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COONLWITEHUE

Hajmanky 400.000 ocurypeHuULM NONECHO A0 /IEKOBM 33 XPOHUYHA Tepanuja
HoBu nsmeHu Bo cpepara Ha NeKOBU — TPU ro/IEMU HOBUHU BO KOPUCT HA
ocurypeHvuyurte

Co nocnegHute M3MeHW Bo cdepata Ha nekosute, P30OM 33 ocUrypeHULMTE OBO3IMOXKN ONECHYBake Ha
HAaUYMHOT Ha fobuBatbe nek Ha ToBap Ha PoHAOT, norosiem M3BOP Ha NEKOBM, KAaKO W MPOLMPYBaAtbe Ha
WHAMKALUWMOHUTE NoApaYja 3a JIEKOBUTE LUTO MOXKE A3 Ce NponuwaT Ha Tosap Ha ®P30OM. Osue HOBUHM UMaaT
n dMHaHCUCKM edekTn. Ce oYeKyBa 3aliTeauTe 3a ocurypeHumumte ga bugat 200.000 geHapu rogmiiHo, a
®oHAOT, CO 0BME HOBUHM, 33 JIEKOBU FOAMLLIHO Ke MOXe a3 NPeHaMeHN 2 MUNIMOHU LAeHApU.

| HoBMHA -13 HOBM HamaneHu pedpepeHTHU LLeHU Ha /IEKOBU

Mopagn Bnes Ha nas3apoT Ha e K. OCUryPYBAISE HA MAKEZIOHH
HOBW PErucTpMpaHun JIEKOBU BO ‘ \ il
Penybnvka MakegoHuja, |
®30M yTBpAM HOBM HaMaseHU
(n3banaHcupaHun) pedepeHTHH
UEeHM 33 NIeKoBM Kou ce
KOPUCTAT Kaj nauueHTn co
TPaAHCMNAHTUPAHU OpraHm,
NleKoBM oA rpynata  Ha
aHTUAENpPecuBM, OCTEONOPO3a,
aHTUenuaenTUUM,
aHTUMNAPKUHCOHULM, 3a
MWjacTeHMnja rpaBuc (HepBHO-
MyCKy/nHa 6onect). Co oBaa
HoBMHa ®oHAOT 06e36eamn

HOBW, BO cuTe 13 reHepuKun, no
HajMmasiky egeH 6e3 gonsata 3a
OCUTYPEHULMTE U OONYKUTE Ce
objaBeHn Bo CnyskbeH BecHuk 6p.138/2014 (Bo BaskHOCT og, 25.09.2014) n 141/2014 (8o BaKHOCT oA
02.10.2014).

Il HoBMHa - AonosHyBakwe co 20 HOBM 3aALUITUTEHU UMUHA HA JIEKOBU

Mopaau Bne3 Ha HOBWM IEKOBM HA Na3apoT Ha nekoBu Bo PM, ®30M um3BpLuM AONONHYBaHkbe Ha 04/1yKaTa 33
pedepeHTHN LEHM Ha NEKOBM CO HOBM 20 3aLUTUTEHM UMMM, CO LITO Ce 3rosiemMmyBa MOXKHOCTa Ha M36op Ha
JIeKOBM 3a ocurypeHuuute. JIekoBuTe ce HaMeHeTU 3a Tepanuja Ha XKenygHUK, 32 HaManyBakbe Ha MacTu BO
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KpB, aHTMbuoTuum, Anuxajmep, actma u XObb, KapuuHomK, nNpoTMB OONKM M MOKayeHa TesecHa
Temneparypa.

11l HoBUHA - U3MmeHu Bo Mo3nTUBHATA INCTA HA 1IEKOBU

1. ®30M wm3BpLWK NPOMEHA BO PEXMMOT Ha NponuwyBarbe 3a 28 reHepuKM co Gopma M jaumnHa -
TOa 3HAYM AeKa ocuUrypeHuLmuTe ke MoXKe Aa AobMBaaT Npenopaka 3a IEKOBM Of, NoBeKe NeKkapu
cneupjanmucTn oTkoNKy gocera. Oanykata 3a M3MEHW M AOMOJIHYBakba Ha NO3UTMBHATA JIUCTa e
ob6jaBeHa Bo CnyxbeH BecHuk 6p.141/2014 co BaskHocT o 02.10.2014.

2. ®30M oBo3mOKM oTcera nekot levothyroxine 3a WTWUTHA Xnesaa, ga MoXe 4a ro npenuwysa
MaTUYEH NleKap, NPU XPOHWYHA NPMMApPHA XMNoTUpPo3a. OBaa NOBOIHOCT ke buae osecHyBare
32 10.000 ocurypeHuum.

U3meHUTe ce oaHecyBaaT
Ha cneaHUTE NEKOBU:

v Ursodeoxycholic
acid (Ursofalk), Koj e
HaMeHeT 3a TpeTmMaH Ha
G YKONYKa " HKOMYHU
OHPRABE HAMAAOHA naTuWTa, a cera Moxe Aa
ro nponuwysaar n

cneymjanmctm
MHPEKTONO3M N BONHWNYKM
neamjaTpu;

4 Mesalazin
(Mesalazin, Salofalk), 3a
KpoHoBa 6onect, bunect
Ha upeBa (Koj cnafa BoO

rpynata Ha MHTECTUHANHU
aHTUMHbNamaTopu) 1 cera

MO’Ke Aa ro nponuiuysaat u 60NHMYKUTE NeanjaTpu;
v' Amiodarone (Amiodaron, Amiokordin, Cordarone), nek 3a cpue, HaMeHeT 3a TpeTMaH Ha
apuUTMUK , a cera MoXKe Aa ro NPonuLLYBaaT U IeKapu UHTEPHUCTH;

v Levothyroxine (Euthyrox, Gothyrox, Thyro 4), HameHeT 3a TpeTMaH Ha 60/1eCT1 Ha WTUTHaTa
Ne3ga, WTo OTcera MoXKe Aa ro NPonuilyBa U M3bpaH Nekap Npu XpoHWYHa NpuMapHa
XMMNOTMPEO3a Co cnegere Ha epeKToT o4, cybcTUTyUuMoHaTa Tepanuja npeky HUBOTo Ha TSH
Hajmanky egHall roamwHo (og 0,4-4,5uU /mL);

v" Mycophenolic acid (Myfortic, Cellcept, Trixin, Mycophenolat mofetil Actavis), nek 3a
TPaHCMNNaHTaLUMKM, Koj BieryBa BO rpynata Ha UMyHOCYNPECMBHM IEKOBM, a CEra MOKe Aa ro
nponuwysaat 1 60/ HMYKKUTE NeanjaTpw;
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Tacrolimus ( Prograf, Tracsus), nek 3a TpaHcnAaHTaUMW, KOj BAerysa BO rpynarta Ha
MMYyHOCYynpecuBHU nekosu. OBOj 1eK cera MoXe 4a ro NPonuLlyBaaT 1 IeKapu XeMaTo/103M.
Salmeterol, fluticasone (Seretide discus, Airflusal forspiro) u Budesonide, formoterol
(Symbicort turbohaler) n Formoterol, beclometasone (Foster) u Tiotropium bromide
(Spiriva) Kou BnerysaaT Bo rpynaTa Ha aHTUTacMaTULM cera MOXe Aa ro NponuilysaaT U
WMHTEPHUCTM U NHEYMODTU3NO0N03M 04 LeHTap 3a actMa u XOBb 1 nyamoaneprosiosu.

3. ®30M Hanpasu O0NOJHYBakba WU KOPEKLMM 33 MHAMKAUMUTE Ha NEeKOBWM LITO ce HaofaaT Ha

Mo3MTMBHA /IMCTa - OTCEra OCUTYPEHNLNTE Ke MOXKe Aa A06MBaaT eKoBM Ha ToBap Ha P30M un

33 HOBW MHAMKALUN.

>

JononHyBare Ha MHAMKAUMMN MM Ka| cnegHUTE IEKOBU:

Ursodeoxycholic acid (Ursofalk) Koj e HameHeT 3a TpeTMaH Ha »K0JIYKa U }KOYHWU NaTULLITa,
a cera MoXe Aa ce NponulyBa 3a Tepanuja Ha geua 4o 14 roguMHu 60aHM 04, UMCTUYHA
$1bPO3a 1 Co aNaxKUA CUHAPOM;

Cefadroxil (Alycef, Duracef) u Cefuroxime (Zinnat, Xorimax, Aksef, Cefaks, Megasef,
Inceptum-sanovel) n Cefaclor (Alfacet, Cefaklor Alkaloid) og rpynata aHTM6MOTUUM
uedaNoCnoOpPUHK, LWTO CEra MOXKe Aa Ce NPONULLYBA U 33 FeHUTOYPUHAPHU UHOEKUUMY;
Amoxicillin (Sinacilin, Hiconcil. Moxilen, Almacin, Ospamox) wTo cnara Bo rpynarta Ha beTta
NAKTaMCKM aHTMOAKTepPUCKM CpeacTBa, @ Cera MOXKe Aa ce NPOMMUILYBa M 33 O40HTOreHM
(cTomaToI0WKM) UHPEKLMY;

Dydrogesterone (Dabroston), Koj cnafa Bo rpynata Ha MOJOBM XOPMOHW U NIEKOBM 33
TPETMaH Ha FeHUTa/IHMOT CUCTEM CEera MoKe Aa Ce MPOonuWyBa W 3a KpBapere BO paHa
H6peMeHOCT; OTCYyTHa, CKyAHAa W peTKa MeHCTpyauuja;, o06wuaHa, 4Yecta M HepeaoBHa
MeHCTpYyauuja; Apyro 03HayeHo HEHOPMAJTHO KpPBaBeHE 0f YTEPYC M BarnHa.

4. MNowwnpok oncer Ha ynoTpeba Ha NEKOT, NPEKY BpULieHe Ha MHAMKALMK € OBO3MOMKEHO 3a:

>

v" Benzathine phenoxymethylpenicillin (3awTnTeHo nme Ospen) co HOBUTE U3MEHN HEMA
OrpaHWYyBarbe BO AEM0T Ha UHAMKALMM, OOHOCHO, UCTUOT Ke MOXKe Aa ce MponuLlyBsa
6e3 orpaHuyyBarba 04 MaTUYHUTE JIEKAPW Kaj BpemMeHuTe KEeHN U ManuTe AeLa;

v' Cefalexin (Cephabos, Cefalexin Alkaloid, Palitrex) co HoBUTE M3MEHM Hema
OrpaHWYyBak-e BO AE/0T Ha UHAMKALMU, OOHOCHO, UCTUMOT Ke MOXKe Aa ce NPOonuLlyBa
6e3 orpaHuyyBakba 0f, MaTUYHWUTE NEKapW, COMIACHO PErucTpUpaHUTe MHAMKaALUK 3a
NeKoT.

KopeKuuja Ha MHAMKaUmM|a Kaj:

v" Tamsulosin (Tanyz, Tamlos, Bazetham, Tanyz eras, Tamprost, Tamsulozin) u Finasterid
(Finasteride Lek, Finpros, Proscar, Finasterid) n Dutasteride (Dutasteride) ce 6puwe
WHAMKaumnjaTa ApTepUCKa XxmMnepTeH3unja BO KOMBUMHMpPaHa Tepanuja; no npenopaka Ha
NeKap cneuunjannuct MHTEPHUCT BMaejKn NEKOT He e HaMeHEeT 3a Taa MHAMKAUW]a;
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5. J[lononHyBatbe Ha HOBM (GAapMaLEBTCKU O03a)KHWM GOPMM — Kaj 4 TEHEepPUKM e M3BPLIEHO
[O0MO/IHYBakbe Co HOBU GOPMMU, CO LUTO € 3rosiemeH M360opoT Ha IEKOBU 33 OCUTYPEHULUTE.

4

Isosorbid mononitrat, neK 3a cpue (e4HO HOBO 3aLWITUTEHO MME) ce AoNoJIHYBa co popmaTa
,Tabneta co npogonxeHo ocnoboaysare”

Metoprolol, nek 3a cpue M NoKayeH KpBEH MPUTUCOK (€4HO HOBO 3aWTUTEHO MME) ce
[ononHyea co dopmara ,, MHjeKumnn®.

Paracetamol, nek npotne 60/KN M NOKayYeHa TenecHa TemnepaTtypa (TPU HOBW 3aLITUTEHM
MMMKHA) Ce A0NO0HYBa CO GOPMaTa ,MHjEKLMMN,,;

Venlafaxin, aHTMgenpecus (11 HOBM 3aWTUTEHW UMMUHA) Ce OOMOAHYBa co dopmarta
,Karcyam co npoaokeHo/moanduumpaHo ocioboaysare”
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