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COMLUTEHUE

3a eNeKTPOHCKO CK/lydyyBake Ha aHEeKC Ha A0roBOp CO 34paBCTBEHUTE
YCTaHOBM 04, AejHOCTa ONwWTa MeAULIMHA, TMHEKO0ruja 1 onwTa
cTomartosioruja

Ha YnpaBHuoT oa6op Ha POHAOT ce yCBOM aHEKC Ha AOroBOP CO AaBaTeNUTe Ha
3[1paBCTBEHUN YCAYrM o4 AejHocTa onwTa meauumHa (1524), ruHekonoruja (137) m
ctomatosiornja (1136). Co HOBMOT aHEKC A0roBOp € OBO3MOMKEHO BO C/yyaj Kora
NM36paHNOT NeKap KOPUCTU nopoguaHo oTtcyctBo, PoHAOT Aa He ro pacKMHyBa
€4HOCTPaHO A0roBOPOT, aKO He e BpaboTeH siekap 3ameHa Mo UCTeKOT Ha 35 aeHa, Ho
HajmHory go 270 geHa of, HaCcTaHyBakbe Ha CAyyajoT. Kako AoKas, 34paBCTBEHATA
ycTaHoBa Tpeba Aa NpPWIOXKM Konuja of, ABa NatvM HeycnewHo objaBeH ornac 3a
BpaboTyBake Ha nekap og ABPM. [lo BpaboTyBareTO Ha HOBMOT ZIeKap (3ameHa) ce
3aTBapa GaKCMMUNIOT HA IEKAPOT M He ce UCNnaTyBa KanuTtayuja.

McTo Taka cO HOBUOT aHeKC

= [0rosop 3a onuwrTa

230 i MmeguLMHa, HanpaBeHa e

: M3MeHa BO 4YneHoTt 15, Kage
S—— 4.0 ce peryavpa pPeXuMmMoT Ha

npenuwyBamwe Ha IEKOBU O/,
CTpaHa Ha MATUYHUTE
Nnekapu, 3a JuUcTata  Ha
JIEKOBWM KOW NarfaaT Ha ToBap
Ha doHpoT, HamecTo
pocerawHute 330 geHapu no
NnoeH, CO HOBMOT A0roBop
NnoKayeHa e rpaHuuaTa Ha
HajmHory 400 pgeHapu no
noeH roguMwHo. Toa 3Haum
AeKa MaTUYHUOT IeKap, MOXKe Ha ToBap Ha cpeacTBaTa Ha PoHAOT, HA OCUrypeHuTe
NMua Kou ro msbpane, Aa MM MNponuLIyBa NEKOBM Ha peuenT Co PeXMM Ha




nponuwyBake “R“ Kako M NekoBW of rpynata Ha aHKCMOAUTULM CO PEXUM Ha
nponuwysake “R“ n aHTMBMOTUUM CO pexkmm Ha nponuwysamwe “R“, “RS“, “RSS“.
3HauM, MAaTUYHUOT NleKap Ke MoXKe 04 cera Aa MNpPoONULYBa OApeAeHU NeKOBU
CaMMOT, U HAMeCTO KaKo A0 cera, aa pob6busa 330 geHapu No noeH, o4 cera Ke
Ao6usa 400 aeHapu no noeH. OBaa U3MeHa e HanpaBeHa Nopagu 3rosemyBare Ha
6p0jOT Ha IEKOBM KOM MOXKe Aa I'M NponuLle MaTUUHUOT /IeKap, HAaMecTo UCTUTe aa
rM npenopauvysaaT cneuujanuctute, ogHOCHO cybcneuujanucture. MU3meHaTta ce
AOKU U HAa A0CEralHUTe aHaIM3M HA 1IeKOBUTE NPOMNULLIAHU 04 MAaTUUEH NIeKap Ha
peuent wto POHAOT rM HanpaBu, KaKo U Ha baparaTta oa 3[py)KeHMeTo Ha
NPUBaTHU  JIeKapwm
oa npuMmapHa
34paBCcTBEHA
3awTmTa nopaau
BO3pacHara
CTPYKTYpa Ha
OCUTYPEHULUTE KoM
M3BplIUAE Kaj HUB

nsbop.

3a 8 nekoBu no
reHepuKn co
dapmaueBTCKa

[03aXKHa dopma,
OAHOCHO Kaj OKony
70 NIeKoBMU no
3aWTUTEHO nme
M3BpLIEHA € U3MeHa
BO A€/10T Ha PEXKMMOT Ha nponuiluysarbe (06jaBeHn Bo Cn. BecHuk Ha Pm 6p. 47/2014
| 98/2014), oAHOCHO CO M3MeHaTa, OBME NIeKOBW 3a Kou gocera 6una noTtpebHa
npenopaka oA cneyujanuct, oAHOCHO cybcneunjannct, otcera Ke MoXKe aa
nponuillyBa MaTUYHMOT NIeKap caMocTojHo (Tabena nogony).

ALA v

Pep.
. eanHuua

FeHepuukKo HauuH Ha ®dapmaueBTcKa

Hos pexxum Ha

ATL, Kop,

6p. mme-INN e npumeHa Ao3axHa popma nponuiwlysame
. A02BC02 Pantoprazole 40 mg (0] VEILIE: CPJ R
C01DA02 Glyceryl 25m SL cybnuHreaneH cnpej CPJ R
trinitrate o ¥ Pel
n CO07AB07 Bisoprolol** 10 mg (0] Tabnetn CPJ R

**UHpguKaunn: XpoHMYHa cpueBa c1abocT, XunepTeHsuja u aHrMHa NEKTOPUC



Ttabnern/
JO1FA09 Clarithromycin 0,5g (0] TEDSPLE AT ED CPJ
moaudpuumupaHo
ocnobopgysare
JO1FA09 Clarithromycin 0,5g (0} cycneHsumja CPJ
JOIFA10  Azithromycin 0,3 g o) el CP)
Kancyam
JO1FA10 Azithromycin 0,3¢g (0] cycneHsuja CPJ
NO7CA02 Cinnarizine 90 mg (0] Tabnetn CPJ

AHeKcuTe Ha goroBopute POHAOT Ke MM CKAy4YyBa CO 34PaBCTBEHUTE YCTAHOBU BO
eNeKTPOHCKa popma NpPeKy KOPUCTEHE Ha ENEeKTPOHCKMOT MOTNMC CO BanUAeEH
AUTUTaNeH cepTUPUKAT 04, eIeKTPOHCKATa KapTUYKa 3a 34PaBCTBEHO OCUTypyBakbe
(E3K). MoTnuwyBarweTo Ha aHEKCUTE Ha A0roBopuTe Ke ce BpLUM NPeKy nopTanor
Ha POHAOT Ha UCTUOT HAUMH HA KOj €NIeKTPOHCKM ce NoTnUyBaa U A0roBopuTe 3a
2014 ropuHa.

AHeKcuTe Ha AoroBopute 3a OnNwWTa MeAuUMHA, TUHEKO/IoTMja M onwTa
CTOMATO/NIOrMja, CO KOW € AafeHO NpaBoOTO Ha WM3O6PaHWOT NieKap, KOj KopuCTu
nopoaunHo bonenysara 270 aeHa ga He BpaboTu nekap 3ameHa, cTanyBa BO CMAa
oA 01.09.2014 roauHa. AHEKCOT Ha A[OroBOpoOT 3a ONwTa MeauuuMHa Kapge e
HanpasBeHa U3MmeHa BO YneHot 15, cranysa Bo cnna og 01.10.2014 roguHa.



