
3BHPEH M3BEIIITAJ 3A OCOBUHHTE HA JIEKOT

1. MME HA JIEKOT

TIpumonyt - Hop - 5® 5 mg Ta6neTu

2. KBAJIHTATUBEH U KBAHTHTATHBEH COCTAB

Cexoja raGxera Ipumonyt - Hop -5 coxpxu 5 mg HopeTucTepoH aneTar.

Excunmmencn co IIO3H2T ebeKT: JakTo3a 65 mg

3a DENOCHA JIMCTa HA EKCHHIMEHLM, IIOTJICHIHCTC BO Wen 6.1.

3. ®APMANEBTCKA ®OPMA

TaGreTu

4. KJIHHMYKH OCOBEHOCTH

4.1 TepaneBTcKH HHAHKAUHH

Huchyaknaonano KpBapelbe, IIPHMapHa M CEKYHIAPHA ameHopea, TIpeqMeHcTpyasen CHHAPOM, OHKJIHYHA

MACTONATUja, NIAHAPAH€/OIOKYBAHE Ha MEHCTPyAUHjA, EHAOMETPHO3a.

4.2 Aosnpawe u HAHHH Ha ynoTpeba
3a opara ynoTpe6a

Ta6neTuTe ce roNTAAT LeJIH co MAJIKy TEYHOCT.

Eqbexrusuocta Ha IIpumonyt - Hop - 5 4a ce HAMAJIH ako nanHeHTKaTa 3a6opaBu Ja 3eMe TaOJIETAKako
€ HABEIEHO BO YHATCTBOTO TpeGa Aa ja 3eme

ceTH Ta6neTa, Tpe6a Ma ja 3eMa ACH BO BOOGH4ACHOke ce

Tloxonxy e noTpeGHa KOHTPAaleITHBHA 3ALITHTA, Tpe6a Aa ce KOPHCTH AONONIHHTEJIEH HE-

KOHTPAUENTUBEH METON.
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Aosnpame

4.2.1 AuchyukunonHanno KpBaperbe

Equa ta6neta [Ipumonyt - Hop - 5 ox 5 mg Tpe6a na ce 3eMa 3 NATH AHeBHO BO Tek Ha 10 neHa. VTepHHOTO

KpBapeibe Koe HE € IIOBP32HO CO OPTAHCKH JIC3MM Ke 3ar1pe BO TCKOT Ha 1 10 3 meHa. Cerak 3a 1a ce ocurypa
yemexor Ha Tpermanor IIpumonyt - Hop - 5, 5 mg Ta6nerute Tpe6a na ce 3emaar 10 nena. IIo 2 zo 4 nena on

3aBPINYBAHBCET0 HA TPETMAHOT Ke HACTAHE TICEBIOMEHCTPYAJIHO KpBapelbe CO HHTEHSHTET H BPEMETPAËÈRRE KAKO

HOPMAaIHa MEHCTpyannja.

JIecHo kppaperbe 3a BpeMe Ha 3eMaHR€TO Ha taOneTute

Tlonexoram Moxe Na ce nojaBA JICCHO KpBaperse AYPH M NO IIOHCTHOTO NpeKHHyBalbe Ha KpBaperseTo. Bo OBHE

caydaeBu He TpeGa Ja ce nopemeryBa WIM IIPeEKUHYBA 3EMaHETO Ha TAONIETATE.

HenocTaTok Ha TIPEKHHYBAHE Ha KPBApekbe, TEIIKO HP06GHBHO KpBaperbe

Axo BATHHAJIHOTO KpBaperse He fipeCTAHE M IIOKPaj TOHHOTO 3eMarbe Ha TAÖJIETHTE, Torpe6Ho € Ja ce OTCTPAHH

oprancka IPHUAHA WIM EKCTPATEHATATEH DakTOP (Mp. MONMMM, KaplMHOM Ha YTCPHHMOT HEPBHKC MIM

EHAOMETPAYMOT, MHOM, OCTQTOK Of aGopTyc, excTpayTepHHa 6PCMCHOCT JIM TIOpeMeTyBakbe Ha KOAI YIIANHATA)
M Ja ce IIpeB3eMmT Apyr4 Mepku. Opa MCTO Taka Ce OHHECyBA U QKO IIO IIOHCTHOTO NpekHHyBalbe Ha KPBAPEIBETO,
HACTAHC TIPHJHAHO CHJIHO KpBapelbe BO TCKOT Ha 3€MAI€TO Ha TAÖJIETHTE.

e IIpesenunja ON HoBTOPyBaH€ Ha KpBapersa

3a na ce npeBEHHPAAT HOBTOPYBaUKA KpBaperba Kaj NaIMEHTKH CO aHOByaTOPHH HHKIIYCH

Tpamonyr - Hop - 5, 5 mg tpe6a na ce 3ema npobunaktauxu (1 raGnera 1 no 2 natu qHeBHO ox 16TH 10 25TH

xeH Ha HAKIIYCOT (1 rex Ha umknyc = 1 nen Ha kpBaperse). IlceBX0MeHcTpya1Ho KpBapeHe HaCTaHyBa HEKOJIKY

AeHa IIO TIOCJIEAHATA 3eMeHa TAGJIETA.

4.2.2 Ilpmmapna 14 cekyHaapHa ameHopea

Xopmoucka Tepanuja kaj cekyHapHa aMeHopea MOKCa Ce 3amouHe No HCKIIY4yBatbe Ha ÖpeMEHOCTA.

Ipex na ce 3arouHe TpeTMaH Ha HPHMaPHa P COKYHAQPHA aMeHopea TOTPC6HO € Ha ce HCKIYAH MpucycTBo Ha

IIPOJIQKTHH Cekperupaukm NATYHTapeH TyMOp. He Moxe na ce MOKHOCT2 Of 3TONEMyBARE Ha

TONEMHHATA Ha MaKPOANEHOMHTE Kora ce H3JOXKYBAAT Ha BHCOKH 034 Ha CCTPOTCH BO IIOHOJIT BPCMCHCKH

Hepuon.

Exxometpujanna cTuMynaumja co ecrporeH e norpe6ua (np. Bo TIpBuTe 14 xeHa) npex 3aHO4HYBAR€ Ha

Tpermanor co IIpumonyt - Hop - 5, 5 mg. IIoroa ce naBa 1 TaGrera Ilpnmonyr - Hop - 5, 5 mg 1 no 2 natu na
Bo Tek Ha 10 nena. TIcesgqomenctpyasHo KpBaperbe HacTaHyBa HCKOJIKY AcHa IIO HPECTAHOKOT Ha 3€MAaR€E HA

nocNeNHaTa TaOJIeTA.
# agit fe}

Kaj naljveHTKH Kaj KOM € HOCTHTHATA 3a10BONMTENHA CCTPOTCHCKQ aa ce HAIIPABH OOHA

3a Ja ce IIPeKUHE CO ECTPOrEHCKHOT TPOTMQH H Ce IIPOHW3BMKQ KpBaperbi 00ANMMHHCTpaumja Ha 1

6neta Tpumonyt - Hop - 5, 5 mg apa AHeBHO Of 16TH Ao 25THgeh OFMMKNy COT
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4.2.3 Tipeamenctpyasen CHHAPOM, UHKJIHYHA MACTONATHjA

Exma Ta6nera TIpumonyr - Hop - 5, 5 mg 1 go 3 nat AHeBHO 3a BpeMe Ha JIyTear1HaTa a3a Ha IIMKIIYCOT MOKC

na TH HAMANH MH IONO6pM TIPEAMEHCTPYAIHATE CHMIITOMH KaKO ITO ce TIABOÖOJIKA, MENPEeCHBHO

pacronoxeHHe, 3aHPILIKA Ha BOHQ H YyBCTBO Ha HAIIHQTOCT BO TPAHHTE.

4.2.4. Tlnannpaise/on1o3KyBälbe Ha MEHCTPyaunjaTa

MeceuHOTO MeHCTPYaJIHO KpBapeHe MOKC Aa Ce OHIJIODKM CO 3eMaHe Ha IpaMoryT - Hop - 5, 5 mg camo Toralll
Kora He IIOCTOM PH3HK 3a ÖpeMeHOCT

Tlosupatbe: 1 raGrera Tipumonyt - Hop - 5 01 5 mg ce 3ema 2 no 3 naTH AHEBHO, HO He Mogomro ox 10-14 nena,
3anouHyBajku 3 MeHa Ipen OlekyBaHaTa MeHcTpyaunja. KpsapemeTo Ke ce jaBu 2 10 3 HeHa No HpEKHHYBAHETO
Ha TAÖNETHTE.

4.2.5 EnnomeTpuosa

TpetmaHoT Tpe6a 3a 3anouHe nomefy l-oT u 5-0THeH OA WuKAycoT co 1 Ta6nera Ilpumonyr - Hop - 5 on
5 mg Ba NATH AHEBHO. AKo Ce nojaBu KpBapeHe BO TPATOBH, AO3ATA MOKC NA CE 3TOJICMM Ha 2 TAÖNETH ABA IIATH

IHeBHO. AKO KpBapeHeTo TIPeKHHE MOKC Ja Ce Pa3MACJIH 3a BpaKaHe KOH NOYETHATA 1038. TpeTMaHOT ce

IIPOHOJDKYB2 BO TeK Ha 4-6 Meceun. Co HEIpeKHHATO HHCBHO 3eMalbe, OBYJIAlIHja H MEHCTPyallmja OGAYHO He

HACTAHYBAAT.

TIceB110MeHCTpyanHo KpBaperbe MoxeA Ce IIOjABH IIO MpecTaHOKOT Ha 3eMalbe Ha TAÖJIETHTE..

4.3 KoHTpannankauna

IIpnmonyr - Hop - 5 He Tpe6a aa ce KOpHCTH BO NOIYHABENEHHTE COCTOJjOH WTO Ce ONHECyBa Ha CHTC JIEKOBH KOM

COHPKAT CAMO IIPOTECTHH, Kako M Ha KOMÖHHHPAHH KOHTPALENTABH. Ako Hekoja ON OBHE COCTOjOH ce jaBH 3a

BpeMe Ha ynorpe6ara Ha Tpumonyt - Hop - 5, NOTpe6Ho e a ce IIPEKHHE CO 3eMarbe Ha HPENAPATOT.

e XuAnepceH3HTABHOCT Ha aKTABHATA CYIICTAHINja HOA Ha HEKO) ON EKCIHHIIHEHCHTE HABENEHH BO

aenoT 6.1.
Ilo3HaTa HJIM CYCIIEKTHA ÖpeMeHocT

Ilpucycrso un HCTOPHja Ha BCHCKM MIM APTEPACKH TPOMÖOTHYHH/ TPOM6OEMÖONHCKH HACTAHH (TIP.
A1a60Ka BeHcka TpoM6o3a, 6e10npo6Ha eMGoruja, MHOKapzeH HHbapKT) HIN WepeOpoBackylapHa
HacTaH

e Tpucycrso un" uctopuja Ha HPOHPOMA Ha Tpom6osa (np. TPAH3ATOPEH HCXEMHUCH Hallay, AHTHHA

TIEKTOPHC)
Bucok pH3HK Ha BEHCKa HH aprepHckaTpomMOoemOonnja (Bua nen 4.4 Iloce6Hu npeayrpenyBama u

MepKH 3a IIPCTIIQ3JIWBOCT
Hcropuja Ha MarpeHa co HCBPOJIOIIIKW CHMIITOMH

JujaGerec Menutyc co BackylapHu IIPOMCHM

IIpucytua HJIM MHHATA XellaTamHa 6ONECT ce AOAEKa BPCHHOCTHTC
Ce BpaTaT BO HOPMQJIHM 'PAHHLH
IlpucyTHn HIM MHHATH XENATANHA TyMopH (OeHHTHH HJM MAJIHTHH)

oO

Tlo3HaTH HM CJCIICKTHH MAJIATHATÈTH 3QBHCHM OF IIOJIOBM XOPMOHH (MATHTHATET

a
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IIpumonyt - Hop - 5 5 mg e KOHTPAAHAANAPAH NPH MCTOBPCMCHA ynoTpeba Ha MEAHIHHCKU IIPOH3BOHM KOM

conpxaT oMÖHTacBup / napuTatipesup / pATOHABHP N Naca6ysup (Bun ner 4.4 u 4.5).

4.4 Tloce6uu npenynpeayBalba H MepKH Ha NPeTNa3IHBocT

Ako HeKoja ON HONyHaBeNeHuTE cocToj6u/pusuk DakTOPH ce jaBA HNH ce BOLIM, HOTPG6HO € a ce HarpaBu
ar1naa Ha KOPHCTA M PH3HKOT IIpeA 3alouHyBalbe WIM NposowKyBakbe Ha Tepanujata co IIpumonyT - Hop 5.

e J]upkynatopHu nopeMeTyBaHa

On EIIANEMHOJOLIKUTE HCHATYBaHA € 3AKNYUEHO eka ynorpeOaTa Ha OPAnHHTE ecTporeH/mporectoreH
HHXHÖHTOPH Ha OBYJAUHjATA € IpareHa CO 3rO1eMeHa HHLAJEHNA Ha TPOM6oeMÖONHCKa 6orecr. Japan Toa ©

TOTpeOHO Ja ce 3eMe BO IIPCHBMA BTOJICMCHHOT TPOM6oeMÖONHCKH PA3HK, OCO6GHO aKO IIOCTOM HCTOpAja 3a

TpoM6oemGorncka GoJIecT.

l'eHeparxo nosHaTa pu3uk cbaxTopu 3a BeHcka TpoM6oemGonuja ce No3HTHBHa JHUHà HA DaMrInjapHa
axammesa (BTE xaj Gpar/cecrpa una poguTen BO paHa BO3pacT), BO3PACT, JeGeNHHA, Iponomkena
HMOÖHJIH3ALIMjA, TOJICM XHPYPIIKH 3adaT MIM TOJIEMA TpayMa.

Tlorpe6uo e aa ce 3eMe BO IIPCHBHA1 1 3FOJICMCHHOT PH3HK BO IIYEpIIepHyMOT.

Tpermanor Tpe6a Aa ce npekHHe ako ce jaBaT CHMIITOMM Ha apTepHCKA WIM BeHCKa TPoM603a MIA

COMHEBAHbE 38 HUB.

e Tymopu

Bo perku cyan, GeHUTHH WM yuITe IIOPCTKM MAJIMTHM XETIATAIHH TYMOPI ce 3a6eJexaHH Kaj KOpHCHHUM Ha

HoBeJle NO XABOT-3ATPO3YBAUKH AUHTPA-a6NOMHHANHH KpBapersa. Jokorky UMa CHa 601ka BO TOPHHOT Jen Ha

aOHOMECHOT, STOJIEMYBArbE Ha HPHHOT HPO6 HJIH 3HAUH Ha MATpaaOOMMHANHO KpBaperbe, MOKHOCTQ 34 TyMOP Ha

LPHAOT apo6 Tpe6a Ja ce BKIyun BO AMepeHMjannaTa mjarHo3a.

XOPMOHCKH CYICTAHUHH Kako Taa INTO ce COAp KH BO TIpumonyt - Hop - 5. Bo w30MpaHH C1yYaH, OBHE TYMOPH

Apyro

Iorpe6Ho e ICJIOCHO MeqMUMHCKO HAATIIENYBArse Ha NallMeHTM KOM MMaaT Anjaber 3a BpeMe Ha repannja co

Tpumonyt - Hop - 5.

Moxua e mojaBa Ha X10a3Ma, OCOGeHO Kaj XeHH CO HCTOPHja 3a XJI0a3Ma rpaBiapyM. KeHHTE CO MOXKHOCT 3a

x10a3Ma Tpe6a Ja u3GerHyBaaT H3JÏOXKYBARE Ha COHIC WIM YJITP2BMOJIOTOBO 3payeHe AoyeKa IIPHMQAT

Ilpumonyt - Bop -5,

Tlarmeutn KOM HMaaT HCTOpyja 3a Henpecja, 1p6a ra GHNAT-E MateNOHaCIEYAYBAHN H JIEKyBAlbETO Ja ce

IIPCKHHC aKO Ka HHB IIOBTOPHO Ce BPATH Cepuo3Ha Aenpecnja,

Tpumonyt Hop COMpKM JAKTOSa, CO! peTKa\ Hacrexxa GoxecT Ha
x

HeTOsepaHuuja Ha rAJAKTO3a, AEPAAAT Ha Lapp nakrasa AnMahätcopfiimja HATJIAKO3A-TAJIAKTOSA He CMeaT Ja
TO KOPMCTQT OBOj JIEK. LE

i
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MenutmHcka npoBepka/KOHCYITAUHja
Ilpex nouerokor Ha ynotpe6a Ha [Ipamonyr - Hop - 5, 5 mg, Tpe6a na ce 3eMe KOMIIJICTH2 MeQMNMHCKa

ucTopuja (BKNy4yBajkH u aMunajapHa HCTOpHjA) u Ha ce HANPABH MEAAIHCKH IIPCTJICH Bonejkm ce CormacHo

KOHTpauHauKauauTe (nen 4.3) u npexynpexyBaHa M MepKH Ha IIpeTnasnmBocT (zen 4.4). 3a BpeMe Ha Tepanujata
noTpeGHH ce PCHOBHM MeAHUHHCKH nperreru. DpekBeHunjara H Mpuposata Ha OBHE Ipernenn Tpe6a na CHAT
IIPHJI2TOHCHH HAHBHAYAIHO Ha NALHEHTKATA H CEKOj npersien Tpe6a Ja BKMy4yBa MePeH€ Ha KPBeH TIPHTHCOK, U

AOKOJIKy ce OIICHH COOHBCTHO ON CTpaHa Ha JIéKap. Mpersiegq Ha AOjKa, aOqoMeH H KaPJIHNA, BKIIyuyBajku
IATONOTHja Ha TPJIOTO Ha MATKATA.

e Ilpnunun 3a HTHO IIPeKHHyBalbe Ha Tepanujata ce:

IlojaBa 3a Ha MArPEHO3HA rnapobonka HJIM 3ayecTyBäalbe Ha HEBOOÖNYAEHA TEIIKA THaBOGOJIKA, HEHANIEJHH
IéPUENTHBHH IOPEMETYBAHA (Ha IPHMeP IIOPCMCTYB2HC Ha BHAOT HJM CJIyXOT), IIPBM 3HAUH Ha

TpoM6odneGuTac ANA TPOM6OEMÖONHCKH CHMIITOMA (Ha IIPMMCP HeBooGndaeHa CHJIH2 OonKa WIM OTOK Ha

HOTATA, CHJIH2 6onka Tipu JAAIERE M 6e3 BAMIABA IIPHYHHA), YyBCTBO Ha OOJNKA WIM HANHATOCT BO

Tpagute, OueKyBaHA Onepauux (6 Hexenu oxHanpex), UMOÖHNIH3AUNja (noce Hesroza), TIOjaBa Ha XKOJNTHUA,

OjaBa Ha AHHKTéPHUEH XENATHTHC, TEHEPATA3APAH TIPYPATHC, 3HAUAjJHO 3TOJIEMYBAH€ Ha KPBHHOT IIPHTUCOK,
GpemexocT.

4.4.1 Jlononanrenun npenynpenyBalsa Bp3 6a3a Ha AeJIyMHHOT MeTa60H3aM Ha HOPETHCTEPOH BO

CTHHHJICCTP2AHOJI

Ilo OpaJTHA auMMHHCTpaumja HopeTucTepoH HCJIJMHO ce MeTaOouM3upa BO ETHHHJIECTPAAHON, pe3y1THpajkm CO

CKBHBQJICHTHQ 2038 ON oKoNy 4-6 mg eTuunnecTpannon 3a 1 mg OPaHO aqMMHUCTpupaH HOPETACTEPOH/
HOPCTMCTCPOH aueTaT (BHAH Jen 5.2).

Ilopa1n HenyMHOTO IIPCTBOP2HC Ha HOPCTHCTCPOH BO ETHHANECTPAAAON, aaMAHaCTpauyja Ha IIpamonyr - Hop -

5 ce oyekyBa Ma pe3yITHpa CO CJIMHHM (apMakONOWIKH ebeKkTH Kako oHHe 3aGerexanx co KOK. 3aroa
CJICHHHTE OIIIIITH IpenynpenyBarsa NoBp3aHH CO ynoTpe6ata KOK Tpe6a na ce 3eMe BO nparor:

e [JupkynaTopHH HapyinyBara

PusukoT ox BTE e HajBucok 3a BpeMe Ha IIpBaTa TOAHHA Ha kopuctee. Opoj 3rOJIeMEH PH3HK € IIpucyTeH IIOCJIC

HHHUHjANHOTO nouHyBaæe co KOK uum pecraptupaibe (noce nay3a of HajMasiky eneH MCCCII ) Ha HCTH HJIH

Pa3IHYHH KOK.

Envjemuonoukute CTYAMM HOKaXKAJIE HCKQ 3a4eCTeHOCT Ha BCHCKM TPOM60eM6ONH3aM (BTE) kaj kopacHHuKn
Ha OPAJIHH KOHTP2HOIITHBM CO HMCKQ cOApKHHa Ha ECTPOrEH (<50 Hg ETHHHNECTPAAHON) ce ABEIKH ON OKOJI 20
no 40 cryaaesx Ha 100,000 xxeHH rOAHHH, HO OBaa IIPOIIEHKA Ha PH3HKOT BAPHPA BO 3ABHCHOCT OA

nporecToreHoT. Osa Moxe za ce cnopegH co 5 zo 10 c11yuaesu Ha 100 000 xeHH-roquHH 3a HE-KOPHCHHLM.
Ynotpe6ata Ha Onno Koja KOMÖHHHPAHA Opa1Ha KOHTPaUEUHja ro 3romemMyBa pu3Hk 01 BTE Bo cnopen6a co

IITO Ce HPOLEHYBAHE - ynotpe6a OBoj 3TOJIEMEH pH3HK € NOMal OX PA3AKOT of BTE noBp3aH co Opemenocta,
Kako 60 cryuaeBx Ha 100.000 6pemenoctH

% N
BTE moxe na One oIacHa IIO DKHBOT HJIH MODKC Ja uma aTareH HCxog (Bo 4

Beuckata rpom6em6onnja (BTE), Manndbectupana kako Ayla6oka BEHCKa Tp 0
Moxe NA Ce CJLY4H 3a BpeMe Ha KOPHCTÈRE Ha cute KOK. 3, 9
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Ucknyuntemo perko, Guna mpujaBeHa II0jaBa Ha TPOM603a BO APyrH KPBHE CaJlOBH, Ha NPHMEP, XENATANHH,

Me3eHTepH4HH, PEHAIHM, POTHHQJIHM BeHH H APTEPHAH, Kaj KopacHAUKATE Ha KOK.

CHMIITOMHTE Ha BCHCKM HJIH APTEpACKA TPOMÖOTHYHH/TPOM6OEMÖONHYHN HACTAHH WIM WepeOpopackyapHH
HACTAHH Ce:

HEBOOÖHYAEHA eJHOCTpaHa 6omka v/v OTCKBQHC Ha HOTATA

HEHAj/IEHO 4ycTBO Ha Gonxa H HAIIHATOCT BO Koe MOXE Na IIIMPE KOH JIEBATA PAKA

HeHajueHo ry6ere Ha 3AIWBOT

HeHajJeHO 6e3 BHJUIHBA TIPH4HHA
HEBOOÖHYAEHH jaKH IIPOJIOHTHP2HH TIIABOÖONIKH

HeHajAeHo NEIIyMHO/lEJIOCHO ryGeme Ha BMAOT

Aunnonnja
HejaceH TOBop HM abasnja
BCPTHTO
ryGeme Ha cBecTa CO HIM 6e3 cbokanen ENMNenTH4eH Haran
cma6ocT MIM M3pa3eHa 3APBCHOCT CAMO Ha eAHATA CTPQH2 WIM Ha GHHMOT NEN ON TCJIOTO

MOTOpHa AuchyHkumja
akyTeH aGroMex

MoxHOCTa 3a 3TOJICMCH CHHEPTHCTHYKH PH3HK ON TPOM6034 Mopa Ja Ce 3eMe BO HPEABHN Kaj XEHH CO TIOBeke

pusuk DaKTOPH HIM IIOCCPHO3CH HHAHBHNYAIEH pH3UK cbakTop. OBoj 3TONeMEH PH3MK MOKC Ma 6HIC IIOTOJICM ON

364por Ha pusuk dakropute. KOK He cee na ce IpEeIIHHIE aKO OHHOCOT PH3HK-KOPHCT € HCTQTHBCH (Baan Aer
4.3).

PH3HKOT 3a BCHCKM WIM apTepucku TPOM6GOTH4HH/TPOMÖOEMÖONHHHH HACTAHH HM WepeOpopackyapHu
HACTAHH ce

BO3pacT
IpekyMepHa TeJIeCHa TEKHHA (HHJEKC Ha TCJICCHA Maca > 30kg/m?),

© HO3ATHBHA damnInjapHa aHaMHe3a (T.e BEHCKH HIM APTEPACKH TPOM6OEM6ONH3aM Kaj CecTpa WIM POAATEN
Ha pejlaTHBHO paHa BO3PACT). AKO IIOCTOM Mo3HaTa HacieqHa npeAACHO3AHHjA WIM QKO IIOCTOM COMHCK 3a

HaCJIe]HA MPeAACIHOSHIURja, XeHaTa Tpe6a 1a Önne ynaTeHA AO CIIEIIMjAJIHCT 3a COBCT Mpeg Ha HOHCCC onIyka
3a kakBa 6u10 ynoTpe6a Ha KOK

IIPOHOJDKEHA AMOGHIA3AUHjA, TOJEMA XAPYPILIKA HHTEPBEHIINja, CEKOjA XHPyPIHKA HHTEPBEHIMja Ha

HoseTe, HJIM TIOTOJIEMH TPayMH..
Bo oBHe CATYaHHH ce npenopauysa na rpecTanere na semare KOK (akoonepaumjara e TiaHupana Tpe6a za

XHTTEPTEH3NjAa

MurpeHa
HapyllyBakbe Ha CpIeBaTa BAJIBYJIA ;

haGparauaja

IIpecTaHeTe HajMAJIKY 4 HEAEIIH oAHanpeA) aa He 3ATOUHYBATE
4 ENEOTKaKO Ke Ce TocTurne LHEJIOCHA IIOHIBEDKHOCT

Ilymere (pu3HKoT ce sronemyBa Konky NoBeke nymuTe cTeHOCTAPH,,0C0 kenn Hag 35 roqMHH)
x
D >x
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He nocTo" KOHCeH3yc 38 MOKHQTQ ylora Ha BAPHKO3HATE BeHH H CYNePPHUHANHHOT TpoMOodnebutuc kaj
BeHCKaTa TPOM6OEMOO!NHja.

Apyru MeqMIMHCKH cocToj6u IIOBP32HI CO HeCAKAHH LAPKYNATOPHA HACTAHH BKJIYAYBAAT AHjaOeTEC MEJNATYC,
CHCTEMCKH JIVIIYC €PHTEMATO3YC, XeMOJIHTHUEH YPCMHHCH CHHAPOM, XPOHHUHQ BOCIIAJIHTCJIH2 GOJeCT Ha

upesara (KpoHoBa GorecT MIA YMHEPATHBEH KONHTHC) 1 CPIICCTA AHEMHja.

3TOJIEMYBAHETO Ha DpekBeHLHHjATA HM jaUHHATA Ha MArpeHa BO TeKOT Ha ynorpeGata Ha KOK (To Moxe na
Önne nponpoMaJ1Ha Ha nepe6poBackynapeH HacTaH) MORE 1a GHJE IIPHYHHA 3a HTHO IIPekHHyBarse Ha KOK.

BuoxemucknTe DakTOPH LITO Moxe Na GAHAT HHAMKATABHA 3a HACJ@HHA HJIM CTeKHaTa IIPeHHCHO3HUAjA 3a
BeHCKa HIM APTEPHCKA TpomM6o3sa BKJIYUYBAAT PESHCTEHUAjA Ha AKTABHpaH mMporenn Il (AI),
XHIIPXOMOLHHCTEHHEMH)a, AHTUTPOMÖHH-III HEAOCTATOK, HCHOCTQTOK Ha IIPOTCHH I], HCHOCTQTOK Ha IIPOTCHH C,
aurabochonnnnnHn 2HTHTCJIQ (AHTHKAPAAONANAHCKH AHTHTENA, AHTHKOATYJIAHC).

Kora ce pasraenyBa OHHOCOT PH3HK/KOPHCT, JIEKapOT Tpe6a Aa 3eMe NpeABH AEKA COOABETHHOT TPCTMQH Ha

cocToj6aTa MODKC Ja TO HAMAJIM TIpHApyKHHOT PH3HK 3a TPOMGO3a H JEKa PH3HKOT TIOBP3aH CO GpeMEHOCT €

IIOBHCOK OA OHO} MOBp3aH CO HHCKO A03npaHa KOK (<0.05 mg erunnnectpannon).

e Tymopu

HajsaxHuoT pu3uk dakTop 3a pak Ha TPJIOTO Ha MaTkaTa € ynopHa XIIB undexuuja. Hekou eNMACMHONOLIKH

UCTpaxkyBara IIOK2KQJIC ACKA AONTOTpajHaTa ynorpe6a Ha KOK Moxe noHaTaMy Ja HpAAOHECE 3a OBOj 3TOJICMCH

PU3HK, HO IIPONODKYBa JA IIOCTOM KOHTPOBCP3HOCT 3a CTCIICHOT MO KOj Ha OBa OTKPHTHC My ce IIPHIIHIIyBaaT
HORIOJIHHTOJIHMTO ebexTH, Ha IPHMEP, IIEPBHKANeH CKPHHAHT H CEKCYANHOTO OJHEeCyBabe, BKIIYYYBajKH
ynorpeGa Ha GapaepHa KOHTPallenumja.

Meta-ananusata on 54 EIIHAEMHOJIOLIKA CTyAHH NOKAKAJA Teka IIOCTOH MAJIKY 3TOJIEMEH PEJATABHAOT PH3HK
(RR = 1.24) Ha nocroere Ha KaPHHHOM Ha HOjKa Kaj XKCHM KOM MOMCHTQJIHO KOPHCTQT KOK. 3roneMeHHOT pasuk
IIOCTCIICHO HCUE3HYBA BO TCKOT Ha 10 roxHHH NO TIpeCTaHOKOT Ha ynoTpeGara Ha KOK. 3aT0a mTo pakoT Ha

xojka e pexok kaj XeHH Ion 40 TOAHIIHA BOSPACT, 3TOJICMMOT Opoj Ha AHjATHO3H Ha pak Ha AOjKA Kaj TEKOBHHTE
H HEOAMHEIIHHTE KOPMCHMHKM Ha KOK e Mar BO OHHOC Ha BKYHHHOT PH3AK ON pak Ha AOjKa. OBWO CTYAHH He

o6e36exuja AOKa3 3a IIPHYHHCKO-NOCHENHYHATA peJaNHjA. AHANH3HPAHAOT TIPHMEP Ha 3TOJICMCH PH3HK MOKC Ja
ce AOJDKA Ha paHa AMjarHo3a Ha pakoT Ha Nojka Kaj KOK KopacHuuxurTe, 6HONOLIKHTe epekTa Ha KOK um
koMGaHauyja ox Bere. PakoT Ha AOjka, AUjATHOCTAUHPAH Kaj HEKOTAII-KOPHCHHYKHTE AMA TeHAEHUAja 1a Önne

IIOMQJIKY KJIMHHHKM HallpeneH Of PQKOT AMjATHOCTHIIHPAH kaj HAKOTAIL-KOPHCHHUKHTE.

ManurauTeTuTte Moxe Ja 6HHQT OIIQCHM IIO DKHBOT WIA MOKCa HMAAT DATAJIEH HCXO/.

© OcTaHaTo

Kennte co xunmeprpurmuyepuyemuja wu ceMejHa HcTOpHja Ha HapyllyBälbe MOKC Ma ÖHNAT H3JIOKEHH Ha
3TOJICMCH PH3HK OX IIQHKPCATHTHC Kora 3eMaat KOK.

Haxo ce npujaBeHH Man 3roïeMyBaHa Ha KPBHMOT npuTugot
KJIMHMHKH PEJIEBAHTHH 3TOJIEMYBAlbA CE PETKH. PASSE

kou 3eMaaT KOK,

Cenak, ako 3106HeHaTa KIHHAUKH 3HAYajHa XHIIEPTEH3Hja ce p ÉkorHéxoplucremero Ha KOK, Tora e

4

IUTO Ce CMETA neka €pa3yMHO JIeKapoT na ja nopneue KOK u ya ja

ye
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coonBeTHa, ynoTpeGara Ha KOK moxe na ce NPONOIDKM, aKO HOPMOTEHSHBHATE BpeAHOCTH MOKC Ja ce

HOCTHTHAT CO AHTHXHIIEPTÉH3HBHA Tepar1nja.

Crequupe cocToj6u ce npjaBeHH JEKa ce HojaByBaAT HIN Ce BIOIIYBAAT CO Opemenoct u ynorpeba Ha KOK, Ho
HOKa3OT 3a NoBp3aHocTa co y1orpe6bara Ha KOK e Hey6emuB: KONTAHA H/AIH IIPYPHTYC IIOBP32H CO XOJICTA3A,

bopmnpame Ha XOJNUHA KaMeHa; HOphHpHja; CHCTEMCKH JIVIIYC ePHTEMATO3ÿYC; XCMOJIMTHHCH YPCMMHCH

CHHJIPOM; CHIEHXAjMOBA xopea, TECTAUHCKA Xepfiec; OTOCKJICPO32 TIOBp3aHa CO 3aryOa Ha CIIYXOT.

Kaj DKCHI CO HACJIENEH AHTHO@JEM, CT3OTCHHTC eCTporeHH MOKQT a IIPEAH3BNKAAT WIM Wa TH BJIOIIIQT

CHMIITOMMTC Ha aHTHOËE/JIEM.

Kaj akyTHH Wm XPOHHHHH Hapyll1yBarba Ha DYHKHHjaTA Ha HPHHOT HPO6 MOXKE Ja IIOCTOH motpe6a 3a IIPeKHH Ha

ynotpe6ata Ha KOK, ce xonexa Mapkepute Ha @YHKHHJATA Ha IpHHOT ApoO He ce BPATAT BO HOpMalia.

IIopTopyBarseTo Ha XOJICCTQTCKA 2KOITHYa WTO ce IOjABHJIA 3a BpeMe Ha IpBa OpeMeHOcT MIM TpeTxoqHa
yuoTpe6a Ha cTeponyn Oapa npekux Ha KOK.

Kpoxoga Gomect u yillepaTHBeH KOJIMTHC ce NOBp3aHH CO yr1orpe6ara Ha KOK.

3ronemyBarwe Ha AJIT
3a BpeMe Ha KIHHAUKH CTYAMH Kaj NauAeHTH co uHberumja co xenarutuc Il Bupyc (XIIB), Tperapann co

MEIHIHHCKH IPOH3BOHH KOM COHPKAT OM6HTQCBHP / MapuTampesup / puToHaBup MH AacabyBup co HIA 6e3

puOaBupHH, 3TONeMyBarse Ha TPAHCAMHHA3ATE 3a NoBeke of 5 NATH Of ropHaTa A03BOJIEHA TPaHHHA ce jaBure
3HAYHTEIHO IIOHCCTO Kaj DKCHI KOM KOPMCTCJIC MpOW3BOAM KOM COHPKQT ETAHHJICTPAAHON Kako WTO ce

KOMÖHHHPAHHTE XOPMOHCKH KOHTpalenrHBy (KXK) (Bun nen 4.3 u 4.5). Bugejku HOPeTHCTEPOHOT Je1YMHO
ce MeTaGomM3Hpa BO eTHHAJNECTPAIHON, oBa mpenynpenyBame TpeOa Ha Suge ON BAKHOCT Kaj DKCHH KOM

KOPHCTAT HopeTucTepoH (BUN em 4.3 u 4.5).

4.5 HaTepakuuH co {pyri MEAMAAHCKH IPOH3BOAH À APYTH POPMH HA HHTEPAKUHjA

Tipexynpexysase: Tpe6a BHHMQTCJIHO Ja ce pasrnenaat 3a HpenHMyBAIBE JICKOBM KOH

MCTOBPCMCHO Ce KOPHCTAT 3aa CE HACHTAŸHKYBAAT IIOTCHIIWJ2JIHWTO UHTEPAKIIMN.

Eqexmu na Opyeu aexoeu na IIpumonym - Hop -5
Moar Ja ce jaBaT HHTEPAKLHH CO JICKOBM -AHJAIYKTOPH Ha MHKPO3OMANHATE CH3MMM WTO AOBEAYBA 10
3rOJIeMYBAH€ Ha KJIMpeHCOT Ha IIOJIOBHTC XOPMOHH H MojaBa Ha TpoOuBHO KpBapere u / HIN HaMaslyBarbe Ha

MeTONOT/Heyciex Ha KOHTPALIENIMJa.

Hunykumja Ha EH3HMHTE MOKC Ja ce 3a6enexx BO POK OA HCKOJIKY AEHA ON IIPAMEHA Ha JIEKOT. MaxcumMamHata

Ha CH3MMHTC reHepasiHo ce 346eJ1eXYBa BO POK OA HeKolky Henenn. Ilo IpekuH Ha ynoTpe6a Ha

JIEKOT, HHAYKUH) aTa Ha CH3MMHTe MOKC Aa Tpae ylte okosly YETHPA

Akmuenu cyncmanyu KOU 20 32e0NeMyeaam XJZZ4P6HCO70 Ha nonoeume XODM. Huenamaglu (ig Ham saam

qbuxacnocm Kaxopesynmam Ha 6H3ZIJMCKC UHOYKYUja) lay Tey

enuronn, Gap6utypatu, GoceHTAH, HPHMHAOH, Kap6aMaseriuH, pu
KOPHCTAT 3a JIekyBalbe Ha XHB undekunja, PATOHABHP, HCBHPQIIH

ce
HETO Taka oxcakapOa3elmu,

TonMpamat, her6aMar, rpu3eoyBHH H fPETAPATH Kon COHPDKQT Ka
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Axmuenu cyncmanyu Kou umaam npomennue edexm ep3 KiupeHcom Ha NOROBUOM XOPJOH
TIpu acroBpemena ynotpe6a Ha JICKOBM KOH CONP)KAT NOOB XOPMOHH, 6pojkn XHB / XIIB nporeasa
HHXHÖHTOPH M HE-HYKIICO3HIHH peBep3Ha TPaHCKPHIITA3A HHXHOUTOPH MOKQTa TA HAMAJIAT HJIH 3TONEMAT

I1143Ma KOHLEHTPALHH Ha ECTPOrEH HIM nporecTHH. Bo HeKOH ciydav, HaBeeHHTe IIPOMCHM MOKQT 1a GHJAT ON

KJIMHHHKO 3Hauerbe.

AKmMmueHu Cyncmanyuu KOU 20 Hamanyeaam KAUPEHCOM Ha nonosume XOPMOHU (unxubumopu HA EHFUMUME)
K1IHHHyKaTa BQDKHOCT Ha MOTEHIIMjAJIHHTE KOHTPAHHAHKAUAH CO CH3HMCKM HHXHÖHTOPH OCTQHYBQ HETIO3HATA.

Crau u yMepeHu UHXHÖHTOpH Ha CYP3A4, kako IIITO Ce a30JIHH AHTHMHKOTHUH (Ha Ip. HTPAKOHA3OJT,
BOPHKOHA3OJI, DJIYKOHA3ON), BEPATAMHN, MAKPONHAA (Ha Np, KAAPHTPOMALAH, EePHTPOMHIIHH), HMJITHA3EM M COK

oA TpejmdbpyT Moxea Tu 3TOJIEMAT 111a3Ma KOHIIEHTPAUHHTE Ha IIPOTCCTHH WIM ECTPOTEH.

Ce nokaxano Neka ETOPHKOKCHÖ Bo AO3H ON 60 no 120 mg / neH ru 3TOJEMYBA KOHUEHTPAUHH Ha

ETUHRJIECTPannon 3a 1,4 no 1,6 natu, kora ce kopnctu co KOK Tepanuja koja conpku 0,035 mg
ETHHHNIECTPAAHON.

Eqexmu na IIpumonym - Hop -5 na Opyeu nekoeu
IIporectToreHnuTe Moxe Aa BJIHjaaT Ha METAGONH3MOT Ha APyTH QKTHBHM CyIIcTaH1ln. Kako pesyJITAT Ha TakBa

HHTEPAKIIHja KOHIEHTPAUHHTE BO IIJIQ3MQT2 H TKHBATA MOKC Ja Ce STONIEMAT (Ha IIP. IIMKIOCHOPHH) WIM Ja ce
HaMaJIaT (Ha np. JIAMOTPHTHH).

KuMHHYKUTe IIOHIQTOIM NOKaKyBaaT Teka ETHHHJIECTPAAHON TO UHXHÖHpa KIMpeHcoT Ha CYP1A2 cynctpar, ITO
AoBenyBa 10 cra6o (Ha np. TEOŸHIAH) ANA yMepeHo (Ha Ip. TH3AHANHH) 3rOsIeMyBalbe Ha HMBHHTE

KOHIIEHTPALIIHH BO IJIA3MATA.

DapMakoduHAMCKU UHMEDAKUUU

HcrogpemeHa ynoTpe6a co MEAHLHHCKH IIPOM3BOHM KOH CONP)KAT OMÖHTACBHp / HAPATANPEBHP / PHTOHQBMP H

xacaGyBup co HJIM 6e3 PHGABHPHH, Moxe Ja NOBENE JO 3roOueMyBalbe Ha PH3HKOT 3a IIOKAYyBalse Ha BPCHHOCTQ
Ha AJIT (Bugu gen 4.3 u 4.4).
Ilo uctek Ha 2 Heneru OF npekHH Ha Tepan1nja co BakBa KOMOHHauHja Ha JIEKOBH, IIpumonyt - Hop - 5 Moxe
IIOBTOPHO Ja Ce KOPHCTH.

JTabopamopucku mecmoeu

Ynotpe6ata Ha IporecroreHu MOXE Ja BIIHjae Ha PC3JJITQTHTC Ha HCKOM JIA60PATOPHCKH TECTOBH, BK
TH OMOXeMHCKHTe HAPAMETPH Ha xenaTanHaTa, THPOHAHATA, AHPCHQJIHQTQ M PEHAIHATA DYHKUHja, IJ1a3Ma

BPEAHOCTH.

KOHIEHTPAUAHTE Ha IIPOTCHHHTC (HOCAUH), Ha Mp. KOPTHKOCTCPOHI a

koarysalmja u @udpuHomusa. Tpomenute reHepanHo ocTaHyBaaT BO PaMKH Ha H nab

m

4.6 bpemenocr u Aoewe &)

bpeMeHocT
Ynortpe6ata Ha Tipumonyt - Hop - 5 Bo Tex Ha GpeMeHocT € KOHTPAHHAHIIHPaHa.

JE *
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Joeme
IIpumonyt - Hop - 5 He Tpe6aa ce KOPHCTH 3a BpeME Ha A0HE.

4.7 Baujanne Bp3 cnoco6Hocta 32 BO3eHEe HJIM ynpaByBaibe CO M2IIIMHM

He ce cnposegenu cryaun 3a ecbexTot Ha mexoT IIpumonyt - Hop - 5 Bp3 cnocoGxocra 3a BOSEHE BO3HNA H

pakyBalbe CO MAIIHHH.

4,8 Hecakann AejcTBa

Hecakanute ebekT ce noueCTH BO TCKOT Ha IIPBMTC MecelH ON TpeTMaHoT co IIpumonyt - Hop - 5 x ce

HaMallyBaaT CO TpaeHETO Ha TpeTMaHOT. IIokpaj Hecakannre edektu croMeHaTu Bo menor 4.4 "Tloce6xu

npenynpenyBama 1 Mepkn Ha HIpeTNASIHBOCT", CJICHHHTC HeCAKAHH eDekTH ce 3aOeJeKAHH Kaj KOPHCHAUH Ha

IIpumonyt - Hop - 5, xako He ceKoralll € NOTBpZeHa IpHYHHCKA IIOBP3AHOCT.

Bo ta6enata noJo1y ce OIIMIIIQHM HecakaHyTe peaxuMu cipemaMedDRA system organ class (MedDRA SOCs).
Yectorata e 6asupaHa Ha IpHjaBuTe ON HOCTMAPKETHHIUKOTO HCKYCTBO U JIHTEPATYPA.

K1raca Ha CHCTCMOT MHory BepojaTHH Bepojatau Hegepojaran Perku Muory
Ha opraun MedDRA 21/10 >1/100 ao >1/1000 zo >1/10 000 no peTku

<1/10 <1/100 <1/1000 <1/10000

IlopemeTyBalke Ha XHnepceH3ATABHH
HMYHOJIOIIIKHOT peak11un
CHCTCM

IlopemeTyBame Ha Tnapo6omka Murpena
HCPBHMOT CHCTCM
OyHH nopeMeTyBalba Busyenun

TIOPpeMyBalba

PermpaTopHn, Jacnnea
TOPAKAJIHH H

MeAHjaCTAHANHA
TIopemeTyBarba
T'acTponuHTecTHHanHH Tayeme
TIOpeMeTyBarba
IlopemeTyBarsa Ha Yprukapnja,
Ko)kaTa H Hcan
IIOTKODKHOTO TKHBO

IlopemeryBama Ha VTepaHo/BarHHAJIHO AMeHopea* OceTmMBocT Ha

PenpoAYKTHBHHOT KpBaperse, AOjKUTE, TPOMEHA
HaHOMOCHCTEM M JOjKATE BKA1yuyBajK4 u

JEVEKpBapelbe BO

TparoBu*/
j'

Omuma Exem a

IIpeMeTyBama u

cocToj6u Ha MCCTOTO 6
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*BO HHAHKAIMHjaTa EHAOMETPHO3A

Hajcoonserauor MedDRA repMux e KOpHcTeH 3a OIIMC Ha ONpeneHa peakuuja A Hej3HHUTE CHMIITOMI H

TIOBP3aHH COCTO)6H.

IIpnjasyBarse Ha COMHHTEJIHH HCCAKAHH CAKIIHM

IlpujaByBaHeTO Ha COMHMTeIHH HecakaHH PeakLAH NO ogo6pysabe Ha JICKOT € BaxKHO, Toa oBo3MOXyBa
KOHTHHYHPAHO CIE Ha OHHOCOT KOPACT/PHSHK Ha JIEKOT. 3ApaBCTBEHATE paGoTHHIM ce Gapa na ru

npAjaByBaAT CHTC COMHATENHH HeCAKAHH PEAKLHH mpeky HAIMOHAaJIHMOT CHCTCM 3a IIPHjaByBarbe
Hecakannte PEaKHHH ON JIeEKOBHTE MOKC Ja Tu NpAjaBATe Bo HarmoHasHuoT WeHTap 3a PapMAKOBATHJMIAHLA IIPH

AreHuHjaTa 3a JIEKOBH U Mexauaackn cpencrsa (yx.Cs Kupun u Meronnj 6p.54 kar 1) AIIM NO eIeKTPOHCKH NAT

npexy Be6 crpaHa Ha Arenuujata https://malmed.gov.mk/.

4,9 IIpenosnpame

AKyTHHTe TOKCHKOJOWH CTYAMM H3BCJICHH Ha DKHBOTHM CO LEI Aa ce HCIHTA aKyTHaTa TOKCHHHOCT Ha

HOPCTHCTCPOH aueTaT HE HOKAKAJIE MOCTOCHe Ha PH3HK 34 pa3Bo)j Ha aKyTHH HCCAKQHM xejcTBa BO c1yyaj Ha

HCCOOHBCTHO BHECYBabe Ha JO3H IIOBCKCKP2THO IIOTOJICMM OA TIDETIOPAUAHHTE.

5. DAPMAKOJIOIIKHIIOAATOHH

5.1 DapmakonnHaMCKkH CBOjcTBa

DapmakorepareBrcka Tpyna: CexcyanHu XOpMOHH MH MOAYJHATOPH Ha TEHHTAJIIHHOT CHCTEM, IIPOTECTOTEHH,
ACpABAPH Ha ecTpeH
(ATC): G03DC02
Hoperncrepon e cue mporectoren. KomnaerHa Tpaachopmanuja Ha eHOMeTpHyMOT OA MpomndepaTuBeH 140

cekpeTopeH ce NOCTHrHyBa CO OPQJIHO AXMAHACTPApAHH 20311 on 100-150 mg HOPCTHCTCPOH Mo IIHKIyC Kaj
YKCHH IIPCTXOHHO IIOHTOTBCHH CO ecTporeH. IIporectoreHHoT ebeKT Ha HOPCTHCTCPOH Ha CHIOMCTPHYMOT € 6a3a
3a TpeTMaH Ha AACYHKUHOHANMHO KpBapelbe, IIPHM2PH2 MH CCKHIQPHQ aMeHopea MH EHAOMETPAO3à co Ilpamonyr
- Hop - 5.

Muxu6uyuja Ha TOHANOTPONAHCKATA CeKpeuHja IU AHOByNAUAjA MOKQT la ce IIOCTHTH2T CO ON 0.5

mg HoperucTepoH aueTar. [lo3uTuBHnTe edextu Ha Ilpnmonyr - Hop
MOKQT Ja ce JOJKAT Ha CyT1pecnja Ha OBapujar1HaTa pyHkunja Dan

3apann CTAGHJH3APAUKAOT € Ha HOPCTHCTCPOH Ha EHOMeTPHYMOT, anmunncrpauf järgna
-5 Moke NA CE KOPHCTH 3a TIOMCCTYBalbe Ha ILIAHHPAHATA MeHCTpyallyja

>+ D*
Kako x nporecTepoH, HOPETHCTEPOH € TCPMOTCH H ja MeHyBa Oa3asHaTa TeJIECHA Temiep

5.2 DapMAKOKHHETCKH CBOjCTBA

. Ancopnuja

OpanHo AJIMHHACTPHPAHHOT HOpeTHCTEpOH aueTaT (NETA) 6p30 x KOMIIJICTHO ce pecop6upa BO INHPOKA 103Ha
rpann1a. Beke 3a BpeMe Ha H IIPBOTO NOMMHyBalbe HH3 IPHHOT Apod NETA ce xuaponnsnpa no
HOPETHCTEPOH KaKO QKTHBH2 cyncTania U OUeTHA KuceHHa. Tuk Ha cepyMckaTa KOHNEHTpaumja e OKo7y 18
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ng/ml (mo BHec Ha 5 mg NETA) u 25 ng/ml (no BHec Ha 10 mg NETA) ce nocTHrHYBaaT 3a OKOJIY 2 yaca ON

anMHHHCTpaumja Ha TabeTuTe Ilpamonyr - Hop -5. Basapano Ha enHa cponHa Cryxdja Ha GHOPACIIOJIOKHBOCT,
JICKOT KOMIIJICTHO ce OCH0601yBa OA TAGNETATA.

e Jlucrpu6yunja

Hoperucrepox ce Bp3yBa 3a CepyMcKHOT an6ymux u SHBG (sex hormone-binding globulin). Camo oxony 3-4%
ON BKYIIH2T2 CEPYMCKA KOHIEHTPAIMja Ha JICKOT € NPHCYTHA kako CIO6ONEH cTepoun, okony 35 % u 61% ce

Bp3aHu 3a SHBG x an6ymux, pecnekraBno. Bonymenot Ha xucTpuGynaja Ha Hopetacrepox € 4.4 +1.3 I/kg. Ilo
OPQJIH2 ANMHHHCTPANHja, cepyMckaTa KOHIIEHTPaumja Ha JICKOT HMa ABObasHa kpuBa. Bere asn ce

KapaKTePH3HPAHH CO IIONYXHBOT ON 1-3 x okony 5-13 yaca, pecrieKTHBHO.

Hopeructepou ce H3JI1auyBa BO MJICKOTO M HHBOTO Ha JIOKOT BO MAjUHHOTO MJIeKO € Okony 10 % ox Taa BO

IJIA3MATA Ha MAjKATA, He3ABHCHO OU HAUHHOT Ha aMHHACTpauyja. Basnpano Ha npocexHoTO MAKCHMAJIHO HHBO

HA JICKOT BO Maj4HHHOT cepyM ox okony 16 ng/ml u ouekyBaHHOT AHeBeH BHec Ha 600 ml MJICKO 3a AoeHYeTO,

MaKCHMyM ox okony 1 ug (0.02 % on MajuHHaTa 103a) Moxe Ha CTITHC AO NOCHYETO.

e MeraGoru3am

Hopeructepouot TJIQBHO ce MeTaOomu3upa co CaTypauHja Ha ABOJHATA BPCKQ BO IIPCTCHOT À H HAMAJIYBAH€TO Ha
3-KeTO rpynaTa JO XHAPOKCHN TpynaTa CHenEHA CO KOHjyraluja co COOHIBCTHM CYADATH H rayKoponuau. Hekon
ON OBMC M6T26OJIMTH ce eNHMHHHpaaT OaBHO OX IJIA3MATA CO MHONYKHBOT ON OKoy 67 yaca. [lopayxu Toa, 3a

BpeMe Ha JHOJNTOTPaeH TpeTMaH CO AHeBHa OPaNHA ANMHHHCTPAlHjà Ha HOPETHCTEPOH, HCKOM Of OBMC

MeTaOONHTH Ce AKyMyJIHpaaT BO I1IA3MATA.

Kaj nyfero, HOpeTucTepoH MM HOPETHCTEPOH aueTaT MEIyMHO ce METa6OH3Hpa BO CTHHHJI ECTPAAHON IIO

opas1Ha a1MmHHHCTpaumja. Opa onroBapa Ha 1038 ON Okony 4-6 MAKPOrPAMA eTuHHNecTpammon Ha 1 mg
HOPOTHCTCPOH MIM HOPOTHCTCPOH aueTaT 3eMeH OPAJIHO.

e Ermmmnaunja

Hoperacrepon He ce ekCKpeTApa 110 OnpeneH cTeneH HEIIPOMEHET. qo IpoMeHa Ha penykumja Ha A
IIPCTeHOT BO CTPYKTYPATA M MojaBa Ha XHAPOKCHIHPAHH METAGOJHTH KakO H IIPOAYKTH ON KOHyralmjara
(riyKopoHHgu H cymaTH) KOM ce ekckpeTupaaT Ipeky YPAHATA u perrecoT Bo onHoc 7:3. Tnapavor Aen ON

PEeHAJIHO EKCKPETHPAHHTE METAÖONHTH CE EJIHMHHHPA BO TeK Ha 24 yaca CO IIOIYKHBOT Of OKOJIY 19 yaca.

e CoctToj6a Ha AHHaMHYHAa PAMHOTCDKQ

3a BpeMe Ha anMHHHCTPaLMja Ha MJYJITHIIHM 10311 Ha HOPETACTEPOH, AKYMYJIaLHja Ha JIEKOT € HeBepojaTHa
3APAIM KPQTKHOT NOJIYXHBOT Ha JIEKOT. Ako Mak ce KO-aMAHACTPHpaaT SHBG HHAYHHPAUKH JEKOBH Kako

eTHHHJICTPAHHON, MOKC Ja HACTAHE IIOKayyBarbe Ha CepyMCKOTO HHBO Ha HOPETHCTEPOH 3aPAAH BP3YBAHETO Ha

HOpeTucTepoH 3a SHBG.

CA

5.3 6e30eXHOCHH HOAATOUH
„SJEVE #VE

3a HOpeTHCTepoH U HerOBHTE eCTpH He Hoceben f 3HK 34

CH,oc OBa Ha HO3HA TOKCHUHC T, FeH@TOKCHUE

3
IIOTEHILH) cey Te He BKYYeH BO PEJIeBAHTHH MEJIOBH
IIOJIOBHTE CTEPOMAH MODKC2T Wa TO CTHMYJIMPQQT pacTOT Ha XOPMOHCKH-3aBHCH 4
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CryauuTe 3a perPoAYKTHBHA TOKCHHHOCT NokakyBaaT PH3HK 3a MACKyIIHHH3ALNja Ha KCHCKH DeTyC Kora ce

aIIMHHHCTPHpa BO BHCOKH 403M BO BpeMe Ha Pa3BO) Ha HANBOPELIHHTE TEHHTAJIHNH. Bunejku EIMEMHONOLIKUTE

CTYAUH IOKAKYBAAT Meka OBOj € penaBaHTeH Kaj Myfe BO BWCOKH 403M, MOpa Ja ce HanoMeHe aeKa
Tipumouyt - Hop - 5 Moxe Ja IIOTTHKHC 3HAUH Ha BAPHNH3AUNHjA Kaj KEHCKH QKO Ce NaBa 3a BpeMe Ha

XOPMOH-CEH3HTHBHATa (pa3a Ha COMATCKATA cekcyanHa Anbepenumjaunja (on 45-THOT HeH Ha GpeMeHOCTA na

noHaramy). HesapucHo og ona, He ce NOÖHEHK HHAHKALHH 3a TepaToreH edekT OF OBHC CTYAUM.

6. DAPMAITEBTCKH IIOIIATOIIM

6.1 Excunnnencn:
Jlaxrosa MOHOXHIpat
Tl4enkapen ckpo6
Tlopugou 25 000
Tank
MarHe3nyM CTeapaT

6.2 Wuxkomnatn6nanocr
Hema.

6.3 Pok Ha ynoTpeda
roxABH.

6.4 Tloce6nn MepKH Ha
Ja ce 4yBa BO OPHTHHANHO NakyBakbe, 3allITHTCHO ON CBETIIMHA.

6.5 TlakyBatbe
PVC/AI 6nuctep nakyBame co 30 raGneru (2 Gnucrepu x 15 Ta61eTn), .

6.6 Mucrpykyun 3a ynoTpeéa
Hema

7. HOCHTEJ HA OJOBPEHHETO 3A CTABABE HA JIEKOT BO IIPOMET

Bayer doo Ljubljana, IIpeTCTaBHAIUTBO Cxonje,
Yu. AHTOH Ilonos 6p.1, ok. 4/mMe3./nam.2, 1000 Cronje

8. BPOJ HA PEWIEHHETO 3A CTABABE HA JIEKOT BO ITPOMET

15-3468/13

9, ATYM HA IIPBOTO OJOBPEHHE 3A CTABABE HA JEKOT,BO- IIPOMET H JIATYM HA
IIOCJIEIIHOTO OBHOBEHO OJIOBPEHIIIE

12.09.2013
dy Us Ve

10. IIATYM HA IIOCJIEIIHA PEBH3HJA HA TEKCTOT

RESTRICTED



06.2024

RESTRICTED


