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COOIIIITEHUE OO JABHOCTA

M3meHU Bo MO3UTUBHATA JIMCTA HA JIEKOBU

@doHZOT 3a 3ApaBCTBEHO OCHUIypyBal-e Ha MakeoHMja KaKo MHCTUTYILIMja Ha Koja
MpUMapHa 1ieJI Ceé OCUTYPEHUIUTe, BO U3MUHATATA TOMHA UHTEH3UBHO copaboTyBaile co rojiem
O0poj Ha rparaHCKM M CTPyYHU 37py’keHuja u Komopu on obsacrta Ha MepuuuHata. Op Taa
MHTEH3MBHA CcOpaboTKa Mpousjieroa rojemM Opoj Ha HOBMHM M MOXKHOCTH 3a OJIeCHYBambe Ha
MOCTAMKUTE U 3r0JIeMyBak-e Ha MpaBaTa Ha OCUTYPEHUIIUTE.

Co 1es1 oJlecHYBame Ha MOCTAMKaTa 3a MPONUINYBawke Ha ofpefieHu JieKoBu oj Jlucrara
Ha JIeKOBM Ha ToBap Ha DoHAOT 3a mpuMapHa 3[paBCTBEHA 3alITUTAa MU BO HMHTepec Ha
OCUTYPEHMIIUTE, 3a JIEKOBUTE KOU I'M MPOMUIIyBa U30paH jiekap CO CelujaJHOCT TMHEeKOJIOT U
neauvjaTap, M3BpIIeHA e KOpeKIivja Ha Pe)KMMOT Ha MpOoNuInyBame 3a 29 jekoBu no reHepuka. Co
OBaa M3MeHa OBUe JIEKOBU 3a KOU Oellle moTpebHa Mpenopaka off CelujajJucT 0f] TOBUCOKO HUBO
Ha 37paBCTBeHA 3alITHUTa, cera Ke MO)Ke CaMOCTOjHO Jla TM mpomuiie u3bpaH jekap co
CIelUjaJIHOCT TMHEKOJIOT U NeAujaTap, 6e3 mpurToa fja ru npemnpaka OCUTYPeHUIUTe HA MOBUCOKO
HUBO HA 3[]paBCTBEHA 3AIITUTA.

3a ojlecHyBaH-€ Ha JOCTAITHOCTA Ha TepanujaTa Ha MallMeHTUTe CO OHKOJIOUIKU 00JIeCTu U
no Oapame Ha KoajulMjaTa Ha 3ApYy)KeHWjaTa HA TNAlMeHTU, 3 JIeKOBM IO TeHepuKa ce
npedpyieHu o O0THUUYKA JIUCTA HA MPUMApPHA JIMCTa Ha JekoBU. Co 0Baa M3MeEHA BO Pe)KUMOT Ha
NpPONUIIYBake MCTUTE Ke Mo)Ke Aa TW TIpomnuiie u3bpaH Jjiekap Mo JOOMEeHO MUCeHme Oof
KJIMHUYKY KOH3WJIMYM U Ke MO>Ke fia Ce MOJUTHAT BO anTeKa Ha pelenT Ha ToBap Ha PoHIOT.

[lo3uTuBHaATa JIMCTA HA JIEKOBU Ce JIOMOJHU CO HOBU 3 JIEKOBU 1O TeHEpUKa 3a JiMIarta
3abonenu ox XMJI u fetiata 3ab60jieHu off UCcTUYHA (hubpo3a.

OBue u3MeHM Ha MO3UTUBHATA JIUCTA HA OBO3MOXKYBAaT TMoOJieCHA JOCTAHOCT Ha
TepanujaTa Ha MalieHTe Kako U BOBelyBakke Ha JIEKOBU KOU Ce HeOTIXOAHU 3a MallMeHTUTe U ce
MeAULIMHCKY OIpaBAaHU.

Bo npusor Ha COONUITEHUEeTO MOJleTaJHO Ce HaBeleHU U3MeHUTe
bpanko Ayuroros
[TopTnapon
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Ilpomenu Ha J/lucTaTta Ha 1eKOBH KOH naraaTt Ha ToBap Ha @oHzgoT, no Ogayka Ha YO
Ha DoHagot ox 27.04.2011

[To gocraBeHu Oapara 01 CTpaHa Ha 3[Apy)KeHUja Ha meaujaTpyd Ha MakemoHwuja, 3apyKeHuja Ha
MPUBaTHU THHEKOJI03M U aKkylnepu Ha P.Makegonuja, Koanuiuja Ha 3apy KeHuja Ha MallueHTH, 3ApyKeHne
Ha 3abonenu omg XMJI, 3gpykenume 3a yuctuuyHa ¢uobposa, J3Y VKiuunuka 3a gercku 6onectu, J3V
VYKnunuka 3a uHpekTuBHu Oojecty u (ebpuinu coctojou, J3Y YKnunuka 3a paauoTepamnuja u

oHkosiornja u J3Y VKinuHuKa 3a xeMmaToJjoTuja,

Ynpasuuotr ombop Ha Doumor gonece Opnyka 3a

M3MEeHYBawe U [JOMOJIHyBame Ha JlucraTa Ha jekoBU KoM maraaT Ha ToBap Ha PoH0T. Bo oBaa Opnyka
VM3MeHUTe U JOTI0JIHYBamaTa Ha JlucraTta Ha J1eKoBU ce 0JHecyBaaT Ha CJIeJHOTO:

1. TlpomeHa Ha pe>XMMHUTE Ha MPONUIIYBame HA JIEKOBUTE afleH! BO TabeaTa nojony. 3apaau
BOOYEHHTe TpobjeMr BO MeJUIIMHCKATa TMPaKca, a CO LieJl OJieCHYBame Ha TocTamkaTa 3a
MpONUIIYBame Ha OfpefieHu JeKoBU oF JInucTaTa Ha IeKOBM Ha ToBap Ha MOHAOT 3a mpuMapHa
3JpaBCTBeHa 3alITUTA U BO MHTepeC Ha OCUIYPEHULIMTe, 3a JIEKOBATe KOM T'M IPONUIIYBa
n30paH Jiekap Co CMeLjaJHOCT TMHEKOJIOT U MejujaTap, M3BpLIeHa e KOpeKijyja Ha PesKUMOT
Ha mponuinyBamke. Co oBaa M3MeHa OBHe JIeKOBU 3a Kou Oemie motpeOHa Tperopaka oOf
CIelMjaJICT Ofi MOBMCOKO HMBO HA 3ApaBCTBeHa 3allTHTa, cera Ke MO)Ke CaMOCTOjHO [a T'U
npomnuiie u3bpaH JeKap Co CIeLrjaJHOCT FTMHEeKOJIOT U neaujaTap, 6e3 nmpuToa Ja ru rnpemnpaka
OCUTYPEeHULATe Ha TOBMCOKO HMBO Ha 3[IpaBCTBeHA 3allTUTa.

Pexxum Ha nponumi
ATC Ko leHepuykKo nme - enﬂﬂn“a HauuH Ha ®dapmaLeBTCKa Jaunna
A INN A 4 npumeHa po3axHa popma
MepkKa

. R/RS

1| GO1lAA01 Nystatin 0,1 MU Vv BarnHanHu Tabnetun 100 000 U
2 | GO1AA10 Clindamycin 01g \Y, BarnHanHa kpema 2% RIRS
GO01AF01 Metronidazole 059 Vv Barutopun 500mg RIRS
4 | GO1AF02 Clotrimazole 019 \Y BarvHanHu Tabnetun 200 mg RIRS
5 | GO1AF02 Clotrimazole 0,19 \% BarnHanHu Tabnetu 500 mg RIRS
20 g (2%) + R/RS

GO01AF02 Clotrimazole 0,19 V BarunanHa kpema 3 nnactn4yHmn

6 annukaTopm
R/RS

7 | GO1AF05 Econazole 01g Vv Barutopun 150mg
8 RO3AC06 Hexoprenaline ** 1,5mg O TabneTtun 0,5mg RIRS
g | G02CBO1 Bromocriptine 5 mg (o] Tabnetu 2,5mg RIRS
. R/RS
10 | GO3CAO03 Estradiol 2mg ¢} Tabnetu 1mg

11 | GO3CA03 Estradiol 25 mcg \Y BarvHanHu Tabnetun 0,025 mg RIRS
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®dunnm 06510XKEHN R/RS
Kk
12 G03DB01 Dydrogesterone 10 mg O Ta6retn 10mg
13 | G0O3DCO02 Norethisterone** 5mg o] Tabnetn 5mg RIRS
14 | GO3GBO2 Clomifene** 9 mg o] TabneTtun 50mg RIRS
Cyproterone + i 2mg+0,035m R/RS
15 | GO3HBOL ethinyl estradiol** (0] O6noxxenn Tabnetn g
16 | Jo2AcOL Fluconazole 029 0 Kancynm cPJ RIRS
. . RIRS
17 | DO7AC14 | Methylprednisolone - TD MacTt 0,1%
18 | DO7AC14 | Methylprednisolone - TD Kpem 0,1% RIRE
19 | Jo1DDO8 Cefixime 049 0 CycneHauja 100mg/5ml RilRE
TabneTtw/ Kancynwu/ R/RS
JO1FA09 Clarithromycin 059 (¢} dunm 06110XKEHN 250mg
20 Tabnetu
21 | JO1FA09 Clarithromycin 059 (@] CycneHsnja 125mg/5ml RES
59 | RO3ACO2 Salbutamol 0,8 mg Inh. Aepocon 0,1mg/doza R
23 RO3AC02 Salbutamol 10 mg Inh. PacTsop sa 5mg/ml RIRS
MHXxanauuja
24 | RO3ACO2 Salbutamol 12 mg o Cupyn 2mg/5ml R
25 | RO3BAO5 Fluticasone 0,6 mg Inh. Aepocon 50mcg/doza R
26 | RO3BAO8 Fluticasone 0,2 mg N HasaneH cnpej 50mcg/doza S
Tabnetn/dunm R/RS
JO1FA10 Azithromycin 0,39 (¢} 06n0>XeHn Tabnetw/ CPJ
27 Kancynu
. . . R/RS
28 JO1FA10 Azithromycin 0,39 (0] CycneHsnja 100mg/5ml
29 | JOI1FAIO Azithromycin 0,3g (0] CycneHsunja 200mg/5ml RES

- JlexoBuTe obeserxaHu co »<osta 6oja Ke Mo)ke Jja ' Mmpomnwuiie u3bpaH jiekap —CrnenujaJauct
mejrjaTap CaMOCTOjJHO WJIM U30paH JieKap I10 Mpenopaka o] CleL’jaiucT.

- JlekoBuTe obenexxaHu co bena 6oja Ke Mo)ke Ja I'M mpomnuuie U30paH JieKap —CHeLujaaucT
TMHEKOJIOT CAaMOCTOjHO WM N30paH JieKap Mo npernopaka of ClelujajucT.

- JlekoBuTe mop pepeH 6poj 27, 28 u 29 Ke Moyke Ja r mponuiie u3bpaH jJeKap —CrelujaJaucT
nmegujaTap,/THHEKOJIOr CAMOCTOJHO MJIM M30paH jieKap I10 Ipernopaka of CrieLijaancT.

2. [lpoMeHa Ha pe>XKMMOT Ha NPONMUITYBakbe HA JIEKOBUTE
-Lamivudine tabmern/puim obaoxxeuu tabmeru CPJ (ce KopucTu 3a akyTeH (pyJIMUHAHTEH
XernaTuT U XpOHUYeH xenatut b Ha ToBap Ha P30M),
-Clodronic acid kamcymu 400mg u Clodronic acid ¢punm obnoxxeru tabaeru 800mg (cmafa Bo
rpyrnara Ha JIEKOBY 3a TPeTMaH Ha KOCKEHO TKMBO U Ce KOPUCTH 3a TPeTMaH Ha OCTe0Jn3a U
XUTepKajaleMuja mpeiu3BUKAHU Of, MaJIMTHEH TPOLIeC U 3a peyKIiuja Ha MeTacTa3u Ha KOCKU
Kaj MpUMapeH KapLjuHOM Ha J10jKa).
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OBue nexoBu ce mnpedpiaenu ox 6oJHMYKA JMCTa Ha nmpumapHa aucta. Co oBaa u3MeHa BO
PeXKMMOT Ha IPOMUIIYBake MCTUTE Ke Mo)Ke Aa TM Ipomuile u3bpaH Jiekap Mo J00ueHO
MUCJIEH€ O]f KIMHUYKY KOH3UJIMYM U Ke MO>Ke ia ce TIOJJUTHaT BO alnTeKa Ha pellelT Ha ToBap
Ha DOHIOT.

3. [lomonHyBame Ha JlucraTa Ha JIEKOBU CO 3 TeHEPUKM CO COO[BeTHa (hapMal|eBTCKa A03aKHa
¢dopma v jaunHa u ToA:
- Imatinib punm obn0xenu Tabnetu 100 u 400mg- 3a UHAWKALMja —XPOHUYHA MUEJIONYHA
JleyKeMuja
- Ursodeoxycholic acid nepopanna cycnensuja 250 mg/5ml- 3a uHAMKaLUja-UCTUYHA
¢ubpo3sa
l'openaBegenara Opyyka Ke cTanu Ha CWjia OCMMOT JIeH OJf AeHOT Ha objaByBameTo BO Ciy)xOeH
BECHUK.
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