
BBHPEH H3BEIIITAJ 3A OCOBPIHHTE HA JIEKOT

1. MME HA JIEKOT

Cyclo-Progynova® / Luxno-TporunoBa"

2. KBAJIHTATHBEH H KBAHTUTATUBEH COCTAB

11 6enn o6s0xeHH TAGJIETH, CEKOja CONPIKH: ECTPAMHON BAJICPQT 2 mg.

10 crerxo kabeasu o6roxeHu TaOseTH, OZ KOU cekoja COMPU: ecTpaqvon BaslepaT 2 mg, HOPTCCTPCJI

0,5 mg.

EKCIIIIWCHCH CO IIO3H2T EDEKT:

Enna Sena 0610keHa TaGneTa CONPKH: JAKT03a MOHOXWAPAT (46,2 mg) u caxaposa (34.0 mg).

Era cBetno kabena 0610KeHa TabeTa COMpAH: JI2KTO32 MOHOXMAPQT (45,7 mg) a caxaposa (33,4 mg).

3a exocHa nmcTa Ha EKCHATIMEHLN, I1OTJICHHCTC BO Wes 6.1.

3, DAPMAÏIEBTCKA AO3HPAHA OOPMA

OGroxenn TAOJIETH.

4. KJIUHHYKH IIOIIATOIIM

4.1 TepaneBTCKH HHAHKAHHH

NOCTMEHONAy3a, Kaj XAIIOTOHAJA3AM, KaCTpalnja WM IIPHMapHa opapujasiHa HHCyALAEHUHjA.
XopMOHaJIHa 3aMECTHTENHA repannja (X3T) 3a CHMIITOMM Ha Ha eCTporeH kaj 2KeHH BO

HHTOJNEPAHUHjA HIM KOHTPAHHAMKANHjA Ha P1PYTH JIOKOBM ono6penn 3a rpeBeHUHja ON

ocreonoposa (sunere u nen 4.4). HckycTBOTO co TpeTMaH Kaj XKEHH Han 65 roqMHH €

OrpaHHUEHO.

Tlpesennja of, OCTCOIIOPO38 Kaj KEHH BO TIO 3a CO BHCOK pu3HK OX HAHN ppakTypH H

e TpeTMaH Ha IpHMapHa u CEKYHAAPHA AMEHOPEA.

4.2 Aosnpame u HadHH Ha ynoTpeba

e Kako na 3arouHeTe co Unxno-Tlporunoga":
TlaumeHtkurte KOM ceylute UMaaT UMKnyc, TPe6a Aa TO 3aNO4HAT TPETMAHOT Ha Ile

MEdy
MM

BHAKIyCOT (IlpB of MEHCTPYaNHO KpBape = IPB ACH OA UMKJyC). +
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TlatjMeHTKHTe KOH ce AMEHOPEHUHH WM HMAAT MHOry HepeJOBHM IIMKIIyCH HIM KOM Ce BO

MOCTMeHOMay3a, IIITOM Ke ce oTprn 6peMeHocTa, MOXKAT a 3aNOUHAT co IInkIo-
Tporuuosa® (pnan nen 4.6).

e Jlosnpare
E1na Gena Ta61eTa HHeBHo BO npBute 11 meHa, No IIITO CrexyBa Ho exHa KatheaBa Ta6nera

AHeBHO BO HAPeXHATE 10 yeHa. Kora TaOnerure ce 3emaaT 21 jeH, noTpeGHoO e Ja cueqyBa

cexyMAHeBHa Ilay3a 6e3 TaGJIeTH.

e Haun Ha anMmHuHHcTpammja
Cekoe 6nucTep TlakyBarbe coxpxn Tepanuja 3a 21 nen. Ilo cexyMaHeBHa nay3a, Ha MCTHOT ACH

OX HeylemaTa KQKO M NPeTXOHHATA, Tpe6a Ma ce 3aloqHe co yIoTpe6a Ha HOBO NakyBakbe.

Ta6neTuTe Tpe6a na ce TOJITHAT Lem, co MaJiky TeuHocT. PeñocrenoT Ha 3eMarbe Ha TaONeTUTe €

CO CTPCJIKH Ha GrucTep rlakyBaæeTo. Kora ce 3arouHyBa 4 Ce IIPONOJDKYyBA TPOTMQH 3a

CHMIITOMH Ha MocTMeHoray3a, MoTpeOHO e Ma Ce KOPMCTH HAjHHCKATA ecbeKTHBHAa A03a 3a

HajkpaTok MODKCH IICPMOA (BUNETE Aer 4.4).

Cexoe nakypame ua [uxro-[iporunosa® conp1xu cexyM Tpaku, cekoja OX HUB TH IIOKakyBa

ceAYMTe neHa of Hexerara. HenenHata Tpaka koja 3arlouHyBa CO JeHOT Ha KOj € 3am04HaTa

ynoTpe6aTa Ha TaGreTaTe TpeGaa Ce 3QJICIIM Ha MECTOTO O3HAUEHO Ha 6nuctep JIEHTATA.

He e BaxHo BPCMCTO BO KOC HauHeHTKATa TO 3CMQ JICKOT, HO TaOmeTuTe Tpe6a Ja ce 3EMaaT BO

HCTO BPCMC CeKOj ACH.

e ponymtenu ta6neru

AKO NalueHTkaTa 3a60paBH Ja ja 3eMe OOnoxeHaTa TabneTa BO BOO6MH2CHOTO BpeMe ON ACHOT, Taa

Tpe6a Aa ja 3eMe BCHHAIII IIITOM ce ceTH.. AKO MOMMHame rioseKe on 24 yaca, He Tpe6a ma 3eMa

AONONHMTEIIHA o6roxeHa TaGJIeTa. AKO ce IIPOIIYIIITQT HEKOJIKY TaONeTU, MODKCA Ce IIOJQBM KpBapelbe.

Kpsapersero O6H4HO ce jaByBa 3a BpeMe Ha 7 AHeBHaTa May3a 6e3 TAÖNETH, HM HCKOJIKY MeHa NO

IIOCJICHHOTO 3éMaRE Ha TA6NETA.

4.2.2. Hauux Ha aMuHHCTpaumja

3a opara ynoTpe6a.

4.2.3 Jonoxaurenau uudopManku 3a cneumjanna nonysaunja

4.2.3.1 Ilexujarpacra nonynannja

Inkno-IlporuHoga® He ce npenopayysa 3a Xena u anonecneHTn.

4.2.3.2 Tepnjarpucku nauneHtu

Ilocrojar orpaHwyeHu MONaTolMm 3a ynorpe6a Ha Inkno-Ilporunosa® Kaj »xeHH Ha BO3pacT Han 65

TOAHHH.
en
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L[uxno-IIporunopa® He e TecrupaH kaj TAHHEHTH CO xemaTamHO OLITETYBalke. Unkno-Ilporunopa® e

KOHTpaHHAMUMpana Kaj XKEHH CO CEPHOSHH XCIIQTQJIHH OIlITeTyBama (BAM nen 4.3). KeHute co

ouTeTyBaHa Ha PYHKIIMjaTa Ha UPHHOT HPO6 Mopa Aa ce CJICHQT BHAMATENHO M HOKOJIKY Ce BIIOIIAT

XEITATAIIHHTE MapkepH 3a BYHKIMOHANHOCT, ynorpe6ara Ha X3T Mopa na ce cronupa (Baum Jen 4.4).

4.2.3.4 Tlannentu co 6y6pexno onrreryBame

Unkno-Ilporunopa® He e TecTnpan Kaj NalMeHTH co omreTena 6y6pexxa byHKumja.

4,3 KoHTPAHHAHKAKHH

- TIOCTOeHe HJIM COMHEBAHE 3A KapIIHHOM Ha JIOjKa; HCTOPHja Ha KAPIIHHOM Ha J0jKa
- TlOCTOeHe HIM COMHCBHC 38 ECTPOreH-3aBHCHH MAJHTHH TYMOPH (mpumep KaplIMHOM Ha

eHHOMETPHYM),

- BAFHHAJIHO KpBapere ON HEIIO3HATO MOTeKIO,

- HETPETHPaHa eHAOMeTpHjanHa Xunepriiasuja,

- HCTOpHja Ha BCHCKH TPOMÖOEMÖONH3AM HJIM MOCTOeYKH BEHCKH TpoMGoemOomM3aM (x1a60Ka BCHCKA

Tpom6o3a, 6Genonpo6Ha emGounja),

IIPHCyCTBO Ha TPOM6OANAUHA Hapyl1yBara (Ha npaMep, nebuumt Ha TIPOTEHH Il, nporeux C um

AHTUTPOMÖHH, BAM nen 4.4).

aKTABHH WIM HEONAMHELIIHH APTEPACKA TPOM6OeMOONHUHA HACTAHH (Mp, AHTHHA TIEKTOPHC,

MHOKAP/JIEH

aKYTHH 3a6071yBaHa Ha HPHHOT APO6, "iM HCTOPHja Ha 3a6onyBarke Ha HPHHOT APO6 Kora BPEHHOCTATE

Ha LPHHOT AP06 ceylute He ce BPATEHH BO HOPMaJIA

- nopbupyja,

IpeuyCTBUTeHOCT KOH Garo KojaO KOMIIOHEHTHTE HA Lukro-IIporuxo8a® HaBenenu Bo nen 6.1.

- GpeMeHOCT 1 JIaKTaunja,

4.4 Iloce6Hn Mepku Ha npeTNa3luBocT u IOCeÖHH npexynpexyBAHA

3a TpeTMaH Ha HOCTMEHONAY3AJIHHTE CHMIITOMH, X3T Tpe6a ma ce MOYHe CaMO HIOKOJIKY CHMIITOMHTE

HMaaT HeraTHBHO BJNHjaHHe Bp3 KBaIMTeTOT Ha XHBOTOT. Bo cuTe c11yyan, Tpe6a ma ce HpaBH

BHHMATEJTHA TIPOIIEHKA Ha PH3HKOT U KOPACTA HajMasky eHHAI TOAAIHO, A X3T Tpe6a za ce npOHOMKH

CAMO JIOKOJIKY KOPMCTQ OA JICKOT TO HAIIMUHYBA PH3HKOT.

HokasuTe 3a pazukoT ox X3T Bo TPCTM2HOT Ha DKCHM CO paHa MEHOTAY3à Ce OrpaHH4d
CHHHCKHOT AIICOJIYTCH PH3HK Kaj MJIAAH XKEHH, COOHHOCOT MoMery PH3HKOT H KOPHC

Kaj HUB OTKOJIKY Kaj HOBO3PACHATE KEHH. <.

<
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TIpen sanouxyBae, WIM IIOBTOPHOTO BOBEAYBAHE Ha X3T, Tpe6a Ja ce HalpaBH ICJIOCH2 JM4YHa M

ceMejHa MEMAUHHCKA HCTOpHja. DH3HYKHOT Mperney (BKAYAATENHO M THHEKOJIOIIKH Mpersey M Nperney

Ha rpaxure), Tpe6a na Ouye npezBoneH om oBaa cocToj6a, KAKO MH ON, KOHTPAHHNHKAIHHTE H

npenynpenyBalsaTa 3a ynoTpeba. 3a BpeMe Ha TEPANH)ATA, ce IIPOIIOP2HYB22T HEPHOAHUHH KOHTPOJIH CO

3QHCCTCHOCT H Mpupoya HPHIATONEHA HHAHBHAYANHO 3a Cekoja xexa. )KenuTe TpeGa ma GHAAT

COBETYBAHH KaKBH IIPOMEeHH Ha TpanuTe Tpe6a Ja MpujaBaT Ha JIeKAPOT WH MEAALAHCKATA cecTpa

(nornexaere "KapumHoM Ha Nojka" noxony).

Vicnutypaata, BKIIYYHTEIIHO U COOHIBCTHHTC AUjATHOCTHYKH METONH, kako HA IpHMep Mamorpadyjata,

Tpe6a na ce H3BPINIYBAAT BO COTJIACHOCT CO NpakTuka 38 CKPHHHHT, KaKO M Aa ÖHNaT

IIPHJIQTOHCHH HHAHBHAYAJIHO BO 32BMCHOCT ON KJIMHHHKMTC NoTpeOu.

CocToj6u 3a Kou e TOTpe6eH Ham30p

Axo 6WJIO Koja OA CJICAHWBC COCTOjO Ce IIPHCYTHH, HIM AOKOMKy HAUMEHTOT HMa UCTopnja Ha Guxo KOM

ox oBHe COCTOjOH x/HJIH ce BJIOIIIHJIC 3a BpeMe Ha GpeMEHOCTA HIN 3a BpeMe Ha NPETXOHHA XOPMOHCKQ

Teparnja, IIAIMEHTKATA TpeOa BHUMATEIIHO Ma ce HanrenyBa. TpeOa na ce 3eme MpexBuA Neka oBHe

cocTojôn Moxe a ce MOBTOpaT HIN Na ce BNOLlIaT 3a BpeMe Ha TpeTMaHoT co L{uxno-[Iporunopa®

ocoGeHo Bo CIIyuaj Ha:

- JEOMHOM (YTEPAHA PAGPOAAA) HH CHOMCTPMO32

- pu3HK dbakTopy 3a TpoM60eMGonHuHH 3a6071yBAHA (BHAH HOAONY)

- PH3HK akKTOPH 3a eCTporeH-3aBHCHH TyMOpH (Ha TIPHMEP, KapIIHHOM Ha AOjKa Kaj POAHHHA OA IPB

cTENeH)

- XHNEPTEH3HjA

GONECTH Ha HPHHOT AP06 (aXEHOM Ha pH APo6)

- xñjaGerec, co wim 6e3 BACKYHAPHA CHMUTOMH

- XONENHTHA3A

- MHTpeHa AIM (TEUIKH) TIIABOÖONKH

CHCTEMCKH JAynyc epHTeMaTOsyc

- HCTOPHja Ha EHAOMETPHjar1Ha Xunepr1a3mja

- ellmsencuja

- acTMa

- OTOCKJIEPO3A

-CunenxajMoBa xopea

Tonuaxu HTHO
OVE Pay

TpermaHor co npekmHe AOKONKY Ce IIOjaBH KOHTPAHHAAKANHjA H BO CNEAHHTE

BJIO we Ha KONTALA
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3H2HHTCJIHO STOJIEMYBAHbE Ha KPBHHOT IIPHTHCOK

HOBH, HEHAAEjHH MHTPCHO3HM TJIABOKOJIKM

6peMeHocr

EHunoMeTpujan1Ha xunepm1asnja 4 EHNOMETPHJAJIeH KQDIIHHOM

Kaj YKEHH CO HHTQKTCH yTepyc, PUSHKOT ON eHJOMeTpHjaiHa XHriepmmasmja WIM CHHOMeTPHjaJleH

KApIIHHOM Ce 3TOJIEMyYBA KOra Ce IIPHMEHYBAAT HCKIYUHTEJIHO CCTPOTCHH BO NOJONT BPeMeHCKH IIEPHON.

IIprjasenoTo 3ro1eMyBarse Ha PH3HKOT ON EHAOMETPHjAJNIeH KApIIHHOM NoMefy KOPHCHHIMTE CAMO Ha

ecTporeH, € Of 2 mo 12 HaTH moroyeM BO OAHOC Ha OHNE KOM He KOPHCTAT, BO 3ABUCHOCT ON

BPCMCTP2CHCTO Ha TepallHjaTa H AO3ATA HA ecTporeH (Mormequete BO AenOT 4.8.). Ilo npekunybame Ha

Tepar1njara, PA3HKOT MOKC Na OCTaHe BTOJICMCH HajMarKky 10 roqMHH noTOa.

Honasaeto Ha MporectareH UAKIIHUHO, HajMarky 10 xeHa BO Mecenor ox 28-nHeBeH IIHKJIYC, HIM Mak,

KOMGHHHpaHa Tepalivja CO ecTporeH-lporectaren Kaj KEHH CO IIpHcyTHa MATKa, IUTHTH ON 3TOJICMCH

PH3HK IOBP3aH CO YHCTO Ectporencka X3T.

HenayejHo KpBaperbe HN KpBaBH JAMKH MOXE Ja Ce jaBaT BO IIPBMTC MCCCIM OA Tepanujata. Jokoxky
HCHAICJHOTO KpBapelbe HJIH KPBABHTE MAMKH Ce NOjABAT H IIO OAPCHCHO BpeMe BO TCKOT Ha Teparmjara,
WI Trak IIPOAOJDKAT H IIOCJIC IIDEKHHYBAILE Ha TEPANHATA, IIPHHHHHTC 3a TOA TpeOaà Ja Ce HCHHTAAT, LITO

OH MODKCJIO Ja BKJIHM H EHNOMETPHjanHa GHoncyja, 3a Ja Ce HCKJIyYUH MOKHOCTA ON EHAOMETPHjAIEH

MANHTHHTET.

Kap1mHom Ha nojka

Lenoxynunte AOKa3H YKaAXKYBAAT Ha 3TOJIEMEH PH3MK 3a II0jaBa Ha KApIIMHOM Ha MOjka Kaj KEHH KOU

3eMaaT KOMOHHHpaHa ECTPorTeH-IporecTareH X3T, Kako u kaj X3T camo co ecrporeH. OBoj pasux
3aBHCH ON BpEMeTpaeHeTO Ha X3T Tepanujata.

Kom6uxnupana mepanuja ecmpozen-npozecmazen

e PannomnsnpanaTa naue6o-Kontponnpaa cryanja WHI (Women's Health initiative), kako u

MeTa aH@JIM3HTe Ha €IHAEMHOJOIUKHTE HCTPAKYBAHA Ce KOH3HCTCHTHM BO IIPOHAOÏAHE

3TOJIeMEH PH3HK ON KapUHHOM Ha JOjKA Kaj 2KeCHH KOH 3eMaaT KOMOHHHPAHA Tepaluja ecTporeH-

nporectoreH 3a X3T. Opa sroseMyBarse Ha PW3HKOT ce jaByBa no okony 3 (1-4) TOAHHH no

ynoTpeGaTa (nornexxeTe Bo Jeu 4.8).

Tepanuja camo co ecmpozen

e Crygnjata WHI He HOKAXAJIA STOMEMYBarbe Ha Pa3HKOT Of KaPLHHOM Ha JOjKa Kaj DKCHM CO

XHCTEPEKTOMHJa KOM KOPHCTQT CaMO ecTporeH kako X3T. OncepBaumoHnTe CTYAHH BO Hajrosiem

6poj Ha cayuan HOKaxXaJIe MAJIO STOJIEMYBärbe Ha PH3HKOT ON AOGHBAHE KQPIMHOM Ha Jojka, KO),
Cellak, € 3HAUHTEJHO IIOMAJI ON OHO) 3a6eneKaH Kaj KEHH KOM KOPMCTQT KOMÖHHHPaHa Tepannja

ECTPOTEH-IIPOTECTOTEH (nornennete BO Aen 4.8.).

PesynTaTute OA TOJICM2 META-aHAJH3a Tlok@Kase WeKa MO IIPEK m HaMYnoïpeGata Ha X3T
Bpemeto roTpe6Ho 3a3TOJICMCHHOT PH3HK onara sparu ne
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OCHOBQTQ 3ABHCH OA HAOMKHHATA Ha ynoTpe6a Ha X3T. Axo X3T ce ynoTpe6yBa nogonro ox 5

TOAHHH, AOTIONHHTENHAOT PH3MK MOxea nepsucTupa 10 roxuxn x noBeke

X3T, oco6eno KOMOHHHPAHATA Tepanäja eCTpOreH-HpOreCTATeH TO 3TOIEMyBA HCH3MTOTOT HA

MaMOrpadcKHTe CHIHKH, LITO MOXE HeraTHBHO Ja BIHja€ Ha P2HMOJIOIIIKOTO OTKPHBAHE Ha KAPIIHHOM

Ha NOjka.

Kap11mHom Hajajuunm

Kap1mHom Ha jajunum ce jaByBa MHOry IIOPCTKO OTKONKy KAPIIHHOM Ha JOjKa.

Ennjemvonouxu POK23M ON rONEMA MeTa-AHANH3A YKAKYBAAT Ha MAJIKY 3TOJICMCH PA3HK 3a KQPIMHOM

Ha jAjHHIIM Kaj DKCHI KOM 3eMaaT ecTporeH WIM KOMÖHHHPAHA ecTporeH-mporectoreH X3T. OBa cTaHyBa

OHHTJICAHO BO POK of, 5 TOAMHH OX YIIOTpe6aTa H Ce HAMAJIYBA CO TEKOT HA BPEMETO NO 3ANHPAHETO CO

TpeTMaHoT. Hekou Apyru CTYAHHA, BKJIYHHTCJIHO M HCTIIATYBAHETO Ha WHI, cyrepupaar era ynorpebata

Ha KomÖHHnpann X3T Morea Gune NOBp3ana CO CHHHEH, HIM HOMAJI PH3HK (BHAH Aer 4.8).

Bencka TpoMm6oembonnja

X3T e acoumpana co 1.3 - 3-naTu IIOBHCOK pH3HK ON pa3BOj Ha BeHcka Tpom6em6onmja (BTE), T.e.

ana6oka BeHCKa TPOM603a HH TyJIMOHaJIHa eMGoruja. PH3uKOT ox II0jaBa Ha oBaa COCTOj6A € IIOTOJICM

BO IIPBATA rOXAHA Of ynoTpeGa Ha X3T oTkoNky NOANOLHAa (MOTNENHETE Bo Fen 4.8.).

IlanmenrTuTe co no3HaTH TPOMÖOEMÖONHYHH cocToj6u HMaar 3roneMen pusuk of BTE. X3T moxe na

AonpuHece 3a 3roneMyBalbe Ha OBO] pH3uK. Ilopagu Toa, X3T e konTpaHHAMUMpana Kaj OBMe IIAUHEHTH

(morneqHete Bo Zen 4.3).

Ommto no3HaTHTe pusuk hakropu 3a BTE BknyuyBaat ynoTpe6a Ha ecTporeHH, HoHaNperHA Bospact,

TOJIEM OllepaTHBeH 3adaT, IIPOAOJDKCH2 AMOGANA3ANHjA, TOjA3HOCT (AHNEKC Ha TCJICCHQ TeXHHa >30

Kr/M2), OpemeHocT/nocTnapTaneH HePHOA, CHCTEMCKH JIynyc epuTemaTosyc (CJIE) u Kap11mHoM. Hema

KOHCCH3YC 3a MOXHATA yaora Ha BAPHKOSHATE BeHH kaj BTE.

Kako u Kaj CHTe HOCTONEPATABHA HAUHEHTH, Tpe6a 1a ce 3eMaT BO IPEABHA NPOPANAKTHUKHTE MepKH 3a

npesexuuja Ha BTE mocne omepaTuBHHoT 3ahar. /lokonky flo XHPYPIIKHOT 3acaT CHexyBa IPOAOJDKEHA

HMOÖHNH3AIMja, ce npenlopauyBa IpHBpeMeHo NpeKAHyBate Ha X3T 3a mepuon og 4 xo 6 Hexenu npex

olepaTHBHHOT 3adar. Co Tepannjara He TpeOa IIOBTOPHO JA ce IIOHHVB2 CE HOACKA KEHATA HE € COCCMA

NOABWKHA,

Kaj KCHH kon HeMaar ucropuja Ha BTE, HO uMaaT POAHHHA OA HPBO KONeHO CO HCTOPHja Ha TPOM60O3a

Ha Mala BO3pacT, MOKC Ja HM Ce IIOHVAM CKPHHIHT CO O6jacHyBälbe Ha HETOBHTE JHMATAUHH (camo

OxpereHH TPOMOOPHIHA cocToj6u Moxe Aa ce HAeHTH@uKyBaaT). Hoxonky ce OTkpHe

nopeMeTyBae, koe € pa31m4Ho ON PaMANAjAPHATA TPOM6038 WIM HMA "TelUKO" NopeMeTyBalbe (Ha NP.

AeDAuaT Ha aHTHTPOMÖHH, IPOTeHH C, ann nporenx U AIH KOMOHHauHja Ha HEKONKY NopeMeryBalba)

X3T e KOHTPaUHAAUHAPAHA.

Kaj xeHyTe Kou Beke Ce Ha XPOHHHHA QHTHKO2TYJI8HTH8 Tepannja Tpe6a BHAMATENHO Aa ce IIPOleHH

OHIHOCOT momery KOPHCTa A PH3AKOT OF ynoTpebata Ha X3T.

JHokonky B pa3BHe TIOCHE MOUHyBalbe Ha Tepaliujara, JIEKOT TpeOa BEAHAII na ce npexune. Ha

xe Ta Ce o6paraT AO CBOHTC JIEKAPH, BCHHII TOM Ke CTAHAT CBCCHH 3a
aya je) «2 ov Se, #
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HeKOj HOTeHUAjaren TPOM6OEMÖONHYEH CHMIITOM (Ha np. 6orHo oTeKyBalbe Ha HOTATA, HeHayejHa Oomka

BO TPAAHMTE, AUCTIHEA).

Kaj xenx co koM6nHauuja Ha roBeKe pH3AK DaKTOPA WIM MHAHBUNYAJIEH NocepHo3eH PA3AK dakTop,
MOKHOCTQ ON 3TOJICMCH CHHEPTHCTHYKH PH3HK 3a TPoM603a TpeOa Ma ce 3eMe BO npezBayx. OBa

3TOJIEMyBalbe Ha PH3MKOT Moxe NA Guxe HOTOJIEMO ON BKYIIHHOT PH3HK ON MoBeke dbaKTopH IIPECMeTAHA

onnenHo. X3T He Tpe6a za ce NpenuuryBa AOKOKy IIPOICHKQT2 3a PH3UK/KOPHCT € HETATHBHA.

Koponapna aprepucka Gonect

Hema ACKa3H OX PAHIOMH3HPAHH KOHTPOJIHP2HH CTYAHH 3a NpeBeHyHja ON MHOKAPAHjANEH HHŸAPKT kaj
XKCHM CO WIM 6e3 IIOCTOCHK2 KOPOHAPHA apTepucKa OoNecT, KOH IIPMM2AT KOMÖHHHPAHA eCTPOrEH-

nporecToreH Tepannja HJIH CAMO ectTporeHcKka X3T.

Kombunupana mepanuja ecmpozen-npozecmozen

PexaTHBHAOT pA3HK ON KOPOHApHa apTepmncka OonecT npx ynotpe6a Ha KOMOMHMpaHa ecTporen-

nporecraren X3T 3aGeñexyBa Man nopact. buyejku OCHOBHHOT AllcoNyTeH PH3HK ON KOPOHQPHA

aprepucka OonecT € CHJIHO 3aBHCeH ON BO3paCTa, 6POjOT Ha HONONHATENHA CHY4AH Ha KOPOHAPHA

aprepucka 6onect Hopaxu Tepannja CO ECTPoreH-NporecTareH € MHOTY HH3OK Kaj 3AP2BM KEHH KOM Ce

Gaucky 210 MeHONAY3ATA, HO ce 3TOJICMYB2 CO BO3PACTA.

Tepanuja camo co ecmpozen

Tlogaroyvte Of PAHAOMA3HPAHH-KOHTPONHPAHH CTYAMA He YKaXKYBAAT Ha 3TOJICMCH PH3MK ON

KOpoHapHa ApTepHCKa Gorecr Kaj XKCHH CO XHCTepeKTOMHja KOH KOPHCTQT CAMO eCTPOTEHCKA TepaTIHja.

Hexemnuex Mosouex yrap

Kom6uHupanata ecTporeH-nporectareH H CaMO-ecTporeHcka Tepaluja Ce ACOHAPAHH CO 3TOJEMYBAHE Ha

PH3HKOT ON MCXCMMHCH MO3OHCH ynap 1.5 rar. PeraTuBHHOT PA3HK He ce MeHyBa CO TOAHHHTE WIM

BpeMeTO OX Mexonay3a. Ceriak, OugejkH OCHOBHHOT PW3HK ON MO304eH yap € CHJIHO 3QBHCOH ON

TOAHHHTE, IIPOCCHHHOT PH3KK ON yap Kaj KEHH KOM KOpaCTAT X3T Ke ce STOJIEMyBA co roxuHHTe

(nornexere Bo Jes 4.8).

XenatuTuc
3a BpeMe Ha KIHHHUKHTE HCNATYBaHA BO KOM IIAUHEHTHTE CO BUpycoT Ha xenaTuTuc LI (XB) 6ea

TPCTHPQHM CO KOMOMHHpaHa Teparja omMOutacBup/maputTanpesup/puToHaBup co U 6e3 Naca6yBup,

3TONeMyBälbeTo Ha TpaHcaMuMHa3ata (ALT) 3a moBeke on 5 maTH ON ropHata Ha HOpMasata

Gene 3HQHMTCJIHO MOYeCTa kaj KEHHTE KOM kKopuctTene MeqHUMHCKH ET

eCTPAAHON, Kako IITO Ce KaKO KOMOHHHPQHH XOPMOHCKH JIeMyBawbe Ha

TpaHcamunasata (ALT) 6eme 3a6enexaHo kaj XeHH KOM TipHMasie

Taka KOPHCTCJIC JICKOBH INTO COAIPDKQT CTHHHJI eCTpagHon, Ka Sumo XOPMOHCKH

KOHTpallenTuBh. Kaj xeHHTe KOM KOpHcTere MEAHNKHCKH penafth

© COAp)KaT CTHHHJI

BHp KOM HCTO

w
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ON €THHHII ECTpaqvoN, KAKO IIITO € ECTPAMHON, HABOATA Ha TpaHCaMAHa3H (ALT) Oune cropemmeu co

oHHE Kaj KCHM KOM He TIpHMaJIe HHKQKOB ECTPOTEH. Cenak, nopaam OTPAHHYEHHOT Opoj Ha KeHH KOM TH

npMañe OBHe ApyrH ectporeHu, IOTPeGHA € HPETIA3IHBOCT Tipu fIPAMEHATA Ha KOMOHHAPAHATA

repar1nja oMOutacBup/naputanpesup/puToHaBup co umm 6e3 qaca6ysup, Kako U CO KOMÖHHNPaHaTa

Tepangja rrnkanpesap/ru6penTacsap. Buau nei 4.5.

M cocToi6u

e EcTporeHnTe MoXe Na NPeAH3BAKAAT 3alp>KyBalbe Ha TEUHOCTH. 3aToa, HAHHCHTATE CO CPLEBA

WIM peHanHa xUchyHkuyja TpeOa BHMM2TCJIHO Aa Ce CJIENAT.

e Kenvte co Beke IPACYTHA XUNepTpurmnlepmneMmnja Tpe6a BHAMATENHO Ja Ce CJICHQT pu
CYIICTUTYHHja CO ECTporeH AJM IIPM XOPMOHCKA CYIICTUTYIIMOHA Tepar1nja, ÖnunejKka ce TIpHjaBEHA

peTKH CJIYHQM Ha TOJICMO 3rONEMYBAHE Ha IIJI23MQTCKHTC TPATHALEPAAH KON HOBEAYBAAT AO

TAHKPEATAT pu ynotpe6a Ha ECTPOrEHCKA TepariHja kaj OBaa COCTO)6a.

e ECcTporeHHTe ro 3rONeMyYBaaT THPOKCHH Bp3yBauKHoT r100ynuH (TBI), ITO noBexyBa Ao

3TOJEMEHO HAPKYAHPAHE HA BKYNHMOT THPCOHHCH XOPMOH, MepeH Tipexy IIPOTCHHCKH BP3AHHOT

joa (IIBJ), unBoTo Ha T4 (co konoHa HJIH parnonMyx ecej) HIM HMBOTO Ha T3 (co panHoumyH

ecej). Bpsysamero Ha T3 co pesuH ce HaMamyBa, Nopagu 3romemeHu HHBoa Ha TBI.

Konueutpayunte Ha cno601HHoT T4 u CII060HHHOT T3 ce HEIIPOMEHETH. OcTaHaTuTe BP3yBaykH

IIPOTCHHM MOXE Na ce 3TOJICMQT BO CCPYMOT T.€. KOPTHKOHA BP3YBaUKHOT TAIOÖYJIHH (KBI),
HOJHOB-XOPMOH-BP3YBAUKUOT rno6ysHH, WTO AOBEXYBA JO 3TOJICMCHH UMpKyNMpauku

KOPTHKOCTEPOHAH H CEKCYANHH CTEPOAAH COOABETHO. Konuentpayuute Ha CHOGOHHHOT HAM

6MOJIOIIIKM QKTHBHHOT XOPMOH ce HEIPOMEHETH. OCTAHATHTE IJIA3MATCKH IIPOTOHHM MOKC Ja
3a6eexaT 3rOJNeMYBAB€e (aHFHOTEH3HHOTEH/peHHH CYIICTPAT, aypa-l-aHTATPANCHH,

EPYAONIAMUAE).

e Kopuctemeto Ha X3T He ja nono6pyBa KorHuTuBHaTa byHKumja. Ilocrojar Hekonky A0oKka3n 3a

3TOJICMCH PH3HK ON MO)KHA MEMEHINja Kaj KEHA Ha BO3pACT OX 65 TOHAHH KOM mounane CO

KOHTHHVHPAHQ KOMOMHMpaHa MIM Camo ecTporeH- X3T.

e EcTporeHHTe ce 103HaTH eka TO 3TONEMYBAaT POPMAPAHETO Ha DKOJIHHH KaMeHba. Hexou XEHH

ce IPEeAHCHOHHPAHH 3a Pa3BO) Ha Hapyl1lyBarsa Ha JKOJIYHOTO Kece 3a BpeMe Ha Tepalujata CO

ecTporeH.

e Hekoraur Moxe na ce IIOjaBH Mexa3Ma, ocoGeHO kaj XeHH CO HCTOpHja Ha MeJIa3Ma 3a BpeMe Ha

Gpemexocr. IKeHHTe co IPeIHCHO3HIMja 3a MeJIa3Ma He TpeOa Ma ce H3JI0XKYBAAT Ha COHIC WIM

ApyTo yATPABHONETOBO 3pauerse 3a Bpeme Ha Tepargja CO X3T.

ox 8Unxno-Upor
MEQy
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6pemeHocT (co HCKAYYOK Ha MeTOXOT Gasupax Ha KkaneHnap KHayc-OrnHo xTeEMIEPATyPHHTE METONA).

Konky noxonro ce KOpHCTH TPETMAHOT, IIOHCCTO € OTCYCTBOTO Ha KpBaperbe 3a BPeMe Ha HHTEPBAJIOT 6e3

taOneTu. JIokomky HoCTOH maHca 1a HactaHana 6peMeHoct, TaOmeTUTe Tpeba Ja Ce NpekMHaT ce NONEKA

He ce MOTBPAM OTCYCTBO Ha GpemeHocT.

IIpex na ce sanoune co Ilnkno-IlporunoBa® 3a TPeTMmH Ha cekyHnapHa aMeHopea, Tpe6a na ce yTBpAH

OTCJCTBO Ha IIPONAKTUHOM, OHJejKH cmopey MOMCHTQJIHHTC Hay4Hu COSHAHHjA, He € MOKHO Ja ce

IIOTBPHH OTCYCTBO Ha Ha MAkpoaleHoMN IOPaAH etpekTOT Ha MHOTY BMCOKM [031 Ha

CCTPOTCH BO ToyoIr TIEPHOA.

Ilo perpecuja Ha BHpyceH XeNATUT, MOpa a IIOMMH2T 6 MCCCIIM Ipen Ja ce 3amo4He CO ynoTpeba Ha

NeKoBH kako [[uxno-Iporunosa®.

Ér3orenyTe ECTPOTEHH MODKC Aa NOTTHKHAT WIM BJIONIAT CHMIITOMH Ha HACJCIÈH HIM CTEKHAT

aHTHOENEM.

Cexoja o6soxeHa TaGneTa coxpxu maxto3a. IlammeHTute co peTKH HaCieqHH Hapy11yBarba Kako

HHTOJNIEPAHHHjA Ha TAJAKTOSA, reHepanHa JePANAEHUHjA Ha JIQKT232 WIM lJIYKO3a-TAJAKTO3A

MaJlaricopnuHja He TpeGaa TO 3eMaaT OBO) JIEK.

Cexoja o6nokeHa Ta6meTa conpxH caxapo3a. TlaumeHTnTe co peTku HaCieqHH HaPyINyBaHaA Kako

HHTONePaHHMjà Ha dpykTosa, TJIyKo3a-FaJ1aKToa Manarlcopn1mja WIM CaXaPO3a-H3OMAJNTA3A

xebuunenuuja He Tpe6a Ja ro 3eMaaT OBOj JIEK.

4.5 Untepakunn co Apyru JIOKOBM A Apyru OOPMH HA HHTCP2KIIMH

Co uen na ce HeTeKTHPaAT NOTEHLMjANHHTE HHTEPAKLIHN, TPe6a Aa ce MpoBepaT H yNaTCTBaTa 3a NALHEHT

Ha HCTOBPEMEHO 3CMCHHTC JIEKOBH.

e BaujaHueTo Ha IpyTu JIeKOBH Bp3 Inxno-IIpornnoBa®

Axmuenu cyncmanyuu KOU 20 3201eMyeaam KAUDEHCOM Ha nonosume xopmonu (namanena eqbuxacnocm

NODAOU EHZUMCKA UHÔVKUUÏA

Mera6omu3MoT Ha CCTPOTCHHTC (H IIPOTECTOTEHUTE) MOKC Ja CE 3TOJICMM CO HCTOBPEMEHA ynoTpeba Ha

CYIICTAHUHH 3a KOM Ce 3Hae eka TIPENH3BUKYBAAT UHAYKUNja Ha CH3MMHTC OHTOBOPHM 3a META6OH3AM

Ha JIEKOBH, OCO6OHO ATOXpOM P450 eH3HMH, KaKO LITO Ce aHTHKOHBY3MBH (Ha TIPHMEP OapOuTypatn,

(eHHTOMH MpHMHOH, Kap6aMa3senHH) U @HTH-HH(eKTHBHA areHca (Ha IpHMep PAŸAMIHAIAH,

1e16AMAT, TPH3COPYJIBHR,pudabyTHH, HEBHPANHH, KaKO H MOKCHH HHTCP2KIM

okcKapOa3elluH, TONHHPAMAT, KaKO H 34 IIPOW3BOHH KOM COHPKQT K
e

Ke3TOJICMCHHOT Ha CCTPOTCHM H
je perforatum)
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epekT H IIPOMCHE H KpBapeme Ha MATKATA.

ÉH3HMCKa WHNYKIMja MOKe Aa ce 3a0elexu BeKe TO HEKONKy CHA ON HOUCTOKOT Ha Teparmmjara.

MakcHMalHa eH3HMCKa HHAYKUHja TeHepamHo ce NojaByBa mo Hekonky Henenm. Ilo npekuH Ha

TePanHjaTa, CH3MMCKaTa HHNYKIIMja MOKC Aa ce OHPKM OKOJIY 4 Helen.

Akmusnu cyncmanyuu CO PC3JZZL4HO GAUÏAHUE 6P3KZ0P6HCO70 HA Nonosume XOPMOHU

Hekonky xHxuGuTopa Ha HIV TIPOTEA3a x He-HyKlleosH1Ha peBep3HÖHJIHa TPAHCKPANTA3A BKITYUyBalkH

KOMÖHHauaM co HCV HHXHOATOPH Moxe Ma TH 3royleMaT WIM HAMQJIQT 11a3Ma KOHIEHTPAUHATE Ha

CCTPOTCH (WIM IIPOTCCTOTCH HJIM H ABET) ako ce 3emaaT HCTOBpeMeHO co X3T. OBHe npomMeHH Moxe na

6HHQT KIMHAUKH PCJICBQHTHM BO HCKOM cyly4au.

Tlopazn Toa, Tpe6a a ce 3eMaT BO IPeNBHA ynaTcTBaTa 3a ynorpe6a Ha KOHKOMHTAHTHH JIeKOBH 3a HIV
/ HCV, co nen na ce uNeHTUbHKyBaaT IIOTEHUMjAIHHTE HHTEPAKAHH A CHTC P1PYTH HOBP3AHH Tipenopaku.

Axmuenu cyncmanyuu KOZL 20 HaManyeaam KAUDEHCOM Ha NONOBUME XODJMOHZZ (CH3UMCKU unxubumopu)

Cunau u ymepexn CYP3A4 HUHXHÖHTOPH, Kako WTO Ce A30JIHH AHTAMAKOTHUH (Ha IIPUMep, DJIYKOHA3ON,

HTPAKOHA3OJ, KETOKOHA30N, BOPHKOHA3ON), BepanaMhl H M2KPOJIHIHH AHTAOHOTHUA (Ha TPHMEP,

KAAPHTPOMHIIHH, EPATPOMHHMH), AHNTHA3EM, COK OA TpejmbpyT, MODKAT Na TH 3TOJICM2T IJIA3Ma

KOHLEHTPALHHTE Ha CCTPOTCHM (HJIH IIPOTCCTOTCH MIM U JBeTE).

Bo peTku c1yuau, HaMaïlyBaHe Ha KOHICHTPAIHHTO Ha ecTpaquon ce 3a6eexKkaHA NPA HCTOBpEMEHA

ynoTpe6a Ha ONpeneHH AHTHÖOHOTHLH (Ip. HEHAUMIHHA U TETPAuAKIIUH).

CyncTaHlMH KOM NOJIeXKAT HA CYIICTAHUMjar1Ha KoHjyrauaja (np. Tlapameramon) moxe aa ja 3ronemar

GaopacnonoXMIHBOCTA HA ECTPAAHONOT IIPOK KOMIICTHTHBHA HHXMÖHLNjA HA KOHjYFAIMCKHOT CHCTOM 3a

BpeMe Ha al1copnmmjaTa.

Kaj HHAIWBHAYQJIHM NAUMEHTH, NOTpe6aTa ON OpaHH AHTAAAjAOETCKA JICKOBM WIM HCYJIHH MOxe Ja ce

IIPOMEHH NOPAAM BIMjaHueTo BP3 TOJNEPAHUAjATA Ha TIIyKo3a.

Josara Ha OpasIHHTe AHTHKOATYHAHCH MOXEa Tpe6a Aa Ce IIPMIIATOAH.

Baujanue naX3T Kou codparcam ecmpozenu Ha Opyzume NeKosu

Ce nokaxano eka, IIPM HCTOBCMCHA YIIOTpe6a CO JIAMOTPUTUH, XOPMOHCKHTC KOHTP2HCIITHBM KOH

COAPIKAT ECTPOTEHH, 3H24HTCJIHO ja HaMaslyBaaT IIJIQ3MQTCKQTQ KOHUEHTPAIMja Ha JaMOTPHTHH, Kako

pesyATAT Ha UHAyKIIHja Ha TJIyKypoHHNauMja Ha NAMOTPHTAHOT. [lopaxu oBoj ebekT, Moxe a nojne 140

HAMAJICHA KOHTPOJIA Ha Kaj xeHH KOH IN 3eMaaT MH HBQTQ JICKOBM HCTOBPEMEHO, CE OHCKJBQ

Aeka IIOCTOM CHAAHA UHTEPAKIIHja, Koja Moke Ja AOBeJE NO HaMallyBalbe Ha KOHTPOJIQTQ Ha HAHAHATE,

Wako HOTEHUHH)anHATA HHTepakuHja noMefy X3T 4 naMoTpurux He € npoyueHa.
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3a BpeMe Ha KJIHHHHKATE HCIIHTYBAHA CO KOMOHHHPAHHOT TpeTMaH 3a XIB
OMÖHTacBHp/napHTanpeBup/pHTOHaBHp co M 6e3 Maca6yBHp, 3TONEMYBAHETO Ha TpaHCaMAHa3aTa (ALT)
3a noBeke OZ 5 HATH 04 TOPHaTa TpaHn1a Ha HOPMAJIATA (ULN) 6eme 3HauHTerHo nouecTa kaj XKEHHTE

KOM KOPHCTCJIC MEAALAHCKH IIPCIIQP2TH WTO COJHPXKAT ETHHHN ECTPaAHON, Kako IIITO ce KOMÖHHHPAHK

XOPMOHCKH KOHTPALerITHBH. Kaj 3KEHHTE KOH KOPMCTCJIC MeHAUHHCKH KOM COH1PKQT

eCTPOTEHH PASJIHUHHA OF €THHHJI ECTPAAHON, KQKO IIITO € ECTPAAHON, HABOATA Ha TPaHCAMHHA3A (ALT)
Ouse copemHBH CO OHHC Kaj YKEHH KOM He TipHMayie ECTPOTEH. Cenak, nopayH OTPAHHUEHHOT 6poj Ha

XEHH KOH TH NPHMaJIE OBHE JPYTH ECTPOTEHH, HOTPCOH8 € NPeTIASIHBOCT IIPH HCTOBPEMEHA IIPHMCHQ Ha

KOMÖHHHpaHaTa Tepanuja omMOuTacBup/napuTanpeBup/puToHaBup CO HH 6e3 HaCaGYBHP, Kako H CO

KOMÖHHHpaHaTa Tepannja THHKANPEBAP/TAÔPEHTACBHAP (BUA HEIN 4.4).

Jlabopamopucku mecmosu

Ynotpebata Ha IIOJIOBM XOPMOHH MOxe Ja BJIHjae Ha Pe3YATATHTE OA OAPEREHH HA00PATOPHCKH TECTOBH,

BKIy4yBajkH rH MH GHOXEMUCKATE NapaMeTpH Ha IPHMOT HPOË, THPOHHHATA AJIE3JIA, ANPEHAIHATA H

6y6pexHata yHKHHja, HHBOATA Ha MpoTeHHUTe (HOCAUH) BO I11a3MaTa Ha Mp. KOPTHKOCTOPOHAHH

BP3YBAUKH YNOOyIHH M JHANAAHM/NANONPOTEHHCKH PAKUAH, TTapaMeTpH Ha jarJeHOXHAPATEH

MeTa6OJH3aM M MapaMeTpuH Ha koarynaunja u uGpanonusa. Ilpomenute o6H4HO OCTaHyBaaT BO

paMkuTe Ha HOPMQJIHMOT JaGOpPaATOPACKH oncer. 3a TIoBeke HHPOPMAUAH, Bugu nen 4.4 "JIpyru

cocToj6n".

4.6 ILroxxocT, 6pemenocT n Aoeme

bpemexoct:

Ynorpe6ara na Ilnxno-Ilporunosa® e KOHTPAHHAHUHPAHA 3a BpeMe Ha ÖpemeHocra. Ako ce NOjaBH

GpeMeHoCT, JICKOT MOpa BEAHALI Ja ce IIPeKHHE,

K1unnykH, TONaTolmTe AO6HeHH BO BPCKA CO OTPaHHYeHHOT 6Poj Ha H3JIOKCHM OpeMeHOcTH He

ykaxkyBaaT Ha HECAKAHH ecbeKTH Ha Hoprectped Bp3 PETyCOT.

Pesyntarute A06HeHH ON HajroneMHOT Opoj EIIHNEMHONOLIKH CTYAHH HO cera BO BPCK2 CO HEHAMEPHO

H3JIOKJBQHC Ha (PeTYCOT Ha ECTPOTEHH, He NOkaxkyBaaT TCPQTOTCHM WIM PeTOTOKCHUEH epext.

Jloeme:

Luxro-TIporanoBa® € KOHTPAHHAHHHPAHA 38 BpeMe Ha AOCHE. Mann KONHAHHH Ha IIOJIOBM XOPMOHH

MODKC Aa Ce H3JIaUyBaaT BO Maj4HHOTO MJICKO.

4.7 Banjanue Bp3 cnocoOHocTa 3a BO36H€ H pakyBalbe CO M2IIIMHM

He ce cnpoBerenn CTYAAM 3a BIHJAHHETO Bp3 CNOCO6HOCTA 3a BO3eHe HIM pakyBalbe CO MaAHH. ON

Laxno-[iporanoga® He ce oyekyBaa BIMjae Bp3 CHOCOGHOCTA 3a BO3CHC WIM pakyBare CO MAIIAHH.

yoev ME

4.8 Hecaxann gejeTBa
NE DHE A

Cepno3Hu HECAKAHH PEAKHHH TIOBP3aHH CO XOPMOHCK &À poexn Bo nen 4.4.
AT Rsm

moLe
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MQPKCTHHIIIKHOT TIEPHOR):

Cucrem/opran rnaca Yemun HerooGuuaeun Perkn
(21/100 <1/10) (21/1.000, < 1/100) (21/10.000, <1/1.000)

Mera6onun M 3eonemysame unu

HYTPATABHH HCJMCJD6CI8 Ha

HOPEMETYBAHA menchama meoicuna

IOpeMETyBarba HAMAJIEHO WIM

3TOJICMCHO m6uno

Tlopemeryzarsa Ha Tnasobonka Bprornasnua Murpena
HepBHMOT CHCTEM

IlopemeTyBarsa Ha XunepceH3ATABHU

HMYHOJOIIKHOT CHCTCM peakuyn

Ilcuxnjarpucku Bo3HemupeHoct,

Tlopemerysarse Ha BHJIOT

CpueBH nopeMeTyBaHa

T'acTpouHTecTuHanHn
TopemetyBatba
Kohn A IIOTKO'KHH

TopemeryBara

MyckyxockeneTHu
PI CBPBHOTKHBHH
MopemetyBatba

Hapy11yarsa Ha

penponyKTHBHHOT
CHCTEM M Tpa1ure

OnmTu TIopeMeTyBarba M

cocToj6u Ha MecTaTa Ha

aIMHHACTPALHjA
da ne

mepanuja)

TlopemeryBarse Ha BHJIOT Vintonepanunja KOH

A6domunanna Gonxa, Jncnencuja
2aderse

Ocun, Ilpypumyc EpnTema HOJOCYM,
Yprukapnja

Kpsapeive 30

ymepyc/eazunanno
Kp6aperee 6KAYUYUMENHO U

cnabo Kkpsaperve
(nenpasunnu Kpeapera
Kou 8000uuaeno ce

noëneky6aam 3a 8peme
npodonsicumenna

OCCTJIBM Tpa1m

Bonka Bo rpagute,

l'puere Ha MYCKYJIHTE

KOHTQKTHM JICKM

IloxyeHocT, nospakame

XnpayTusam, Axun

Jacmenopeja, BaruHaneH
HCHEAOK, CIMIITOMM
HAJIHK Ha

TIPeAMEHCTPyanHn
CHHAPOMH, 3TOJJEMYBärbe
Ha TpaauTte

!

N

Hagexenn ce HajCOOHIBCTH
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+ IIpajasex € 40 2 naTH NOTOJIEM PH3HK OA AHjATHOCTHHAPAH KapOHHOM Ha JOjKa Kaj >KEHH KOM 3eMaaT

KOMOHHHpana Tepan1nja CO ECTPOTEH-UPOTECTOTEH IIOBCKC ON 5 TONHHHN.

+ Kaj KOPHCHAIMTE Ha Tepannja CAMO CO eCTporeH 3FOJIeMyBaeTO Ha PH3HKOT € NOMA Of OHO} Ka)

KOPMCHHLIMTC Ha KOMOHHApaHA Tepannja co ECTPOTEH-TIPOFECTOTEH.
+ HnBoTo Ha pH3AK 3aBACH ON BPEMETPAEHETO Ha IIPHMEHATa Tepanuja (ormeqHeTe BO Fer 4.4).
* AIICOJIYTHHOT PH3HK IIPECMÈTAH Of PC3YJITQTHTO Of HAjrONEMATA PaHAOMH3HpaHa muate6o-

KOHTpouMpana cTyAuja (WHI) x Hajronemara ermaemHonon1ka cTyanja Million Women Study (MWS) ce
HABCJEHH TIOAOIY.

HajroremaTa MeTa - aHAJIH34 Ha IIPOCIIOKTHBHH ENHAEMHOAONIKH CTYAHH
IlpecmetaH JOMOJHMTeeCH DM3HK ON KaPHHHOM Ha NOjka0 5-TOAHIIHa yorpeba Kaj xexu co BMI on 27

kg/m').

Bo3pacr npu Cury4an na 1000 Cranka Ha OHOJIHHTEJIHH CJIYYAH
HOYETOK HA HCHHTAHHIH KOH He H3HK Ha 1000 kopucHhnun Ha

noTpeb6a Ha X3T kopucresie X3T Bo X3T no5 roxuxu
TOXHHH HePHO of 5 TOAHHH

(50-54 ronnun) *

Camo ecrporencka X3T

KomÖnnnpana ectporen-
mporecroren X3T

50 13.3 1.6 8.0

50 13.3 12 2.7

* O6ÖHEH0 ON OCHOBHMTe BPeAHOCTH 3a HHHHNEHNA BO Axrnuja Bo 2015 ronnHa Kaj KXEHH CO

BMI on 27 (kg/m?).
Sa6elemmka: co OTJIO Ha Toa Beka No3aqWHckaTa MHIIMMEHNA 3a KQDIIMHOM Ha JOjKA ce

Da3JIuUKyBA Tlomer 3emjuTe Bo EY, 6pojoT Ha HONONHUTeNHH CHY4AH Ha KAPHHHOM Ha NOjka MCTO

Taka Ke ce PA3HHKYBA NPOTNOPHHOHATHO.

IlpecmeTaH JONOMHUTeeH H3HK ON KQDIIHHOM Ha OIKa no 10-ronxmuxa ynotpeGa Kaj DKCHM co

BMI on 27 (kg/m?).

Bo3pacr npu Cayuau na 1000 Cranka Ha ONOJIHHTEJIHH CIYYAH
TIOU€TOK HA HCHATAHHNH KOH He H3HK Ha 1000 Kkopacanun Ha

ynotpe6a na X3T Kopucreje X3T BO X3T no 10 roaunn
roqHHu nepnon of 10 roxuau

(50-59 TOHHHH
Camo -ectporencka X3T

50 26.6 13 7.1

Kom6nnnpana ecTporeH-
nporecroren X3T

50 26.6 1.8 20.8

+

* OÖHEHO ON OCHOBHHTE BPeAHOCTH 3a HHIHNEHIa BO AHry1nja Bo 2015 roxuHa Kaj KEHH Co

BMI 01127 (kg/m?).
3aGererka: co OTNeX Ha Toa Jeka TIO3aNHHCcKaTa WHIIAEHIA 3a KQDIIHHOM Ha JOjKa ce

Pa3IukyBa IIOMef'y 3emjute Bo EY, GPOjOT Ha NONONHHTEJIHH CHYYAH Ha KQDIIHHOM Ha NOjka HCTO

Taka Ke ce pa3IukyBa IIPONOPIHOHAJIHO.

DHE

US WHI Cryaun - Jonosnntenen pu3uK 3a Ka
ys

ynotpe6a
0-TOAHILHA

9 < ea
zw m
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Ilpoceuxa Uanurenna ua 1000 CTanka Ha ONOJHHTeNHH

BO3pacT KeHH BO njaue6o rpyna pu3uK & cJ1yyau Ha 1000

TOAHHH nocJe 5 TOAHHH 95% CI KopnrcHnun Ha X3T
nocje 5-TOAHIHa

_ynorpe6a 05% CD
«°

EE aucr ecTporeH :

50 - 79 21 0.8 (0.7-1.0) wre 0)?

CEE + MPA ect OTEH-IDOTECTOTEH :

12 10 15 +4 0 950 -79 17
a WHI cryanja kaj YKEHH 6e3 yTepyc kon He NoKa@kase 8TOIEMyBalbe Ha PH3HKOT 3a KQPIIMHOM

Ha Jojka,
b Kora ananu3ute Oune orpannuenn Ha XEHH KON He KOPHCTEJIE X3T npex cryxujata, He 6110
3abeTe3KAHO 3rOIEMyBalbe HA PH3HKOT 34 BpeMe Ha IIPBMTC 5 TOAHHH OF Tepar1njara.
Tlocne 5 TOHMHM pa3uKOT 6HN TIOrOJIEM OTKONKY Kaj OHME JKCHH KOH He Kopucrene X3T.

Pu3uk on ennoMeTpujas1eH KAPUHHOM

TloctMeHomay3aJIH KeHn CO HHTAKTEH yTepyc

Pu3uKOT 3a eHAOMeTPAjaNeH KapuMHOM H3HeCyBa 5 Ha cekoja 1000-Ta >xxeHa co yTepyc, Koja He KOPHCTH

X3T. Kaj kenn co yrepyc, He ce MpenopayyBa ynoTpe6aTa Ha camo ecTporeHcka X3T, 3aroa WTO ro

3rOJIEMYBa PH3EKOT ON EHAOMETPHjANEH KAPLHHOM (ormeqHeTe BO AEJIOT 4.4).
Bo 3aBHCHOCT ON BpeMeTpaeHeTO Ha ymoTpeOaTa Ha caMO eCTPOreHCKa Tepanmja H AO3aTa Ha

ECTPOTEHOT, 3TONEMYBAIbETO HA PH3HKOT 38 EHAOMETPHjANEH KAPIIHHOM BO EIIHNEMHONOIIKHTE CTYAHH

Bapupan IOMery 5 M 55 AONONHATENHA AMjATHOCTHUMPaHH c11yyan Ha 1000 2KCHH Ha BO3pacT noMefy 50

u 65 TOAHHN.

MonaBarero Ha IporecToreH Ha MMCTQTQ eCTPOreHCKa Tepal1mja HajManky 10 meHa BO TeKOT Ha

LMKIIYCOT, Moke Na TO TIpeBeHnpa OBOj 3TONeMeH PA3AK Bo Million Women Study, ynotpe6ata Ha

KOMÖHHHPaHa (ceKBeHHHOHATIHA HIM KOHTHHyHpaHa) X3T BO TCKOT Ha 5 TOAHHH, He TO 3TOJICMHJIQ

PA3HKOT 38 EHNOMETPHjar1eH KapyHHOM (RR og 1.0 (0.8-1.2)).

ÖOBapnjas1eH KapunHoM

Ynorpe6aTa Ha caMo eCTporeHCKa, HIM KOMÖHHAUMja ECTPoreH-nporecToreHcka X3T e acolmpaHa co

Mano 3rOIEMYBalbe Ha PM3MKOT 3a NMJATHO3a Ha OBAPHjar1eH KaplIMHOM (TIOTIEAHETE Bo nen 4.4).
Mera-anann3a of, 52 eNHAEMNONOLIKH CTYAHH HOKAKAJNA 3TONEMEH PH3HK 3a OBAPHjAJIEH KapIIMHOM Kaj

DKCHH KOM MOMCHTQJIHO 3eMaaT X3T, BO cnopen6a co xeHn KOM HMKOralll He 3EMAJIE X3T (RR 1.43, 95%

CI 1.31-1.56). Kaj 2*xeHu Ha Bo3pacr ox 50-54 roguHu kon 3emane X3T 5 roqHHH, oBa pe3ynTupano co

nojaBa Ha 1 AononHnTenex cryuaj Ha 2000 kopuchnum. Kaj xenn Ha Bo3pacT on 50-54 TONUHH KOH He

semane X3T, okony 2 kenn Ha 2000 Oune AUjarHOCTANMPAHH CO OBAPHjANEH KAPUHHOM Bo Nepnog ON 5

TOXHHH.

Puzux on BCHCKM TpoMGoeM6oru3aM

X3T e acommpana co 1.3 fo rms penaTuBeH PH3HK 3a PA3B0 HA BeHCKH TPOM6OEMÖONH3AM

(BTE), T.c. Ana6oka BeH Ripostes AA yymonaren eM6oru3aM Tojapara Ha BaKOB HacTaH €

IIPBAT2 T X3T (norsenHerte Bo nenoT 4.4), Pesyntatute on WHI
HOBepojaTHa Bo aya ya
CTyAuHTe ce

<a 4 +"ao

4 + ©
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WHI Cryxau - Aonos1nnresien pu3ux 3a BTE noce S-TOAALIHA ynoTpe6a

Ilpoceuna Hnungenua na 1000 2KCHM CTanka Ha PH3HK Hononnutennn

BO3pacT BO NAIANE6O rpynata nocye & 95% CI cayuau na 1000

roanHH 5 TOAHHH KODHCHH H HA
X3T

Camo ecTporeH -opasina ynoTpe6a *
>

50 - 59 7 12 0.6 -2.4 1 3 10

Opa,1na KOMÖHHAUNja ecrporen-uporecroren
50 - 59 4 2302-43 5(1-13)

a Crynuja kaj xexu 6e3 yTepyc.

Pusuk on kopoHapHa apTepncka 6omecT

Pu3HKOT of, KopoHapHa aPTepHCKa GorecT € MQJIKY BFOJICMCH Kaj KOPHCHHHH HA KOMGHHAPaHA ECTPOTEH-

nporecrorencka X3T Hag 60-roxamma BO3pacT (MOTNENHETE BO AenoT 4.4).

Pu3nk on HcxeMHUEH yn

Vnotpe6aTa Ha CaMO ecTporeHcka M ECTPOTEH-UPOTECTOFEHCKA Tepalluja € ACOHHPAHA CO 3rONEMyBAHE

Ha pewaTHBHHOT PH3HK OX HCXeMHUEH yAap AO 1.5 natu. Pu3HKOT of xeMoparauen ynap He ce

3ToJIeMyBa 3a BpeMe Ha ynoTpebata Ha X3T.

PenaTHBHHOT pH3HK He € 3aBHCEH ON TOAHHHTC HAM BpeMeTpaeHeTO Ha ynoTpeOaTa, Ho Guxejkn
OCHOBHMOT PH3HK € CHJIHO 3aBHCeH OA TOAHHHTE, 3TOJICMJB2HCTO Ha PM3HKOT Of yap kaj KEHH KOU

KopacTar X3T reHepanHo ce 3TOJICMVB2 CO TEKOT Ha TONHHHTE (TIOTJHEHHETE BO HICJIOT 4.4).

Kom6unnpann WHI Cryxuu - onoranTerenx PH3HK ON HCXeMHUCH VAAP* BO TeK

Ha S-TOJHINHA yooTpeda

IIpoceyna Munugzenia na 1000 Cranka Ha AonoamnTernn
BO3pacT KeHH BO n1aue6o PH3HK & 95% c1yuan Ha 1000

(roxuuu) rpynata noce 5 CI KOPHCHHLH Ha

TOJHHH X3T nocue 5-
LOAHIHA ynoTpeda

50-59 8 1.3 (1.1 - 1.6) 3 (1-5)
*He Guna Har1paBeHa Andepenumjaunja IoMefy HCXEMHUEH H XCMOP2THUCH yap.

Bune npujaBeHu Apyru HecakaHy PEAKLHH NOBp3aHH CO TEPATHjATA CO ecTporen / IIPorecToren:

- 3a6071yBaHe Ha 3KOJIYHOTO Kece.
- KoxHH A IIOTKODKHH HaPyluyBaHa: MeJIa3Ma, MYyJITHOpMeH EPHTEM, EPHTEMA HONOCYM, BackylapHa

uypr1ypa.
- Bepojarka JeMeHuUnja Kaj HALHEHTH Ha BO3pacT Hag 65 TOAHHH (trormeqHeTe BO JeJIOT zen 4.4).
- Kaj XEHH co Hacrenen aHTHOENEM, ET3OTEHHTE ECTPOTEHH .MOXKE Aa TH NOTTHKHaT HWM BIOINAT

CHMIITOMHTC Ha aHrHOeJIEM (norseqHeTe BO eu 4.4).

m ©
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TIpujaByBalbe Ha COMHHTCJIHM HecakaHy PEAKUHH

HecakanuTe peak ON JICKOBMTC MOKe Aa TH IPAjABHTe Bo HarnoHas1HHoT WeHTap 3a

PapMakOBHATANAHNA IIPM ATEHUHjATa 3a JeKOBH H MEIAHUHHCKH CPEACTBA (yr.Cs Kupua u Meronuj 6p.54

KaT 1)"uM 110 eleKTPOHCKH NAT npeky Be6 cTpaua Ha Arexuyjara https://malmed.gov.mk/.

4,9 TIpexosnpame

IIpenosnparseto Moxe Na IIPeAH3BHKA raneRBe U NoBpakalbe U KpBapelbe BO JaMKH Kaj Hekou Kenn. He

HOCTOH KOHKDOTCH IIDOTHBOTDOB H MO a Na ce 06e36e1H CHMIITOMATCKH TPETMAH.

4 @MAPMAKOJIONIKH IIOIIATOIIM

5.1 DapmaKkoguHaMmcKH CBOÏCTBA

@apmakoTepaueBTcka Tpyna: [Iporecrorexu U eCTporeHx BO KOM6AHANHjA.

ATI xoa: G03FB01
+ Ecmpaduon eanepam

AKTHBHATA COCTOjKa ECTPAAHON BAJIPAT, IIPOM3BOH Ha CHHTCTHHKMOT 17ß-ectpannon, e XCMWCKH H

GuonomKkn HACHTHHCH Ha CHAOTCHHOT XyMaH ecTpanmon. Toj ro saMeHyBa ryOemeTo Ha

IIPOW3BOHCTBOTO Ha CCTPOTCH Kaj >KEHHTE BO MeHONay3a A TU yONlakyBa CHMIITOMHTC Ha MEHONAY3ATA.

Ectporenute ro cripe4yBaaT HaMaJlyBakbeTO Ha KOCKeHaTa Maca IIO MEHONAY3a HIM OBAPHEKTOMHjA.

© Hopzecmpen/neeonopzecmpen

AKTABHATA COCTOjKa HOprecTpes/MeBoHoprectped € CHHTCTCKM NPOTECTOTEH.

Buxejkn ecrporenute ro IIPOMOBMP2QT PQCTOT HA EHAOMETPHYMOT, THE TO 3TOJICMYB2QT PH3HKOT ON

CHHOMETPAjANHA XHIIEPILNA3Nja }U KAPLHHOM HOKOJIKY He ce KOMGHHHPAAT CO IIPOTECTOTEH. HonasameTo

Ha rporecTOreH HOpreCTpen/HeBOHOPreCTpeJ BO TOJICM2 Mepa TO HaMaslyBa eCTPOTEH-AHAYUAPAHAOT

PH3MK OF EHAOMETPAjanHa xunepiia3zyja kaj He-XHCTEPEKTOMAPAHH KEHH.

Co cocraBoT U IHKIHUHHOT pexuM Ha LInkno-Ilporunopa®, Bk1yuyBajkn 4 ecrporeH MoHobasa BO Tek

Ha 11 neHa, KOMÖHHalMja Ha ECTPOTEH-NPOTECTOTEH Bo Nepvog On 10 xexa u uHTepBan Ges Tepanuja OF

7 WeHa, MEHCTPyANHUOT INKIYC Ce BOCIIOCTQBYB Kaj DKCHH CO HHTQKTCH yTepyc, Moy YCJIOB Teparmjara

Ja ce 3eMa PENOBHO.

Ynorpe6ara Ha [[uxno-IIporunosa® He ja AHx46Apa oBynaumjara 1 peuucu He BIINjae Ha EHAOTEHATA

opmauuja Ha XOpMoHH. OBoj JICK Moxe Ja ce ynoTpe6ysa kaj IIOMJIANM DKCHH 3a Ja ce passe u

peryAApa HHKJHYCOT, KaKO M Kaj TEPAMEHOIAY3ANHA DKCHM 3a TpeTMaH Ha HeperyapHOTO KpBaperbe ON

MATKATA.

Haopmayuu dobuenu où knunuuxume ucmpaoicyearea

° OxecxyBae
one

MY a CCTPOTCHCKM IE@uuur H BHAOBH Ha KpBapeme

- 3a Bpeme Ha on93e, nam KOHEYHO ryOeme Ha Ha €CTPAAUON ON

ÖHSIHOCT Ha EepMOperynalmjaTa, NPeIH3BHUKYBajku TOMI
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6paHoBH TOBp3aHH CO HapyI11yBaBse Ha CITHEHR€TO H TipekyMepHo NOTEIbe. OcobeHo 4ecTH Ce H BHAIH Ha

Ha cocToj6aTa Ha KODKAT H MyKo3aTa (OCOÖCHO BO perujaTa Ha TEHHTOYPHHAPHHOT TPAKT) .

Tlomanky cnenabnunu 3a MeHoray3a, HO YECTO CIIOMCHQTH KQKO ACs ON KIIHMAKTEPHCKHOT CHHAPOM, ce

CHMIITOMM KakO WTO Ce: CHMIITOMH TIOBP3aHH CO AHTHHA IIEKTOPHC, NANNHTAUHHA, PA3APAIIHBOCT,

HepBo3a, HEOCTATOK Ha eHeprHja U KOHIEHTPalmja, 3a60paBeHOCT, ryOewe Ha HHÔHHOTO A 6OJIKM BO

3rmo6oBuTe U MyckymuTe. X3T yOnaxyBa MHOry OJ] OBHE CHMIITOMH Ha nehuumt Ha ecTpaquon Kaj

DKCHQTQ BO TlepHoOOT Ha MeHOTIay3a.

BAO

- X3T uMa IIO3HTHBCH e*eKT BP3 COApPKUHATA Ha KONareH Ha KOKATA, KaKO M Bp3 TYCTHHATQ Ha KOKATA,

M Moxe Ja TO 3a6aBH IIPOHCCOT Ha HaOupaibe Ha KOKATA.

- Ocno6onyBame Ha CHMIITOMMTC Ha MeHONay3a Ouro 3a6eneaHO BO IIPBHTC HCKOJIKY HCHCJIM ON

TepannjaTa.

- JlononnutenHata Teparnja co mporecroreH IPA ecTporeH BO TIePHON of HajManky 10 xeHa Bo

IIHKIYCOT Kako Kaj L[ukno-IlporuHoBa® ro HaMaslyBa PH3HKOT ON EHAOMETPHjanHa Xurieprnasuja, Kako

M MponpaTHHOT PA3AK ON AICHOKAPIIHHOM Kaj DKCHH CO HHTAKTEH yTepyc. JONONHHTEINHATa Tepannja co

NporecToreH IPM ECTPoreH He BJHjae Ha edbHkacHocTa Ha CCTPOTCHOT 3a HeTOBUTE JOKAKAHH

HHAHKALMM.

e TIpepenyuja Ha ocTeomopo3a

Mebuuntor Ha ecTporeH pH MeHonay3aTa € NOBp3aH CO 3TOMeMEHN TIPOMeHH BO KOCKUTE U

HaMaslyBarbe Ha KOCKeHATa Maca, X3T ja Hamay1yBa pecopn1mjaTa Ha KOCKuTe M ja 3a6aByBa HJIH ja
HpeKuHyBa 3ary6aTa Ha KOCKCHQTQ Maca BO IICPMOHOT HA IOCTMEHONAy3a. Hema AOKa3H neka X3T ja
Bpaka KOCKCHATA Maca Ha HHBO npeA MEHONAY3A,

- EbekToT Ha ecTporeHuTe Ha KOCKeHATA MHH€paJIHA rycTHHa 3aBHCH ON AOSATA. 3al1muTara €

ecdbeKTHBHa Ce NONeka Tpae TpeTMaHOT. [lo npekuaysamero Ha X3T, KockeHaTa Maca ce ry6H co

Talika CIM4Ha Ha OHaa Kaj HEJIEKYBAHHTE KEHU.

Jokaznte ox ucnutTyBalbata Ha WHI u META-AHAJIH3HUTE NokaxyBaaT Deka TeKOBHaTa ynoTpeGa Ha

X3T camocTojHo WIM BO KOMÖHHaUNja CO qporectoren - AaneHa Ha IIPETEIKHO 3AP2BM KeHH - TO

HaMallyBa PH3HKOT ON paKTYPH Ha KOJIKOT, BEPTEÖPAnHH M ApyTu OCTCOIIOPO3HM paktypu. X3T
WCTO Taka MOKE a IIPCBCHHP2 PPAKTYPH kaj XKCCHH CO HHCKA KOCKOHA TYCTHHA u / MIM yTBpyeHa

OCTEONOPO3A, HO HOK23HTC 3a TOA CE OTPAHAUEHH.

OncepBauHoHHTe CTyYAAH H HMCHHTyBaHeTo WHI 3a conjugated equine estrogens (CEE) nayc

MEAPOKCHIIPOTECTEPOH (MPA) ykaxyBaaT Ha HaMaslyBathe Ha MOPOHIATETOT KaKO HOCNEAHLA

Ha KaplHHOMOT Ha xe6eroTo WpeBo Kaj DKCHHTC KOH BO HOCTMEHONay3a 3eMaaT X3T. Bo WHI

CTyAHjaTa 3a MOHOTepanuja co CEE He e 3aGerexano HaMallyBarbe Ha pH3HKOT. He e no3HaTo 'Aan
OBMC HAOJH, MCTO Taka, CE OHHECYBAAT H Ha HPYTH npPousBonn

NE DHE
ME

< m
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5.2 DapMakKOKHHeTCKH CBOjCTBA

® EcTpaxyon BAJICPAT

Ancopnunja

EcTpaamon BaslepatoT 6p30 x ICJIOCHO ce alicop06upa. CTCPOHAHWOT ecTep e IIOACJICH Ha ecTpaquon H

BaJIEPHUHA KHCOJIH2 IUTOM Ke TO AOCTMrHe HPCBHHOT SUN H 3a BpeMe Ha IIPBOTO IIOMMHVBAHC HM3

IpHHoT Ap06. Bo ucTo BpeMe, ectpaquomoT 6p30 ce MeTaOomH3upa MO ECTPOH, CCTPHOJI H eCTPOH

Ilo opamHa axmnHncTpannja Ha ecTpaznonBarepaT, okony 3% of jo3aTa cTaHyBa

GuopacnoroknuB. 3emMamero CO XpaHa Hema BJAjaHHe Bp3 GHOPACIIONOKHABOCTA Ha ECTPAAHONOT.

Ancrpnöyumja

MakcuMasinata cepyMcka KOHNEHTPa1mja Ha ecTpanmon (okony 30 pg / ml) reuepanHo ce mocTurHyBa

noMefy 4 u 9 yaca mo 36MaHe Ha Ta6neTara. [locre 24 yaca où 3eMame Ha TaOmeTaTa, cepyMckaTa

KOHLEHTpaumja ce HaMaslyBa Ha 15 pg / ml.

EcTpaxuon ce Bp3yBa 3a an6YMHH H TIOGYIHH Koj TH Bp3yBa IIOJIOBMTC xopMonx (SHBG). Cerrak,

BP3yBälbeTo 3a SHBG e noMano ox oHa Ha neBoHoprectper. Cno6onHarta Ha ecTpaquom BO

cepymoT e 1 no 1.5%, a @paxunjata Bpsana co SHBG e Bo paur on 30 no 40%.

IIPHBHHOT AUCTPAGYTHBEH BOJIYMCH Ha CCTPQAMOJI 110 EIHHEUHA HHTPQBCHCKQ A03a e npaônaxHO 1 L
/kg.

Buortpauchopmaunja

Ilo jenemeTO Ha er3OreHHOT ECTPANHONBanepaT, MeTaOoNM3MOT Ha JICKOT ja c1enm

GHOTpaHchopMalmjara Ha CHAOTCHMOT ecTpannon. Ecrpaxuon ce Mera6onu3apa IIPBCHCTBCHO BO IPHMOT

Ap06, Ho HCTO Taka H BO IpeBaTa, 6y6pesnTe, CKCJICTHMTC MYCKYJIM M LeNHATE opraun. Bo oBoj cayuaj ce

bopMHpaaT ecTpOH, ECTPHON, KQTCXOJI ECTPOTeHH, cydaTHH M TIIyKyPOHHAHM KOHjyraTH Ha OBHe

CYIICTAHLIMH, UNja ECTporeHa byHKInja e 3HAUATENHO moMayia WIM He.

Enumunaunja

BKynHAOT cepyMCKH KIHPEHC Ha ECTPAAHON IIOCJIC CHMHCHCH HHTPQBCHO3CH BHCC € MHOTY BapHjaßnnen;

Bo oncer oa 10 no 30 ml / min / kg. OnpeneH IIpoleHT Ha ecTpaquorHu META6ONHTH ce H31aAyyBaaT BO

DKOJIHKQTQ H MHHYBAAT HH3 T.H. CHTCPOXCIIQTHWH8 UNpKynanuja. Ha KpajoT, eCTPannonHnTe MeTaGOJIATH

TJIQBHO Ce H3a4yBaaT Kako CYNDATH M TAYKYPOHHAH CO YPHHATA,

CocToj6a na CTAÖH.IHA P2MH0TC2K2

Caoperexo co exHHeuHA 11038, IIPH NoBekekpaTHO HO3HpaRe, 3a0ee2KaHO € ABOKPATHO 3TOJIEMYBalbe Ha

CepyMckuTe KOHIEHTPALHH Ha ECTPANHONOT. Bo npocek, KOHUEHTPALHjATA Ha ecTparyon e momefy 30 u

60 pg ml MGXTA} LEHTPAUUH Ha eCTPOH, IIOMQJIKY ecrporeH METAGOJUT, AOCTHTHYBAAT

AHORA on omaa Ha ecrpon cy.11dbar, KOj AOCTATHyBa MpHOmM«no 150 natu
KOHHEHTPAU
IIOBMCOKM Ilo 3aBpliyBaHeTO Ha TpeTMaHOT co Ilukno-Ilporunosa®

ce BpakaaT BO COCTOj6aTa Ha TIPEATPETMAaH BO POK of 2 AO 3

neHa He riema::pa3apaa HIEHTPalImjaTa Ha ecTporeHOT moMery cbasata Ha TpeTMaH co
+

+ aa

ECTpammon KOMÖHHAUHja CO HOprecTpei
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e Hoprectpen

Ancopnunja

Tlo opanHo BHecyBalbe, Hoprectper 6p30 x HerocHo ce ancop6upa. AKTHBHATQ KOMIIOHEHTA HA palleMaT

Hoprectpesor € JEBOHOPTECTPEN, Koj € LCJIOCHO GHOPACHONOIIHB H MpeTcTaByBa IIOJIOBHH2 ON AOBATA

OX Hoprectped.

Ancrpnöyunja

Bo npocek, JIEBOHOPTECTPENOT IIOKaXKYBa MAKCHMAHA KOHINEHTPANHjA BO HJIA3MATA on 7 Ao 8 ng / mi Bo

pox oa 1 no 1,5 uaca no 3eMambe Ha eHHeuHA 1038 Ha Unxno-Ilporunoa®. CrencTBeHO, IINA3MATCKATa

KOHNEHTPauMja HA NEBOHOPTECTpen ce HaManyBa 6udbasno co cpeyeH TomyxKMBOT on 27 yaca u

AOCTUTHyBa MMHHUMAJIHA 21034 On 1 ng / ml 24 yaca no auMuHHCTpammjaTa.

JleBoHorecTpen ce Bp3yBa 3a anOyMHH H CO SHBG. Camo okony 1 no 1,5% on BKyMHaTa KOHIEHTPANH)A

Ha JICBOHOTCCTPCJI BO HJIA3MATA e CHo6oza. PenaTHBHHTe IIPOIIOPIIHM Ha CIO6OAHHOT, an6yMUH- M

SHBG- Bp3aH JICBOHOTCCTPCJI ce BMCOKO 3aBHCHH OA ma3maTcKuTe SHBG koHueHtpaunn. [lo

MHAYKUMjaTa Ha BP3yBAUKHTE TIpOTeHHH, BP32HMOT IIPOIICHT ce 3ro7eMyBa Ha SHBG, nonera IIPOLCHTOT

Ha c10601HaTa bpak1mja M anOyMHHCKH Bp3aHaTa cpakunja e HaMayex. Ha kpajor Ha ECTPOrTEHHTE

MoHobasn Of TepanucKuoT uuknyc co Inkso-IlporunoBa® ja mocrurnyBaar makcnmar1nara SHBG

KOHIHEHTPAHjA BO ILJIA3MATA, Koja IIOTOA HAjMHOTy ce HaMaslyBa Ha KpajoT ON KOMOHHHPAHATA dasa,

Taka, c1o60nHaTa JleBoHorectpencka pakugja e npaônuxHo 1% Ha IIOHCTOKOT U npu6nmKHo 1,5% Ha

KpajoT Ha KOMGHAHApaHaTa ba3a. CoonBeTHATe nponopuan Ha SHBG Bp3aHuoT nesooprecrpen ce 70%

Ha IIOHCTOKOT U 65% Ha KpajoT on oBaa (pasa.

BuoTpanchopmaunja

Hoprectpen ce MeTa6onksupa EKCTEH3HBHO. HajpaxHuTe Mera6onnyku TaTHIITA Ha aKTHBHaTa

cyn1cTan1mja JICBOHOPICCTPCJI (LNG) ce penykumja Ha A4-3-oxco rpynaTa U XHAPOKCHNANH)A Ha

nosnunja 20, 1B x 163, npocreneno co Konjyrauuja. l'IABHHOT eH3HM BKJIYHCH BO OKCHHATHBHHOT

MeTa6onnsam Ha LNG e CYP3A4. On xocTanHHTe HH BHTHO HOHATOUH, MOKC Ja ce 3aGenexH Neka

peaklunte Ha GaoTpaxchopMauuja, rocperyBann co CYP eH3uMHTe, Moxe Na 6HHQT ON Mala BaKHOCT

3a LNG, Bo cropen6a co peakyuuTe Ha penykunja 1 koHjyraumja.He ce no3sHaTu apmakoromku
aKTHBHH METAÖ6OJIHTH,

Ermmnnaunja

BKynHHOT KIIMpeHC Ha JEBOHOPTECTPEN of CepyMOT e npu6nmkHo 1 mi / min / kg. Co nonyxuBot ox

HPH6J1HKHO 1 CH, METAÖONHTHTE Ha HOPTCCTPOJI Ce H31aUyBaaT BO YPHHATA A KOJMAKATA BO IIPHÖNMKHO

HCTA Nponopunu.

Coctoj6a Ha CTAÖHIHa pamMHoTexKa

Co orsey Ha Nosy2KHBOTOT Ha EJIHMHHALMja Ha JICBOHOPTCCTPCJI of CEPYMOT, ce OHCKYBQ akyMyJlal1nja

Ha aKTHBHATA CylicTaHya. Cnopey Toa, upH IIOBTOPHA yIIoTpe6a Moke Na ce 3a6eJIeKH 3TOJIeMYBAHE Ha

KOHNEHTPaumjara on npaônaxHo 1 ng / mi. Bugejku cnoco6HocTa na ce Bp3e co nporenHuTe

(HaMajlyBae Ha KoHIeHTpaumjara Ha SHBG) ce me 1 BpeMe Ha TepalivjaTa, CEPYMCKATA

KOHHEHTPANH]A Ha NEBOHOPTECTPEI Ha IIOHCTOKOT U BHaTa ecTporeHo
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MporecTareucka (a3a Ha TepanmjaTa, BCVIIIHOCT He ce pas11mkyBa. 3aToa, mo HOBTOPEHATA

anMmuHncTpaumja Ha Ilukno-IlporunoBa®, He Moxe fa ce YTBpAH akyMyllalnja Ha JIEBOHOPTECTPEN Bo

CepyMOT.

5.3 IIperkaunnuuKu IIOH2TOIM 3a 6e36eqHOcTa

e Kaxneporenoct

Pe3ynTaTaTe On CTYAHATE 38 TOKCHUHOCT, IpH MoBeKekpaTHO AO3APAIBE CO IIBCTC QKTHBHE CYTICTAHIIHN,

He IIOKaKAA PH3HIIH 3a TYMOPCKM hopMauaH ynorpeda kaj 1yFeTo.

Cenax, Tpeba Aa ce 3a6enexx Heka HOJIOBHTC CTCPOHAM MOxe a ro 3a0p3aaT pacTOT Ha OHPENEHH

XOPMOHCKO-34BHCHH TYMOPH M TKHBA.

e EMGpHOTOKCHUHOCT/ TepaToreHocT

PenpozyKTHBHHTE TOKCHKOJIOIIIKH CTYAIHH CO JIOBOHOPTCCTPCJI He HOKaXKAJE TEPATOTEH HOTEHUHjAN H

HeMaJIO PP3MK 3a BHPMIIHZAIIHja HA KEHCKATE PETYCH BO BPCKA CO HAPUHjANHHOT AHAPOTEHCKH eperT Ha

JIBOHOPrECTPeNOT BO TepareBTCKH A03H. Cerrak, GpeMeHOCTa € KOHTPAHHAHKAUHjA 3a ynotTpeba Ha

Iaxro-Tporuxo8a°.

Puxejka ynorpeGara Ha ecTparnonBanepar He AOBEAYBA AO HedH3HOJNONKH KOHIEHTPAUHH Ha

CCTPQHOJI BO CEPYMOT, HeMa AOKa3H JEKa OBaa CyncTaHua 6H TO 3arPOBHJIA PETYCOT.

e Myrarenoct

Cryquute co MH BHTPO M HH-BuBO CO 17ß-ecrpannon Hnx co MeBOHOprectpen (T.e. PapMaKONOMKH

AKTHBHHOT CHQHTHOMCP Ha HOPTECTPEN) He NOKaKasle MyTareH HOTEHUAjAN.

5 GJAPMAIIEBTCKH IIOIIATOIIM

6.1 JIucra Ha ekcunnnmench:

HaKTO3a MOHOXHAIP2T

HUEHKAPEH CKpo6
IIOBHAOH
Tasik
MarHe3HyM cTeapaT
caxapo3a
Makporon 6000
KaNLHYM KapOOHAT
MOHTAHTAHKON BOCOK

r1mmepon 85%
THTQHIYM AMOKCHA (E171)
XeJIe30 OKCHA TIATMEHT, KONT (E172 EQ
xKeJe30 OKCHA IIATMEHT, UpBeHx (E

6.2 HHKOMnATAÔHIHOCT
He e 3a6enexaHa
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6.3 Pok Ha ynoTpe6a
5 TOHMHM Ÿ Jp SHKY?
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Cyclo-Progynova® Summary of Product Characteristics

6.4 Hauux Ha uyBame
JlekoT uyBajTe ro Ha MecTa HEIIOCTANHH 3aAE.
JIekoT He Gapa noceGHn YCJIOBH Ha 4yBalbe.

6.5 Ilpupona u conp;kuHa HA HAKYBARETO
Luxno-[porano8a® o6noxenu Ta6nera (11 6enn + 10 cBerno KabeaBn TaGneTH) ce HaofaaT BO Önucrep

nakyBakHB€ HallpaBeHO ON TPAHCHAPEHTEH ON HONABAHMII XJIOPHA À ANYMHHAYMCKa bonmja.

6 HOCHTEJI HA OAOBPEHHETO 3A CTABAIDE HA JIEKOT BO IIPOMET
Bayer doo Ljubljana, IIpercTaBHHILTBO Cronje
Ya. Anton Tonos 6p.1, nox. 4/Mes./nam.2, 1000 Cxonje

7 BPOJ HA PEWIEHHETO 3A CTABABDE HA JIEKOT BO IIPOMET
15-3469/13

8 JATYM HA JIPBOTO OJOBPEHHE 3A CTABAIDE HA JIEKOT BO ITPOMET H JATYM HA
IIOCJIEIIHOTO OBHOBEHO OHOBPEHHE

31.10.2013

9 AATYM HA HOCJIEIHA PEBH3HJA HA TEKCTOT
12.2024
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