6es relrlKorrrr{ Bo paHr.rre (4 mg xenrogujaluzarlgrerl.
lonolnurerHo, 6es6eAHocra Ha JreKor e AoKa)r(aHa co roKcl,IKororxKr..r recroBrr, nxryvynaj(z
H CT4CTeMCKa npr4MeHa Ha JreKoT.

5.3 flperrc.rruuurrlclr rloAarollu sa 6er6eAHocra Ha MeAr{rluucKrror rrporr3BoA

flperrluultrrKure [oAarouu 1azupauu Ha KoHBeHrIvoHaJrHr.rre vcnLrryBarua:aa

Sapl,raxororujana,:a 6e:6e4uocr Ha JreKor, ToKcnrrHocr co noBTopyBaHr,r Ao3I,I,
reHoroKcl4r{Hocr, KaHuepofeHocr, ToKcr{qHocr Bp3 penpoAyKrlujara, He noKa}KaJre noce6na
onacHocr sa lyfero.

OAPMAIIEBTCKI,I O COEEI{O CTI,I

Jlucra Ha eKcurr[HeHTr{

Merulnapaxruporccz6eH3oar (E2 I 8) ;
flporzrnapaxuApoKcr46essoar (821 6);
Kap6orcuuerrrnrleJryno3a Harpr4ry;
flponuleu fnr4Kon;
Karqzyna JraKTar rreHTaxr.rApar;
BoAa sa nujexqzz.
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6.

6.1



6.2 I4unounaru6u.uuocru

Heua o6janeulr.

6.3 Pom sa yuorpe6a

ller (5) roAt4Hr4.

6.4 I{aqzlr Ha qyBarse

la ce rryBa Ha reMrreparypa rroA 30.C.

6.5 IIsreA rr coAplr(r{Ha Ha rraKyBarbero

ColxocepzJl feJI ce TIoJTHLI so 20 g naMnlr4paHkr urqprHr.ryMcKr,r ueiu6paHcrcn ty6u.
Ty6zre ce 3arBopeHlr co rrJracrvqHo Karraqe Ha 3aBpryBarbe.
Kyrzjara colp)r(r4 | ry6a co 20 g ren u ynarcrBo 3a rrarlzeHror.

6,6 Ynarcrno 3a yrlorpe6a u paryBarbe n uoce6nu MepKn Ha nperna3JrrrBocr rrpu
OTCTPAHYBATbE HA HEIICKOPI{CTEHIIOT JIEK I,IJII{ HA OTTIAAHIITE MATEPZJA.NU

3a ua4nopemna ynorpe6a.
flo npnoro orBopalbe JIeKor He cMee Aa ce Kopr{cru noeerte ol28 AeHa aKo ce qyBa Ha
reMrreparypa no.{ 25" C "

HeucxopltcreHllor ner vIIwt orrla.4Hvre tvtarcpujanu rpe6a Aa ce orcrpaHar Bo corJracHocr co
3aKoHcKrzre 6apar+a.

7. HOCI4TEJI HA OAOEPEHKIETO 3A IIPOMET

Ceurzua rooeJr - Cr<onje
yn. Cana Kosa'{esult 13 6p.9
I000 Cxonje, Peny6lzra Mare4onzja

8. EPOJ HA PEIIIEHI4ETO 3A IIPOMET

9. AATyM HA ITPBATA

22.04.t968 I

PETI,ICTPAUIIJA/OEHOBA HA PEIPICTPAUI,IJA

r0. AATyM HA PEBII3I4JA HA TEKCTOT


