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3BHPEHM3BEIIITAJ 3A KAPAKTEPHCTHKUTE HA JIEKOT

1. HME HA JIEKOT

Ja3®3 mg/ 0,02 mg dumm-o6no>xeHn TaGneTu

2. KBAJIHTATHBEH U KBAHTHTATHBEH COCTAB

24 CBOTJIO Po3eBH punm-0610%eHn
Cexoja parm-o610xeHa TaGnera coxpxu 0,02 mg OTHHHJICCTP8HWOJI (kako 6eTalekc KaTpaT) 4 3 mg
APOCHAPEHOH.

Ekcnunuenc co nosHaT ebeKT: NaKTo3a 46 mg (kako JICKTO32 MOHOXAApaT 48.18 mg)

4 Gen nraue6o (HeakTHBHU) barM-0610%eHH TaGJIeTH:
Ta6netata He cOHPXKU AKTHBHH CYIICTAHIIUM.

Ekcuunyenc co II03HaT ebeKT: TaKTo3a 22 mg (kako JaKTO3a MOHOXHHPAT 23.21 mg)

3a ICJIOCH2 JIACTA Ha EKCIIHTIMEHCH BO HCJIOT 6.1.

3. ®APMATIEBTCKA ®OPMA

DurM-0610xeHH TabNeTH

AKTHBHUTe TaOMeTH Ce CBCTJIO PO3EBH, OKPYTJIM CO KOHBEKCHH CTPAHH, EAHATA CTPAHA © O3Ha4eHa CO ÖyKBHTE
"DS" Bo BOOÖHYAeH INECTOATOJIHUK.

Inaue6o Ta6JIeTUTE ce 6eru, OKPYTIIH CO KOHBCKCHM CTPAHH, eHaTa CTpaHa € 03HayeHa co ÖykBuTe "DP" Bo

BOOÖHyaeH IIIECTOATONIHHK.

4. KJIHHHYKH OCOBEHOCTH

41 TepaneBTCKH AHAHKALAH

Ja3 e opamHa KoHTpauenumja.

Ilpr1 ogsykata na ce npenmme Ja3 Tpe6a aa ce 3eMaT BO IIpeNBHN HHAABHIYANHATE TCKOBHM Ha PWBIK
Ha *KeHaTa, ocoGeHO OHNE 3a BeHCKa TpoM6oemM6oruja (BTE) kako H PA3HKOT 3a BO Cropex6a co
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4.2 Ao3upake u HaYuH Ha ynoTpeba

Hate HaynorpeGa: opas1ma ynoTpeGa

Aozmpase

Kako ce 3ema Ja3

TaOneTuTe Mopa Ja ce 3eMaT CeKOj JeH BO IPHÖNTDKHO UCTO Bpeme, Io ttorpeda CO MaJIKy TEYHOCT, 110

pezocnezoT IpPHKaKanH Ha Grmcrep TIakyBarseTo. TabmeTuTe ce 3eMaaT KOHTHHYHPanNo. Ce nue Io exHa TaGneta

HHCBHO BO IIEPHON ON 28 HEIIPEeKHHATH MEHOBH. Cekoe CJICHHO NakyBatbe Ce IIOYHYBA IIO HCHOT Ha TIOCJIEIIHO

3eMeHaTa Tab1eTa ON TpeTXoqHOTO NakyBatse. IIcesqomMeHcTpyasHOTo KpBaperbe O6MUHO IIOYHyYBa Ha 2-3 Wen

HO MoveTOKOT Ha nNanebo TAÖNETHTE (TOCHEHHHOT pez) H MOXE Ha He 3aBpLIIM TPE HOYETOKOT HA CHEHHOTO

HaKyBälbe,

Kako ce 3anouxyBa co Ja3

e Be3 nperxoqua ynotpe6a Ha XOPMOHAJIEH KOHTPAIIEIITUB (BO H3MHHATACT Mecell)

3emanmero Ha TAÖIETHTE TpeGa Wa IIOWHC HA IIPBHOT ACH OX HPHPOAHHOT IWKJIC Ha KEHATA (TIP. IIPBHOT zen Ha

HEj3HHOTO MEHCTPyanHo KpBaperze).

» [Ipu MenyBalke of KOMÖHHHPaHa xopMoHaJIHA KOHTpallenuvja (KOMÖHHRPaHa oparHa Koutpamennnaja (KOK),
BarTHHAJIeH IIPCTCH MIM TP2HCHCPMAJIHA JIETEHKA)

KeHaTa Tpe6a Aa Mowe co Ja3 no MOXHOCT Ha HCHOT IIOCJIC IIOCJICHHATA AKTHBHA TaGJieTa (TTOcNeNHaTa TabneTa

ITO COHPDKCM AKTHBH2 CYTICTaH1mja) of HejauHaTa IIPOTXOHHA KOK, Ho HajxouHa Ha HCHOT IIITO ocre
BOOÖHYAEHHOT IICPHOA 6e3 TaGreTu IICPMOAOT 6e3 XOPMOHCKH TA6JIOTW ON HejanHara 1perxosua KOK. Bo

cyuaj kora Ou yIIoTpe6yBaH BATUHAJIEH HpCTEH WIM TPaHcNepMar1Ha MeneHKa, KeHaTa TpeOa Ja IIOHHC CO

ynotpe6a Ha Ja3, 110 MODKHOCT Ha AEHOT Ha HHBHOTO OTCTpaHyBalbe, HO Haj{OHHA Ha HCHOT Kora Tpe6a a ce

CTABH CJICHHAT2 an11Imkaumja.

e Tipu MexyBake Of MeTOA caMO co MporecToreH (Ta61eTa WTO CONPXH CAMO MporecToreH, HHjeKHAjA,

HMINIAHT) HII ON IIPOTECTOTEH-OCHO6ONyBAyKH HHTPAyTePAH cuctem (AYC)

)Kenata Moxe Guro Koj Ten Na ce Upedpau og Ta6neTa IIITO compku caMo HporecroreH (OA AMIIIAHT PJIM OX

EVC Ha enor Ha OTCTpaHyBalbeTo, ON UHjeKlIMja Ha HCHOT Kora € 3akaxKaHa CHENHATA MHjekIMja), HO BO CKTC

oBHe TpeGaa Gare coBeTyBaHa Na ynotpe6yBa OapuepeH MCTO BO IIPBUTE 7 HCHOBM ON 3CM8HCTO Ha

TaGJIeTHTE.

e Tlocne abopTyc Bo MpBuoT TPAMECTap

KeHaTa Moxe Be] Ja nouHe. Bo Toj cily4aj, Taa He Tpe6a Aa ynotpe6yBa HONONHATENHA KOHTPAUENTABHH

MepKH,

e Tlocne nopoxysae unu nocre a60pTyc BO BTOPHOT TpuMectap

KexaTa T ce copeTyBa Ja 1oyHe Ha 21 no 28 AeH Noche HOPOHYBARETO MIH aGOPTYCOT BO BTOPWOT

Tpu TopYKoraaesryBa nonoma, Taa Tpe6a Ja ce coBeTyBa AONONHATENHO Ja ynoTpebyna 6apuepeH MeToN

BO » aKO Masia CCKCY2JICH ONHOC, TpeGa Ha ce ÖpeMeHocT IIpen 2KTYCJIHWOT
OK miu xeHata Tpebaa Nodeka Jo HEj3UHHOT NPB MeHCTpyasieH TIEPHOA
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Ilocranka co nponyurrenn TaÖJETH

TInane6o Ta6nerure ox nocnexauor (4™) pen ox GmucTepoT Moxe a ce 3aHeMapaT. Cenak, THe Tpe6a na ce

uchpnat, 3a Ja He ce nporoHrApa asaTa Ha 1ale6o TaOnetu. CNeIHMOB COBeT ce ojHecyBa caMo Ha

DPONYINTEHH akTHBHH TAOJIETH:

Ako KOPMCHMHKATO AOIHH NMOMaJIKYy ox 24 uaca co 3EMarbe Ha Ta6neTaTa, KOHTpal[ClITHBHaTa 3al1TaTa HE ©

Kenara Tpe6a Aa za ja 3eMe TaGreTaTa BCHH2III IIITOM CE CETH MH Tpeda Aa TH 3EME QHUTe TaGTeTA

BO BOOÖHYACHOTO BPpEME.

Ako Taa HOIHM noBeke ox 24 uaca co 3eMae Ha TaGJeTaTa, KOHTpallenTHBHaTa 32IIITWTQ MODKC Ja Önne

HaMañena. IlocTankara co nporyiTeHy TAÖIIETU MOKC Ja ce BOJHA CIIOPeN CJIOHHMBO [Be OCHOBHH NPABHJIA:

1. npenopauanuor MHTCPB2JI 6e3 TaOJIETH e 4 neHoBH, a 3eMareTo Ha Ta6neTuTe He Tpe6a HUKoralll Ja Oune

TIPEKHHATO IIOHOJITO of 7 NEHOBH
2. noTpe6uu ce 7 NEHOBA Ha HenpekAHATO 3eMaHe Ha TaÜNETATE 3a NOCTUrHyBalbe Ha COOHIBCTHA Cyrpecnja Ha

XATIOTANAMAUHATA-NATYATAPHA-OBAPHJAIHA-OCKA.

CooABETHO, BO JHeBHaTa IIPakca MOXe Na Ce Hajle CJICHHMOB COBET:

e Ten 1-7

Kopucauuxara Tpe6a 1a ja 3eMe nocrenHaTa IponymTeHa Ta6leTa BeJHAUI IIITOM Ce CETH, AYPH U ako OBa 3H2HI

3eMalse Ha ype Taôretu onexxaut. IIoToa, Taa IIPOHOJDKYB2 CO 3eMalbe Ha tTaOneTuTe BO HEj3HHOTO BOOOHYACHO

BpeMe. JIONONHHTENHO, BO crexxuTe 7 JeHOBM TpeGa Ja ynoTpeGyBa 6apHepeH MeTO Kako KOHHOM. Ako HMaña

cekCYAJIEH OHHOC BO NpeTXOHHATE 7 HEHOBH, Tpe6a 1a ce 3eMe BO MODKHOCT2 3a OpemeHocT. Komky
lopeke TAÖNETH ce IpOIIyUITaT H KONKy IIoBeke THe ce IIPHÖNWKYBAAT 240 IICPMOHOT 6e3 TaGHETH, MOKHOCTA 3a

GpeMexocT € NOTOJIEMA.

e Jen 8-14

Kopacanukata Tpe6a Aa ja 3eMe nocrenHaTa nponymTeHa TaONeTa BeHHAU IIITOM Ce CeTH, YPH H ako OBQ 3HAAH

3eMalbe Ha Be TaGreTu onexam. Tlotoa, Taa IpoNOKyBa CO 3eMalbe Ha TAGNETATE BO Hej3HHOTO BOOÖMYaeHO

Bpeme. Jlokonxy xXeHaTa IIPaBHJIHO TH 3eMayla HejsMHuTe Ta6eTH BO MpeTXOMHHTe 7 HCHOBM OX IpBaTa
nponymTena Ta6setTa, Hema IIOTpe6a Na ynoTpe6yBa AONONHHTEMHA KOHTP2ICIITHBH8 3AllTHTa. Ceriak, ako Taa

TiponymTasa roseke on 1 raônera, xeHaTa Tpe6a Na ce copeTyBa Aa ynotpe6yBa. AONONHHTEIHA 32IIITHT2 7

HEHOBH.

e lew 15-24

Pu3ukoT ON HaMareHa CHTyPHOCT € Hen36exeH, TIopanm MpetcToeuKata basa co mname6o TabneTu. Cenak, co

TipHmaroyyBarbe Ha PACIIOPENOT Ha 3€MaHe Ha TaGMeTHTe, KOHTP2IICIITWBH8 3alITUTA teyIlTe More

na ce cnpew. IlpaapxyBajkn ce Kon eqHa of cexHuTe Be ONMAM, HeMa TIoTpe6a Ja ce ynorpebyBaaT
HONOMHATENHA KOHTP2ICIITHBHW MePKH Ha IIPETIA3IIMBOCT, MOA YCJIOB DKCH2T2 NpaBMNHO la TH 3CMQJI2 CHTE

TaONeTH BO IPeTXOAHHTE 7 NEHOBH ON MpBata TIPOITYIITÈHA TabmeTa. AKO OBa He € CiTyuaj, Tora Taa Tpeba a
ja cnenm npBaTa of oBHe Be H WCTO Taka Ja ynotpe6u JONOMHAT IpeTna3JIMBoCcT BO

CJICHHWTC 7 JEHOBH. DHE p4
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1. Kopucnwuxara Tpe6a na ja 3eMe NocieqHaTa HpOITYINTEHA TaGneTa BeAHAII IIITOM ce CeTH, AYPH u ako OBA

3Hayu 3eMaRe Ha Be TaGJIeTH oxenxau. IIoToa, Taa MpoomKyBa CO 3eMaBe Ha TaGneTuTe BO Hej3MHOTO
BOOÖHYAEHO BpeMe, ce NoNeka He ce yIOTpe6aT cuTe AKTHBHH TaGzeTy. 4-Te IIaue60 TabmeTH ON

nocremamor pen Tpe6a ma ce uchpnar. BenHam Tpe6a ma ce rouHe co CJIOHHOTO ÖnmcTep MakyBalbe.
HeBoo6nyaeHo e KOPACHAUKATA Na MMA IICeBIOMeHCTPYANHO KpBapel;e NO KpajOT Ha 3EMArbETO Ha

aKTUBHUTE TAÖNIETH ON BTOPOTO MakyBatbe, HO Moxe Ja HMA KpBapelbe BO KIM TIPo6HBHO KpBaperse
BO HCHOBWTO Kora 3eMa TaOJETH.

2. KeHaTa Moxe Na ce coBeTyBa Ha IIPCKWHC CO 3eMalbe Ha AKTHBHHTE TaOJIETH OX TCKOBHOTO OyMcTep

TrakyBatse. Taa noroa Tpe6a Ma ru 3eMe nrane6o TabmeTUTe ON TIOCJIEAHHOT pe BO TIePHON of 4 HEHOBH,

BKITYAyBajku TH M HCHOBWTC Kora TA IIPOITVIIITHJI2 TaÖNeTUTE W IIOTOQ Na IPOAOJBKH CO CJICHHOTO OmucTep

Ako >keHaTa IIPOIIYIIITHJIQ Ta6ueTH W IIOTO2 HeMaJIa IICEBOMEHCTPYANIHO KpBapetbe BO IIPBHOT HopMasieH TIEPHO]L

6e3 TaGneTu, Tpeba Ja ce 3eMe BO MOXHOCTA 3a 6pEMEHOCT.

Coser Bo cIy4aj Ha TacTpowHTecTHHaJHH IIOPCMCTYB2H2

Bo c11yyaj Ha TEIIKH TQCTPOHHTCCTHQJTHH HOPEMETYBAHA (TIP. NoBpakabe WIM Anjapea), TaONeTHTe Moe Ja
He ce alicop6upaaT Bo ICJIOCT U BO OBHE cnyuan NoTpeOHa € HONONHATENHA KOHTpallenTHBHa 3ALUTHTA.

Axo TIoBpakarseTo ce IIOjaBu 3-4 4aca 110 3€MaR€ Ha aKTHBHATA TaOseTa, TpeOa BeHHAIM a ce 3eMe HOBA

(3amena) TaOmeTa, Ako € MO2KHO, HOB2T Ta6seTa Tpe6a na ce 3eMe Bo IICPHOH of 24 Haca of BOO6MHQCHOTO

3emalbe Ha TaGJIeTUTE, AKO IIOMHHAT roBeKe ox 24 daca, COBOTOT 3a TIPOITYIITEHA T26JIOTW MaleH BO KENT 4.2
"TJocTar1ka co nportyuTenx TaOmeTH" e NPAMEHIHB. Ako XKEHATA He Cakaa TO IpOMeHH CBOjOT BOo6HyaeH

TEPMHH Ha 3eMabe Ha TaONeTH, Taa Tpeba Ma 3eMe OIIOIHHTENHA TabMeTa(M) OF CJIOHHOTO GHHCTEP MakyBalbe.

Kako ja ce OXIOXKH IteBA0OMEHCTPyaJIHOTO KkpBapere

3a na ce OJHIOKHA TIEPHONOT »keHaTa Tpe6a Ma IIPONOIDKH co CJICHHOTO Onuctep TakyBalbe Ja3 6e3 ja Tu 3eMe

mnaue6o Ta6neTuTe. TIponomkyBarseTo MOxe Ja TO IPOMOIKA OHOJIKY ONTO KoNKy WTO caka WO KpajoT Ha

BTOPOTO MakyBalbe. 3a BpeMe Ha IIPONOIDKYBAFSETO, DKCH2T2 MODKC a UMmpo6uBHo KpBapelbe WIM KpBapeHe BO

namxu. Iloroa npoxonxyBa co pexogxo 5eMare Ha Ja3, rocre asara co nane6o TaGreru.

3a na ro CMEHH Hej3HHHOT TlepHoy BO Apyr MeH ON HenenaTa ON ACHOT Ha KO) 2%keHaTa © HABAKHATA CIIOPCA

Haj3HHHOT pacropex, Taa MODKC Ja ce COBOTYBA a TO CKPATH NpeTCTOEUKHOT Tlepvoy, 6e3 TaGJIeTH CO OHOJIKY

AEHOBH KONKy TO caka. Kosky € MoKpaTOK IIEPHONOT TOJIKY € IIOTOJICM PH3ZKOT 1A Hema IICEBIOMEHCTPYAJIHO

kpBaperse, a Ja HMa IPOÖHBHO KpBapelse H KpBaperse BO H2MKH 32 BpeMe Ha CJICAHOTO IaKyBarbe (HCTO kako
Kora CE OMIOKYBA IIEPHONOT).

HononanTerHa undbopMaunja 3a CHENHjANAA IIOIIYJI2IWH

ITedujampucka nonynayuja
Ja3 e HHAWIIHP2H camo rocrie MeHapxa

Ilocrap1 siya
Ja3 He e HHAHIMPaH 110 MeHOTIay3aTa.

TlaueHTu co Barbe Ha IPHMOT HPO6
Ja3 € KOHTPANHAANAPAH Kaj DKCHM CO TeLIKH 3abos1yparsa. Buxu ucro Bo Jen 4.3 u 5.2.

Kaj 3KEHH co TCIIIK2 6y6pexHa nacypanuennuja WIM akyTHa GyGpexHa nHcybrLmeHumja.
Tlammenta co 6y6pexHo OIIITCTYB2HC
Ja3 e KOHTp
Bum uc whey. HAN
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4.3

KOMÖHHHPaHHTe XOpMOHaJIHA KOHTpanenTABA (KXK) He cMeaT Na ce KOPHCTAT npu CJIOHHMBC cocToj6u. Ako

Hekoja 01 OBMe COCTOjÖH ce NojaBH 3a HpBITAT ynotpebata Ha KOK, npo3B01OTMopa BEAHAUIa ce TIPCKURE.

IIpucycTBo WM pusuk 3a BeHcka TpoM6em6onuja (BTE)
o Bencka Tpom6em6onnja - BTE (Ha antukoarys1aHTn) NH ucTopuja Ha Mp. BCHCKA

TpoM603a [JIBT] arm Genonpo6na em6ormja [BE])
o IlosHara Hacexxa WIM cTeKHaTa Npexucno3MuMja 3a BeHcKa TpoMOemOonnja, kako AIIL-oTtopHoct

(sKny4yBajku Factor V Leiden), Hexocrarok Ha aHTATpoMOuH III, HexocTarok Ha TIPOTEHH LI, HegocTaToK
Ha npoTeux C

o Tonema onepatiuja co npoxomxena uMo6HTIMSalmja (BAM nei 4.4)
o Bucok PH3HK 3a BeHcka TpoMGemOomnja Nopaqu TIpHCyCTBO Ha MHOTYKPATHH PH3HK DaKTOPA (BHM Aes

4.4)

Tpom6embonmja (np. uHbapkT Ha MHOKap}) WIM cocToj6a ITO Moxe Ja Önne IIPB 3Hak 3a TpomGo3a (TIP.
aHTHHA TIeKTOPHC)

IIpucycTBo um pusuk 3a aprepucka TpoMbemOomuja (ATE)
o Aprepucka TpoM6em6onnja - ceralHa apTepHCKa TpomM6emOommja, McTopmja Ha apTepcuka

o Lepe6posackyrapya Gomect - cerallieH Mo304eH yap, HCTOp4ja Ha Mo304eH yap HIN cocToj6a Ha TIpB

3HaK (IP. KPATKOTpaeH HCXeMHYeH Haran, KMH)
o Ilosuara Hac1emna IM CTCKHATA npenncrosmmmja 3a APTCPHCKA TpoM6eMm6olnnja, kako

XHITEPXOMOLIHCTEHHEMHJa, aktadbochonun-aHTaTena (aHTHKApAMONHIIHH-aHTUTENA,

AHTHKOATYJIAHT)
o Uctopuja HaMurpena co d$okannn HCBPOJIOIIIKW CHMIITOMH

o Bucok pusuk 3a aprepacka TPoM6eM6onnja nopazñ MHOrYKPaTHH pu3AK DakTOpA (Ban Aer 4.4) urn

nopanu IIPHCYCTBO Ha CCPHO3CH PH3HK PAKTOP, KAKO LITO e:
© nuja6eTec MeNHTYC CO BACKyIIAPHH CHMIITOMH

© Tenika NUCHNIONPOTEHHEMRja
e [lojaBa wu nocToeke Ha TELIIKH XENATAJIHH OIIITCTYB2H2 Ce HIOHCKO XEIIATANHUTE BPEIHOCTN HE CE

BPATQT Jo HOPMOJIHH
e Temka 6y6pexna uacyhuumenumja ann akyTHa Gy6pexna cTa6ocT
e [IpucycTBo "iM nocToeke Ha XENATANHH TYMOPH (6EHATHA WM MANUTHU)
e Tlo3HaTu WIM COMHATENHA MATHTHH TPOMEHH TION BIMjaHve Ha CEKCYANHATE XOPMOHH (TIP. Ha TEHATANHATE

OpraHü WH Ha IOjKHTE)
e HennjarHocTaumpaHo BATHHAJIHO KpBapeHe
e XATepCEH3ATHBHOCT Ha AKTABHHTE CYTCTAHUHH WIM Ha HeKOja ON NOMOIHATE COCTOjKH HaGPOEHA BO AEIOT

6.1
Ja3 € KOHTP2WHJIVIIWP2H NPA MCTOBPCMCHA yroTpeGa Ha Me]MIMHCKH IIPOH3BONM KON COHPDKQT OMÖHTACBHp /

HaPATAIPEBHP / PATOHABHP, AACAOYBAP, MEXHLHHCKH HpPOH3BONH KOM COHPDKAT TIMKANPEBHP/THÔPEHTACBAP
una coboc6yBap/Bennatacsup/BokcHnanpesup(Bann nen 4.5).

Tellika XHTIEPTEH3Hja

4.4 Iloceönu npenynpenyBama u NOCeÖHH MepKH Ha NPeTHA3IMBOCT 3a ynoTpeba Ha IeKOT

IIpenynpenyBamba

AKO e IpHcyTHa Hekoja of cocToj6ute HIN PH3HK PakTOPATE Haby RET
KEHATA 3a COOIBCTHOCTA Ha Ja3.
Bo c1ryuaj Ha BIOMyBAHE WIM IIPB2 MojaBa Ha Hekoja OJI OBHE

Ja ce COBeTyBa la TO KOHTAKTHPA CBOjOT AOKTOP 3a OHIPCHVB

TIPEKHHATA.

OR
ce paaroBapa co

u, XEHATA Tpeba
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Bo cayuaj Ha comautenHu wu norsprenu BTE una ATE, ynorpe6ata na KXK Tpe6a na ce nperune. Bo

cHyuaj Ha nouHyBaise CO aHTH-KoarylaHTHa Tepanuja, TpeOa Ha ce MHMUMpa COONBETHA ANTEPHATHBHA

KOHTpallenuja, TOPAAH TCPQTOTOHOCTA Ha AHTHKOATYNAHTHATA Tepanmja (KYMAPAHA).

TlopeMeTyBalba

Pr3uK 3a BeHCKa Tpom6embonnja (BTE)

Ynortpe6ata Ha Koja Ovo KoMÖHHHpaHa XOPMOHAJIHA KoHTpamermmja (KXK) ro sromeMyBa PH3HKOT 3a BCHCKA

Tpom6oem6ongja (BTE) Bo cnopex6a co Heynorpe6ara. IIpomsBonuTe INTO coxpxaT TIEBOHOPTECTPEN,

HOPTECTHMAT WIM HOPOTHCTCPOH ce HOBP3AHH co Toma pusuK 3a BTE. Jpyrate nponsBou Kako Ja3 Moxe na
HMaaT HBAITATH IIOTOJICM CTCIICH Ha pu3uk, Om1ykaTa 3a ymotpe6a Ha Guo Koj HPOH3BOI OCBCH OHO] CO HajHU30K

pusux 3a BTE tpe6a na ce 3eme caMo IIOCJIO pa3ToRop co »KeHaTa, 3a Na ce 06e36exu Taa ro pas6npa

PH3HKOT of BTE co Jas,
KAKO HEj3UHHTE MOMEHTANHH PH3AK cpaktopu BIIMjaaT Ha OBO] PH3UK
4 xeka HejsHHHOT pusuk 3a BTE e Hajrorem 3a BpeMe Ha npBaTa roxmHa Ha ynotpe6a. Jcro Taka nocron

oApeleH AOKa3 JeKa PU3UKOT € 3rOIeMeH Kora co KXK roBTopHo ce IOYHYBA Tlocyie TIPEKHH Ha ynorpe6a
on 4 WIM roBeKe Hexen.

Kaj xenu kon He ynorpe6yBaar KXK u He ce Gpemenn oxony 2 on 10 000 ke pasBnjar BTE Bo nepuog on equa

OCHOBHH PE3MK bakTopn (Bua Monomy). Ce nponenyBa! xeka on 10 000 kenn, Kon ynotpe6yBaaT KXK mTo

conp»KaT ApocnrpeHoH, 9 ox 12 Ke passujar BTE Bo exxa TonuHa; OBa ce CIOpenyBa CO OKOJIY 6? XKEHH Kou

ynorpeGyBaar KXK IIITO COPDK2T JIEBOHOPrECTPEI.

roxuxa. Cenak, HHIMBHLyasHO Kaj cekoja oKeHa, pH3HKOT Moxe Ja Önne MHOry IIOTOJIeM, 3aBHCHO ON Hej3MHUTe

Bo aBara cayuan 6pojor na BTE TOHWIIIHO e noMaïn of ovekyBaHHOT 6poj Ha c11yaaH 3a BpeMe Ha ÖpeMeHOCT HU
BO NOCTHaAPTAJIHHOT TIEPHON.

BTE moxe na Gune baran1ma Bo 1-2 % on cnyuaure.

Bpoj na BTE nacranu na 10 000 xenn Bo emma roxuHa

Number of

VIE events

12

10

B

4

2 +
1

Levonorgestrel-containing CHC (5-7 Drospirenone-containing CHC (9-12
events) events)

Non-CHC user (2 events)
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Mnory perko 6u1a npnjaBeHa TpoM6o3a kaj KopHcHw4ku Ha KXK mro ce rojaByBa BO ApyTu KpBHU CAJOBH, Tip.

XeIlaTaj1Hn, ME3EHTEPHYHH, PEHANHAANA PCTHH2JIHH BEHA U aprepau. Hema KoHceH3yc 3a Toa Aas MojaBaTa Ha

OBMO CJIVHAM € TOBp3aHa CO YIOTpe6aTa Ha XOPMOHAIIHH KOHTPAIIEIITHBH.

Pusux 3a BTE

Pu34KoT 3a BCHCKW TPOM60eM6ONHYHH KOMINIMKAUNMM kaj KXK kopHcHv4ku Moxe 3H2HWTCJIHO Ma Ce 3TOJICMW Kaj
DKCHW CO HONONHATENHA PH3YK PakTOPH, ocoGeHo ako IIOCTOjAT MHOTYKPQTHW PM3MK cbaTopu (BHJH Tabena 1).

Ja3 e KOHTPanHAMMAPAH ako 2keHaTa HMa @akTOpH Ha PH3HK KOU ja CTaBaaT Ha BMCOK PHSHK 3a BCHCKA

TpoM6osa (BAM Hen 4.3). Ako %xeHaTa HMa IIoBeke ON efeH DakTOP Ha PH3UK, MODKHO € 3TOJIEMYBAfbeTo Ha

PW3HKOT Ja € Noronemo ON 36HPOT Ha HHAHBHAYANHATE PaKTOPH - BO 0Boj CJTyyaj Tpeba Ha ce 3eMe BO IIpenBun

HEj3HHHOT BKYIICH PW3WK 3a BTE. Ako OHHOCOT Ha KopucTa U PH3MWKOT ce CMeTa 3a HeTATABEH, He Tpeba wa ce

npennurysa KXK (sum gen 4.3).

! Orne Ouse IIPOICHCTH ON CHTC HIOH8TOIM OA CIIHACMWOJIOIIKHTC CTJJIVM CO KOPWCTCHC Ha PENATHBHH PH3HIW 3a pas11maun

HPOH3BOH npu cropen6a co KXK kon conpxaT neBoHoprectpen
? Cpeguara Bpemmocr Ha onceror e ox 5-7 on 10 000 xesx roxammo, 6p3 ocHoBa Ha penaTuenuoT pusuk 3a KXK kon conp1kar

EBOHOPTECTPEN BO enopenba CO OHWC KON He KOPWCTQT 0Kony 2.3-3.6

Ta6ena: Pasux daxtopu 3a BTE

Pusuk daKTop Komeutap
He6ennna (body mass index npexy 30 kg/m?) PA3HKOT 3HAUMTENHO Ce 3TOlleMyBa kako BMI pacte

OcobeHo e BAKHO Ja ce 3CMC BO IIPCHBWH ako ce

HpucyTHA Apyru pu3nk pakTopu

IlponomxeHa nMobunu3atuja, romema onepatuja, Bo oBne cuTyalun, Tpenopau1ugo € Na ce IIpekuHe

XHPYpIIIKH 3abaT Ha Ho3eTe UH TIOTOJIeMa TpayMa co ynoTpeGa Ha Ta6lleTa (BO CIIy4aj Ha EJIEKTHBHA

oNepaunja HajMal1ky deTHpH HeHENH ONHanpen) À Ka
3a6enenika: npaspeMeHa UMO6OHIINSALMja, He ce IIPOAOIDKH Jo ABe Heneliu NO KOMINIETHATA

BKITYYyBajkH H QBHOHCKH wer HOJONT on 4 yaca moxe pemo6Hmsanmja. TpeGa Ja ce KopucTu Apyr MeToy Ha

HCTo Taka Na Ove pu3uk 3a BTE, ocoGeno kaj xexn KOHTpaller1nja 3a Ja ce A30erHe HecakaHa

co Apyru PI3HK PaKTOPH 6peMeHocT,

Tpe6a na ce 3eMe BO IIpeABKHA AHTUTPOMÖOTHYEH

TPCTMQH ako Ja3 He ce npekune ouHaripez.
Ilo3uTuBHa (hamaunnjapna ucTopuja (BeHcka AKO IIOCTOH COMHEBAHE 3a HaclleHa
TpoM6emGoruja Hexoral Kaj ÖpaT, cectpa uu Kaj Tpequcnosuiyja, KEHATA Tpeba 1a ce YHATH Ha

poyuTen oco6eHo Bo BO3pacT Ha np. pen 50) cnemujamct 3a coBeT, mpey Ja ce on1yun 3a

ynoTpeba Ha Gusto KaKBa KXK
Jpyru MEIHIIHHCKU cocToj6u TIOBP3aHH co BTE Pak, CHCTEMCKH JIyITyC epHTeMaTO3yc, XEMONHATHAEH

YPeMHYeH CHHAPOM, XPOHHHHA BOCHAJMHTEIIHA GomecT

Ha HpeBaTa (KpoHoBa GorecT HIN yHepaTABeH
KOJIWTHC U CPIIOCTO AHEMHja

3roueMyBalbe Ha BO3P2CTQ Oco6eHo naz 35 TOAHHH

Hema KoHceH3yc 3a MODKHATA ynora Ha BAPAKO3HH BeHH U cyte
nporpecHja Ha BeHcKa TPOM6032.

eÖHTHC 3a NoiaBay " MEQ
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Tpe6a na ce 3eMe BO IIpenBun 3TOJeMEHHOT PH3HK 3a NojaBa Ha TpoMGoeMGonuja BO OpemeHocTa 11 oco6eHo BO

nepuox of 6-Heyenu ON ITÿepHepHYMOT (4.6 Vnotpe6a 3a Bpeme Ha ÖpeMeHocT U nakTaumja).

Cumnmomu na BTE (Ona6oxa eencxa mpombosa u benodpo6na embonuja)

Bo c11yyaj Ha CHMIITOMH »keHaTa Tpe6a Ma ce COBCTYBQ Ja 1I06apa WTHA MEIHUMHCKA IIOMOIII H 1a ro

KOKTOpoT Deka 3ema KXK.

CHMnTOMATE Ha N1a60ka BeHcka TpoM6o3a (JIBT) Moxea BKIy4yBaaT:
EIIHOCTPAH OTOK Ha HoraTa H/MIIH CTANAJNOTO WIM 3aeqHO CO BeHa Ha HOTATA,
60JIKa HIM OCeTIMBOCT Ha HOTATA WTO MOXE a ce MOUYBCTBYBa CAMO IPH cToeHe HJM ONerbe;

3TOJICMCH2 TOIIJIHO BO 3adaTeHaTa Hora; IpBeHa HAM o6e300eHa KODKA Ha HOTATA.

CuMnTOMuTe Ha 6enonpo6na eMGorgja (BE) Moxe Ha BKITyuyBaaT:
- HeHajlejHa Nojapa Ha HeoOjacHeT HeHOCTATOK Ha HJIM 6P30
- HEHAEJHO koe Moxe Ma OHNE IIOBP32HO CO XEMONTH3a;
- ocTpa rpagHa 6onka;
- TCIIIK2 CBETIOCHa BPTOFJIABHIIA WIM 3AUIEMETEHOCT;
- 6p30 WIM HenpaBunHo cp1rebneme

Hekou of oBue CHMIITOMH (Ha npAMep, "HeJOCTATOK Ha 3448", "KalLIare") He ce 141 Moxe Ja Onnar

IIOTPCIIIHO IIPOTOJIKYB2HW KaKO IIOHeCTH WIM IIOM2JIKY cepHo3HH HaCTaHM (Ha IPAMEP, Ha

pecnMpaTopHHOT TPAKT).

Apyru sHaum Ha BackynapHa OKJIy3Hja MOXe Ja BKNyuypaaT: HeHanejua Oonka, OTEKYBaHe W Omaro CHHO

npe6ojyBaHe Ha EKCTPEMATETOT.

Ako OKIy3MjaTa ce CJIYHW BO OKOTO CHMIITOMMTC MODKC a BapMpaaT ON 6e360NHO 3aMarsyBalbe Ha BHJIOT, DITO

Moxe Ja HaripexyBa No ry6eHe Ha BAXOT. Ilonekoram1 ry6ere Ha BHJOT MOXe Ja ce PEUACH

Pasuk 3a aprepucka Tpom6em6onuja (ATE)

EnuemMmonoukute ja TIoBp3aa yr1orpedara Ha KXK co 3roleMeH PH3uK 3a apTepucka TpoM6oeM6onnja

(Muokapren IH 3a WepeOpoBackynapHu HACTAHH (Ha IIPAMep, TP2HBHTOPCH HCXEMAUEH HANA,
Mo3ouex yap). Aprepuckata TpoMOoemOonnja Moxe xa One QaTanHa.

Pusux daxmopu saATE

Pu3UKOT of apTepucku TPoM6oeM6oNHCKU KOMMIMKalMM MIN Ha WepeOpoBackyNapHu HACTQHW Kaj

KOPHCHAUKUTE Ha KXK ce 3ronemyBa Kaj 2keH Co daKTopu Ha pusux (BAM TaGena). Ja3 e KOHTP8WHHWIIWP2H ako
DKCHQT2 HMa eJeH cepHo3eH MM IIoBeke DaKTOPA Ha PH3HK, KOM ja CTABAAT Ha BHCOK PW3HK 3a aPTEPHCKA

Tpom6osa (uam Aen 4.3). Ako »keHaTa HMa rioBeKe ON efeH DakTOp Ha PH3HK, MODICHO € 3TOJIEMYBarbeTO Ha

PH3HKOT Aa € IIOTOJIOMO OA 36MpoT Ha HHAABAAYANHHTE daKTopu - BO OBOj CIIyYaj Tpe6aa ce 3eMe BO TIpenBnn

Hej3MHMOT BKYIICH pu3Hk. AKO OHHOCOT Ha KOPHCTA U PH3HKOT ce CMCTQ 3a HETATUBEH, He Tpe6aa ce NPETAMyBA
KXK (sum zen 4.3).

TaGena: Pusuk daxTopu 3a ATE

Pusuk baktop KomexTap
3ro1eMyBalbe Ha BO3pacTa Oco6exo Hay 35 TOXAHH
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Cuunmomu naATE

Bo cnyyaj Ha CHMNTOMu xXeHara Tpe6a Ja ce coBeTyBa Na 106apa HATHA MEAAHHHCKA IIOMOIII W Ja ro undopmupa
HOKTOPOT deka 3eMa KXK.

CMMIITOMWTC Ha mepeGpoBackyJapeH HacTaH MODKC Ja BKITyYyBaaT:
HeHajlejHa BKOWQHCTOCT MIM cra6ocT Ha JIHIIETO, pakaTa HIIH HOTATA, OCO6GHO Ha CHH2 CTPQH2 ON TEJIOTO;

HeHajejHa MOTeLIKOTHja CO OJEHE, BTPOTIIABHLIA, Ty6eme Ha P2MHOTCDK2 WIM BPTOTJIABHLA;
HeHagejHa KOHy3Hja, IIOTCIIIKOTHW CO TOBOPOT HIM pasÖnparse;
HeHanejHa IOTEIIIKOTHja CO BHNOT Ha CHHOTO HIM HBCTC OH;
HeHajlejHa TeLUKa HIM IPONOHTHPaHa riapoOonka 6e3 IIO3H2T2 IIPHYMHA;

ryGeme Ha cBeCTa JIM HecBecTula CO WM 6e3 Nanay.

TIpugpeMeHnTe CHMIITOMM YKaKYBAAT AEKa HACTAHOT € TpaH3HTopeH HCXeMH4eH Hal (THH).

CMMIITOMWTC HaMuokapren HHdapKt (MM) Moxe Aa BKIy4yBaaT:
Goska, HEIIPMjATHOCT, NPHTHCOK, TexkHHa, YYBCTBO Ha CTerakbe HJIH HCIIOMHETOCT BO TPAHATE, pakaTa WIM TION

rpagHata Kocka
HEIIPHjATHOCT Koja 3pa4H KOH TP6OT, BHNMLATA, rpJOTO, PAKATA, CTOMAKOT;

uyBCTBO Ha UCHONHETOCT, JIOIIIO Bapelbe HIN TyINEHRE;
noTee, Tanelbe, NOBpakalbe, BPTOTJIABHLA;
eKCTpeMHa CJIA60CT, HCPBO32 HJIM HCHOCTQTOK Ha 30MB;

6p30 WIM HenpaBHJIHO Cpue6nerke.

+ NE DHF à
A

MEVA

Bo HCKOH €TTIHAEMHOJIOLIKH Ou IpHjaBeH 3TOJICMCH PM3 HOM Ka KOPMCHHHKH
CH 6koïÿ,TO HS j CT€IIEH oBa BJIHjaeTIpu JoNroTpajHa yroTpe6a (> 5 TONHHH), HO M MOHaTaMy TIOCTOH

apyruTe ebekTH Kako cekcyaJIHO OfHecyBarbe MH Apyrute dak Bupyc (XTIB)
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Mera-aHaru3u on 54 enuqeMMONOUIKH CTYAAH TIOKaxKaa Oslaro IIOKAHCH peraTuBeH pA3UK (RR=1.24) 3a nojapa
Ha KaPLHHOM Ha J0jKa kaj 2keHH KOM KkopACTaT KOK. 3roeMeHHOT pH3UK Ce HaMallyBa BO Tek Ha 10 roqMHH IIO

IIPCKMH Ha yr1otpebara Ha KOK. buyejku KaPHHHOMOT Ha Nojka ce jaByBa peTKo kaj XeHH IIOH 40 TOHWIIIH2

BO3PACT, 3TOJICMCHHOT 6poj Ha HAjATHOCTAHHPAH KQPIWHOM Ha Aojka Kaj DKCHH KOM KOPHCTAT WIM KOPWCTCJIC
KOK e Max Bo crlopex6a co CEBKYIIHHOT PA3HK 3a KapIIHHOM Ha A0jKa. OBnE CTYHYM He TOKAKYBAAT HOK23M 3a

TIOBP3AHOCTA. OBaa II0jaBa MODKC Ce HOJDKW Ha paHaTa AHjATHO3a Ha KapUMHOM HaN0jka kaj DKCHW KOM KOPHCTAT

KOK, 6xonomxure ebertu Ha KOK arm komOunatyja on uBata bakropy. KapHAHOMOT Ha J0jKaTa kaj
kopuchuum Ha KOK Bo cropex6a co >keHH kon He kopncrene KOK e KJIKHWHKW IIOM2JIKY HATIPEHHAT.

Bo perku cy1yyan Ouse npnjaBeHH GeHATHH, a MHOTY IIOPCTKO MANATHHA TYMOPH Ha IPHWOT HPOO, kaj KOPACHAIKA
Ha KOK. Bo w30nmpanu CITY oBHe IIPOMCHH AoBeJIe 240 Nojaba Ha KHBOT-3ATPO3YBAIKA KAHTPaa610MHHANHH

xeMoparun. Kaj >KEHH kon koprcrar KOK, Bo Audepenuujamnata AujarHo3a Tpe6a a ce 3eme BO

TYMOp Ipu Mojaba Ha CYJIH2 6onka BO TOPHHOT Aen Ha aOJOMeHOT, 3TONEMyBalse Ha XCITAPOT HH
3H2I Ha HHTPAAGTOMAHATHO KpBaperbe.

Co ynorpe6a Ha BucoKo-go3MpaHu KOK (50 pg erunnnectpannon) PM3HKOT 3a EHHOMETPAjAIIEH M OBAPAjAIEH
KApIIAHOM ce HaManyBa. Jana oBa ce onHeCyBa 14 Ha HuCko-no34panute KOK ocTaxyBa Aa ce MOTBpAU.

e Apyra cocroj6u

TIporecTuHckaTa KOMMOHeHTa Ha Ja3 © aHTATOHHACT Ha AJIOCTCPOH CO KAPAKTEPHCTHKH 3a IIIT6HCHO Ha KaTHYM.
Bo rogeKeTo c11yyan He ce OyekyBa 3POJIeMyBalbe Ha BpeAHOCTUTe Ha Cellak, BO KIMHW4Ka CTyAHja kaj
HCKOH TaLHEHTA co c1a60 110 yMepeHo 6y6pexHo OIITETYBärbe H yHoTpeOa Ha MEAALHHCKH IIPOH3BONK ITO TO

INTeNaT KAIMyMOT, 3a BPeMe Ha 3eMaHeTO Ha MPOCHHPEHOH, CCPYMCKHTC BPEIIHOCTH Ha KaJIHYMOT, CIa60, HO

HE3HAYHTEIIHO ce 3roïeMuye. Ilopa1n Toa, ce npenopauyBa Ja ce MpoBepyBaaT CepyMCKHTe BPCHHOCTHTC 3a

BpeMe Ha IIPBHOT IYKJ1YC Ha TpeTMaH Kaj IIAIUMEHTH CO NpucycTBo Ha 6y6pexHa HHCYDHUAEHAUjA AAA cepyMcKH
BpeHOCTH Ha KaJHyMOT 6HNe Ha TopHaTa petbepeHTHa TPaHAUA pe] TpeTMaHOT, à OCO6EHO 3a Bpeme npu
HCTOBpeMeHa ynotpe6a Ha MEAULHHCKH IIPOH3BOHW IIITO TO IIITOH2T KAMAYMOT. Bann WCTO Bo HeNOT 4.5.

Kennte co xuneptpurnunepugzemuja wim co hamnmajapHa npenncrosmunja 3a TPATIAHAPAHEMNja, MODKC na
HMaaT PH3WK 34 TI0jaBa Ha HAHKPEATHTAC, KopucTeme Ha KOK.

Wako ce 3a6erexkyBa May TIOpacT Ha KPBHHOT TIPHTHCOK kaj KopucHnum Ha KOK, perko ce jaByBa KIHHHAKH
3HayaeH IIopacT. CaMo BO OBMe peTKH CIIyYau OIIPABAQHO € HTHO IIPeKuHyBarse Ha ynorpeGaTa Ha KOK. Ako 3a

BpeMe Ha ynoTpe6ata Ha KOK kaj Beke rocToeuka xHrIepTeH3Hja, IIOCTOM KOHTHHYHPAHO IIOKAYEHA BPEAHOCT Ha

KPBHHOT IIPHTWCOK UM 3HAYAjHOTO 3TOJIEMYBArbE Ha KPBHMOT HPHTHCOK Koe He pearupa Ha 2HTHXWIIOPTCH3HWBH2

Tepanuja, Tpe6a ma ce npekuHe ynoTpe6ata Ha KOK. Jlokomky ce HOCTATHAT HOPMATHH BPENOCTH Ha KpBHHOT

TPATHCOK CO AHTHXHTIEDTEH3UBHA Tepalivja, MODKC Aa ce PA3MACIIH 3a IIOBTOPHO KOPWCTCHC Ha KOK.

CnegHupe cocrojôu ce 3a6enexkanu Meka ce jaByBaaT "JIM BJOIMyBaaT Np" ynorpe6a Ha KOK u Bo Tex Ha

GpemexocT, Ho AOKa3UTE 3a TIOBp3aHocTa co KOK ce neybennmen: XONTAUA W/uNM NPyPATYC NOBp3aH CO

XOJIECTA34, KAMCHA BO KOJNUKATA, HOPHAPHjA, CHCTEMCKH JIYHYC EPATEMATO3YC, XCMOJIHTHHCH ypemuueH CHHJIOM,

CunexxajMoBa xopea, reCTaHHCKH Xepriec, OTOCKJICPO32 MOBp3aHa CO TYOWTOK Ha CIIYX.

ErsorexuTe ecTporeHx MODK2T Ja TU NPeAM3BAKAAT JIM BAIOTIAT CAMUTOMMTe Ha XCpHAMTapHHOT WIM CTEKHATHOT

AHTHOEJIEM.

OIIITCTYB2H2 ce MpenopayyBa IpeKHH Ha TepalHjATA, ce HOJEKa
aTaT BO HOPM2JIHW BPEAHOCTH. TIoBTopyBatseTo Ha XOJIeCTATCKa KONTANA H/ATTA

koja 3a IIPBNaT ce jasnna BO TeK Ha OpeMeHOCT MIM TIpu KOPWCTCHC Ha

pa npekxx Ha KOK.

Ilpr1 akyran
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Haxo KOK moxe na uma edexT Ha nepabepHaTa HHCyJHHCKa pesucTeHlmja u TIÿYKO3HATA TolTepaHlnja, Hema
nokasH 3a norpe6ara OX MpoMeHa Ha TepaneBTCKHOT pexAM kaj NaUHEHTH CO AujabeT KOM KOPACTAT
Hackonosnpana KOK (ro cogpxu < 0.05 mg erunnnectpanuon). Cemak TaMHEHTH CO añja6er Tpe6aBHAMATENHO Ja ÖHAAT AYBAHH, OCO6EHO BO paHaTa pasa Ha ynoTpe6a Ha KOK.

TIpujaseHo e Ha erinnelichja, Ha KpoH-oBa 6oJlecT U Ha YNIEPATHBEH KOJIMTHC IIPH ynortpe6aTa Ha
KOK.

Nenpecnsno pacnomoxeHve 4 nenpecyja ce 106po IIO3H2TH HecaKaHM edexTH OU YnoTpe6a Ha XopMOHalHa
KOHTpalenuuja (BagM nen 4.8). Jenpecujara Moxe na Önne cepnosHa u € 106po Mo3HaT PHSHK dbakTop 3a
CyAIANANIHO onKecyBare. Kenyre KOM ynorpe6yBaaT XOpMOHaIHa KOHTpallenunja Tpeba 1a GHAAT COBOTYBAHM
na ce jaBaT kaj HWBHWOT HOKTOP BO CHV4Aj HA NPOMeHM BO PaCIONOKEHAETO W MEIIPecHBHO
BKJIYHHTCJIHO H KPQTKO BpeMe IIO Ha TPETMAHOT.

Moxe Ja ce jaBH XJI0a3Ma roce6Ho kaj KeHH CO ACTOpHja 3a TpaBnlapyM. Kenute co TEHAEHUAjA 3a
nojaBa Ha XJI0a3Ma Tpe6a Ha H36erHYBaaT HHPCKTHO H3110XYBAHE Ha COHIIC WI YJITP2BHOJICTOBO 3PAMERE AOTEKA
Kopuctat KOK.

Cexoja cBETNO posesa parm-o6noxena TA6NETA ON OBO] MeAMUMHCKM HPOH3BO] COPDKW 46 mg nakTo3a 10
Ta61eTa, a cekoja Gena burm-0610xena TaGneTa conpxu 50 mg. IauaenTuTe co peTka Hacnequa HHTOJNePAHHHjaHa raaKTO3à, HeHOCTATOK Ha Lapp NakTosa AIM MaNaïcopnuHja Ha riyKosa-ralaKTo3a, KON ce Ha AueTa 6e3
JIaKTO3a, Tpe6a oBa Ja TO 3eMaT BO IIPENBHN.

Menuimycka nposepka/KkoHCyJITarHja

Ilpea moyerokor Ha ynoTpe6a Ha Ja3, Tpe6a Wa ce 3eMe neJOCHA MENMIHHCKA ucropuja (BKIyuyBajkH H
damunnjapna ucropuja) u na ce ucknyun Gpemenoct. Tpe6a Ja ce A3MepH KPBHHOT IIPHTHCOK M Aa ce HATPABH
MeJIMUMHCKH TIPETJIEN, 3EMajKA TH BO IIPCHBHH KOHTPAHHAUKAUAATE (BHAU Jen 4.3) m nperynperyBaRaTA (Buau
nen 4.4), BaxHo e Ja ce BHMMQHWCTO Ha DKCHAT2 3a uHbopMalmjaTa 3a BCHCKA À apTepucKa TPoM603a,

TO U PH3UKOT co Ja3 Bo cnopen6a co ApyTuTe KXK, cumntomurte Ha BTE x ATE, nosnara bakropnHa PW3WK W LITO Ja MpaBM BO enyuaj Ha COMHCB2HC 3a TPOM6032.

Kenata Tpe6a MCTO Taka Na ce COBETYBa BHHMQTCJIHO Ha TO HPOYHTA YHATCTBOTO 34 ynorpe6a M Aa ce P1PDKH Wo
HaXeHAOT COBET. DpekBeHumjara H BHHOT Ha IIPOTJIOHMTC Tpe6a Ja ce 3aCHoBaaT Ha BOCIIOCTABEHHTE HPAKTHUHH
BOHQHH HA Ja ce IIPHJIQTOHQT AHAABHAYANHO KOH cekoja XKCHA.

3Kenata Tpe6a Aa ce coBeTyBa Teka XOMOHAJHUTe KOHTpallenTuBA He ITATAT of XHB underumn (CHA) u
APyTu ceKcyanHo npeHOCHUBH Gonectu.

Hamanena ebnkacHoct

Kourpanenrusnor ebekt Ha KOK Moxe Ja ce HaMaJIH BO ciy4aj Ha IIPOINVIIITCHM ra61eru (sun nen 4.2),
TACTPO-HHTECTHHAJIHH IIopeMeTyBarba (BUM Ae 4.2) WM HCTOBPEMEHA IIPHMEHA Ha APYTH JICKOBH (BHAM Jen
4,5).

Hamanera KOHTpOJIa Ha UNKITYCOT

Co cute KOK Moxe Na ce TIojaBu HeperyJlapHo kpBapewe (KpBaper MIN TpoOuBHo KpBapere),oco6eHo BO IIPBHTC MCCCIIH Ha ynoTpeba
ony

TynapHo KpBapere HMa

le ms
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Jokonky Hepery1apHATE KpBaperba IIOCTOjAT WIM ce NojaByBaaT IIOCJIO IpeTXOAHH peryIAPHA KpBapeHa, Tpe6a
Ja ce 3eMaT BO TIpeiBuA HE-XOPMOHAJIHH IIPHYAHH U HHAIMIHPaHH ce AHjATHOCTHHKA MePKH 3a 11a ce HCKITYUH

MaJIATHUTET WIM ÖpeMeHocT. Opa Moke Na BKJIYHI KHPETAXKA.

Kaj Heron 2KeHM MODKC Ja He ce jasu TICeBJOMeHCTpyasIHo KpBaperke BO IIepHONoT 6e3 TaGneru. Axo KOK ce

3eMaaT IIO YIIQTCTBQTQ OU AEJNOT 4.2 HeBepojaTHo e AEKa xeHaTa e Gpemena. Mefyroa, ako KOK ne Gure
3CMCHI CIOPEM YIATCTBATA, IIPBOTO IIPOIIIIITCHO IICEBIOMEHCTPYANHO KpBaperse WIM aKO He Ce jaune
Be NOCIENOBATEMHA IICEBIOMEHCTPYAHH KpBapersa, DOTpe6Ho € Ma ce uckny4H ÖpeMenHoct npex Ja ce

IIPOHOJDK co yroTpeba Ha KOK.

4.5 Harepakuuu co ApyTu JeKoBH H APYTH popMy Ha HHTepaklmm

3aGerema: Tpe6a na ce pasrienaaT HHŸOpMammATe 3a IIPOIIHIII2HHTC JICKOBH IIITO MCTOBPCMCHO ce

yIIOTpe6yBaaT, 3a Na ce WHCHTW IIOTEHIMjAIHUTE HHTEPAKLAH.

Edextu Ha TA MEHMIIHHCKH IIPON3BOIH Ha Ja3

MODKC naMoxe na ce No0jaBaT HHTEPAKUAH co JICKOBM KOH TH HHAYHAPAAT MHKPO3OMANHATE €EH3HMH, LITO

pe3ynTHpa Co 3TOJICMCH KJIWPCHC Ha TIOJIOBATE XOPMOHH H TO MODKC Aa TOBENAT AO TIpoGuBHO KpBaperke u/um
HaMaslyBathe Ha edukacHocta Ha KOHTPALUEITHBHOTO CPEACTBO.

Ynpasysarve

Moxe Ja ce 3a0enexu eH3HMCKA UHAYKUMja Beke IIO HCKOJIKY MeHa of TpeTMaHoT. Makcumanna eH3HMCKa

HHAyKUMja TeHepanHo ce rieya BO POK Of Hekonky Heneim. Tlocne TIPEKHHYBARE Ha TepammmjaTa CO JICKOBM

EH3HMCKATA HHJIYKLIHja MODKC Ja Ce OHPDKM 3a OKOay 4 HENeIM.

Kpamxompajua mepanuja

YKeHnTe Ha Tepar1nja co EH3AM-UHAYHAPAUKH JIEKOBA TPe6a IIPUBpPEMEHO Ja KopuCTaT GapmepeH MCTOH HIN [pyr
MCTOH Ha KOHTPalIeImImja, HOIIOJIHMTCJIHO co KOK. BapHepHHOT METON Mopa Ja ce KOPHCTH Leo BPCMC BO TCKOT

Ha UCTOBpeMeHaTa Tepannja co IeKoBu u 28 JeHa Io HEj3HHOTO IIpekuRyBarbe. AKO TepannjaTa co JICKOT Tpae H

110 3aBpLIIyBalbeTO Ha aKTUBHUTE TabseTH BO KOK nakyBarseTo, iane6o TabneTuTe Tpeba na ce pyar x Tpe6a
2a ce IIOHHO CJICHHOTO KOK makyBatbe.

Alonzompajna mepanuja

Kaj 3KEHHTE Ha AONTOTpaeH TPCTMAH CO XeMaTasIHH CH3MM aKTUBHH CYTICTAHUHH, ce npelloparyBa
apyr curypen, He-XOPMOHANEH MeTOy Ha KONTpauenunja.

CJICHHWBC UHTEPaKIIHN CE 3a6eexKaHH BO JIUTEPATYPATA.

Cyncmanyuume wmo 20 seonemyeaam knupencom na KOK (namanena epuracuocm na KOK où ensumera

Ha np:

Bap6uryparu, 60ceHTaH, KapGaMa3zenuH, deHUTOMH, NPUMHAOH, pudamumuun, 4 XHB NekoBu PATOHABHP,

HeBHPATAH U ecaBUpeHYOT W Moxe6u, HCTO Taka cbenGamaT, rpuceodyBMH, okckap6a3enHH, TOIIMP2MQT u

IIPOW3BOHW KOH TO COHPDKZT Xep6aTHAOT Mek KaHTapHoH (hypericum perforatum).

Cyncman eu eDekmu ep3 knupencom naKOK

xaBaaT MHOry Ha XHB npoTeasa HHXHÖNTOPH KU HE-HYKJIEOSHIHA
TPaHCKPANTASA, BKIIyuyBajku koMÖnHanmn co XIIB uHxuÖHTopn, Moxe Ja TH
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3TOJICM2T HJIH HaMAJIAT 111a3Ma KOHLEHTPAHHHTE Ha eCTporeH HJIM HPOTECTHHH. Hero ehbeKToT Ha OBHE TIPOMEHH

MODKO BO HCKOM CJIYUAH Na Guxe KIIAHHYKH PEJIEBAHTEH.

3aToa, IIPOIIMIIQHMTC MHDOpMamuu 3a HCToBpeMena ynorpeba co XHB/XIIB mexosu Tpe6a na Ongar

KOHCYITAPAHN 3a HACHTHpUKYBabe Ha HOTEHUAjANHATE HHTEPAaKIHH H CHTO IIOBP32HM Mpenopaxn. Bo c1ryuaj Ha

COMHeBarbe, DKCHMTC Ha Tepallnja CO IIPOTea3a MHXHOMTOpH MIM HE-HYKNEO3HAHU Ha peBep3snOunHa

TpaHcKpunta3a Tpe6a Ja KOPHCTAT HOIIOJIHMTCJICH GapHepeH MCTOH Ha KoHtpauenmmja

Cyncmanyuu umo 20 namanysaam knupencom na KOK (ensumcku unxubumopu):

KIHHAUKOTO 3Hayeme Ha IIOTEHIIMjANHATe UHTEPAKIIMH co HHXHÖHTOPH OCTAHYBA HEIIO3HATO.

Uctospemena-ynotpe6a Ha cum CYP3A4 UHXMÖHTOPH Moxe a TU 3TOJIEMH INNA3MATCKHTE KOHHEHTPAITAH Ha

CCTPOTOH HIM IIPOTCCTCPOH WIM H Ha JIBATA.

Bo cryauja co nosekekpaTHu 140311 Ha koM6Hauuja npocnupexon (3 mg/nen)/ ETAHHNECTpanmon (0,02 mg/nen),

ACTOBPEMEHATA AUMAHACTpauUja Ha cuen CYP3A4 unxu6utop KCTOKOHQ3OJI 10 nena ja 3ronemyBa AUC (0-24h)
Ha APOCHHPEHOH U ETHUHHJIECTPAAHON 3a 2,7 natu u 1,4 naru, COONBETHO.

Ce nokaxaïlo xeka Ho3HTe Ha eTopakokcu6 on 60 xo 120 mg/ neu ru 3TOJIEMYBAaT INIA3MATCKATE KOHICHTPQIIIM
Ha etuHnnectpanmon 1,4 no 1,6 natu, COOABETHO Kora ce 3EMaaT UCTOBpEMEHO CO KOMOHHHPAH XOPMOHQJICH

KOHTPALENTAB IIITO CONPXKH 0,035 mg erununectpaquon.

KraauarurTe IIOHQTOII HOKAKAIE Jeka ETHHMJIECTPAAHON TO HHXHÖHpa KJIMpeHCoT Ha CYP1A2 cyrcrparure, mT0

AOB€AYBA A0 CJI260 (Ha HpHMep, Teo HM yMepeHo (Ha IIpHMep, THSAHHIAH) 3TOJIEMyBafbe Ha HUBHATA

KOHIIEHTPAIHja BO IJIA3MATA.

Eqexru na Ja3 na FH JICKOBH

KOK Moxe a BJIMjaaT Ha METaÖONN3MOT Ha ONpeeHu NpyTu cyncrannuu. COONBETHO, MIA3MATCKUTE U

TKHBHATE KOHLEHTPALHH MODKC Aa CE 3TOJICM2T (TIP. IIAKIIOCHOPHH) WIM (TIP. HAMOTPATHH).

Bp3 oCHOBa Ha BIBO HHTEPAKIMOHHTE CTYJHA Kaj KEHCKU HOGPOBONLH KOM KOPICTQT OMeIpa3on, CHMBACTQTHH

MIM MHAJa30JaM, KaKO MAPKHPaHH CYIICTPATA, KIMHHUKH 3HayajHa HHTEPAKHHja IoMery ApocnupeHoH Bo 1038 ON

3 mg co MeTaGONH3MOT Hapyre JIEKOBH IIOCpeNyBaH of WnTOXxpom CYP3A4 ce cuera 3a HeBepojaTHa.

DapMakoAUHAMCKA HEATEPAKUHH

3a BpeMe Ha KIMHH4KATE MCITHTYBQH2 CO TALHEHTH TpeTnpann 3a undexunn co BHDyCOT Ha xenaTutuc II
(XB) co MEIHUHHCKU NpOUSBOIH KON compat OMÔUTACBHP/TAPATANPEBAP/PHTOHABHP u Naca6yRup co HJIHA

6e3 pA6aBApaH, IOkayyBalseTo Ha TP2HC2MMH232T2 (AJIT) 3a 5 naru nosucoku on ropHata rpaHuua Ha

HOPMATHH BPENHOCTA, CE 3H8HHHTCJIHO IIOBHCOKM Kaj KEHH KOM KOPHCTAT JICKOBM KOM COHPXKAT ETHHMI

ECTPAAHON, KaKO INTO Ce KOMOMHMPAHH XOpMOHCKH KkoTpauenTusx (KXK). J[IONONHHTEIHO, ucTO Taka, kaj

TPETHPAHH co TIIHKarpeRmp/tmÖpeHTacBup HMM codoc6ysup/semmataceup/soxcumanpeBup,
3adelekaHM ce NokayyBalba Ha AJIT Kaj >KEHH KOM Kopycrene JICKOBM Kou COHPDK2T ETUHHN ecTpayvon, kako
WTo ce KXK (eux zen 4.3).
3aToa KOPHCHHAKUTE Ha Jas, Tpe6a Na ce npedhpnar Ha anTepHaTuBeH METOX Ha Konrtpamenmmja (np.

KOHTpalientivja CAMO co IIPorecToreH HN He XOPMOHCKH METOAH) npen Na 3anoue Tepandja co oBme

CO OBOj KOMÔHHHPAH PEXKHM,
GnHupanu pexuMu Ha JekyRatbe. Co Ja3 Moxe Na ce 3anoqHe ABE NO 3aBPINYBAIRE Ha JIeKyBaHeTO

NE DHE
Mey

rereapocnñpexon u ALTE
elak, HCTOBPEMEHATA

RESTRICTED

Kaj nannentu Kou Hemaar Gy6pexHa uacybunuenugja, uc

HHXHÖHTOpH Ham HCAVJI He nokaxKana sHauaen
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ynoTpeGa Ha Ja3 co aHTarOHUCTH Ha anocTepoH WIM AMypeTHIM WTO TO IITeNaT KAJIMYMOT, He Guxa npoyueHa.
Bo opue c11yyan, CepyMCKHOT KanyuM Tpe6aa Guye TECTHpaH 3a BpeMe Ha IIPBHOT TEPATIHCKH LAKIIYC. Bugu
HCTO Taka yen 4.4.

TH Ha HHTepakunjaODMH

mecmoeu

Ynotpe6ata Ha KOHTPAIIEITTUBHHTE CTCPOHIIW MODKC Aa BIHjae Ha pE3yAITATUTE Ha HEKOH Na60PaTopHCKH TECTOBH,

BKIY4yBajku TH GHOXeMMCKHTe NapaMeTpH Ha XeIlaTa1HaTa, TAPOHAHATA, aNpeHanHaTa M PCH2JIHQT2
1Na3Ma KOHIEHTPAUMATE Ha mpoTewHuTe (Hocaym), Ha Mp. KOPTHKOCTCPOWAI BP3ÿBAUKHOT-TIOGYIAH M

NANIHAHHTE/TIATIONPOTEHHCKUTE DpaKLUM, HaPaMeTpATE Ha KapOOXMAPATHAOT MeTaGONH3AM H ITapaMeTpute Ha

koarynammja x bu6prnonmsa. IlpoMexyTe reHepañHo ocTaHyBaaT BO paMKH Ha HOPMAJIHMTO MaGopaTopcKH

BpeXHOCTH. PIPOCIIPCHOHOT HpeMA3BAKYBA 3TONeMyBalse Ha IJIA3Ma PCHWHCKQTA AKTHBHOCT H IIJI23M2TCKHTC

BPCHHOCTW Ha ATHOCTEPOH, 3apay1m CBOjaTa Öllara AHTAMHHEPATIOKOPTAKOHAHA AKTHBHOCT.

4,6 Ynorpe6a 3a BpeMe Ha GpeMeHocr u 0eme

BpemenoctT

Ja3 He e HHAMUMpaH 3a BpeMe Ha OpemeHocT.

Ako ce 6pemeHocT 3a BpeMe Ha yIIoTpe6aTa Ha Jas, JICKOT Tpe6a Ma ce npekuHe. EKCTCHBMBHWTC

eNMAeMHONOLIKH CTYIMM He IIOK2K22 HMTY 3TOJICMOH PH3HK ON HCOGKTH Kaj HOBOPOHCHMTC Tella ON KEHH KOM

Kopuctene KOK npex 6pemenocta, HATY mak TepatoreH ebexT kora KOK ce 3eMayie HCHAMCPHO 3a BpeMe Ha

6pemeHocrTa.

Cryquute kaj 3KHBOTHMN IIOK2DK2JIC HecakaHH etpexTH 3a BpeMe Ha ÖpeMeHocTa u IaKTaumjara (BALM nen 5.3). Bp3
OCHOBa Ha OBMO IIOATOIIM Kaj 3KHBOTHA, Tropayu XOPMOHQJIHOTO MEjCTBO Ha aKTHBHHTE COCTOJKH, HCCAKAHWTO

ecbeKTH He MOXAT Ma ce uckmy4aT. Cenak TeHePa1HOTO uckycrBo co KOK 3a Bpeme Ha Opemexocta, He obesbenn

AOKa3 3a BHCTHHCKH HecakaH edeKT kaj HYFETO.

PacoNoXNUBATE NOJATONH OX ynoTpebata Ha Ja3 Bo TeKOT Ha GPEMEHOCTA Ce TipeMHory OTPAHHHCHH 3a Aa
OBO3MOXKAT 3aKJ1Y4OLUH 3a HOTQTHBHWTO eDekTA Ha Ja3 3a BpeMe Ha OpeMeHocTa, 31paBjeto Ha derycor nm
HoBopogen4ero. Jo JeHec He IIOCTOjaT PACNOJIOMIIUBN OIIHHCMWOJIOIIIKM IIONATOIM.

Tpe6a na ce 3eme BO HPeABAA 3rOJIeMEHHOT pusuK 3a BTE 3a BpeMe Ha IIOCTIIAPTQJIHWOT IIepHoA Kora MOBTOpHO

ce nounysa co Ja3 (Bunu ane 4.2 u 4.4).

OCHC

KOK moxe Ja BMjaaT Ha NakTammjaTa, Ömnejkm MOKC Wa TO KONHYECTBOTO H COCTQBOT Ha Maj4HHOTO
Maeko. 3aroa TeHepasiHo, KOK ne ce nperopaayBaar 3a ynoTpe6a ceHoJeKa MajkaTa koja Jou He ro ONÖHE CBOCTO

nere. Mara KonHuHHa Ha KOHTpalenTHBHUTe CTCPOWHW H/ANM HWBHM META6OJIHTH MODKC Aa Ce EKCKPETHPAAT BO

Maj4HHOTO MIIEKO, 3a BpeMe Ha ynorpe6ara Ha KOK. Ogre KONHAHHA Monea BIIMjaaT Ha ACTETO.

Jas e unnmumpana 3a npesenuuja Ha Öpemenocr. 3a undopmannja 3a Bpakalbe Ha TITONHOCTA, BNNETE NEN 5.1.

4.7E Bo3erbe H pakyBakbe CO MAIIHHH
M MER

RESTRICTD
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He ce HaripaBeHH CTyAuH 3a ebekTATE Ha cnoco6HocTa 3a BO3eHe HU ypabyBalbe co Maman, He ce saenexaHH

ebekTH Ha CIIOCO6HOCTA 3a BO3eHe U yIpaByBalbe CO MalJMHH Kaj KOpACHUUKA Ha KOK.

4.8 Hecakann epekTH

3a cepnozHn Hecakann ecpexTH kaj KOK KOPHCHHUKHTE BHM MCTO Jen 4.4.

CrexxuBe HecaKann peakHAH Ce npAjaBeHH 3a BpeMe Ha ynoTpe6ara Ha Ja3:

Bo TaGerata nonony ce rnpujaBeHA HecakaHuTe pear1lmm CIIOPCA MedDRA Kllaca Ha opraHcKu CHCTEMH

(MedDRA SOCs). Dperksennmjata ce Ga3upa Ha IIONaTOIM OX KITAHHUKH CTyAuUM. ŸnoTpeGen e HajcoouBeTeH
MedDRA TepmuH 3a onc Ha oNpeeHa peaklmja H Hej3HHATE CHHOHMMH H IIOBP32HH COCTOjOH.

Hecakann PeaKLHHH ITO ce HOBP3AHH CO ynoTpedara Ha Ja3 Kako opaJleH KOHTP2IICIITHB HH 34 Tepannja Ha yMepeHH

cnoper MedDRA Knacu Ha opraHckH cucTemu u MedDRA Tepmuun

TRoMOeMOoguja

Kraca Ha opraHcku BOOÖHYaeHH HEBOOÖHYaEHH peTkH HEIIO3HATH (He MOXKAT JA
cuctemu (MedDRA (21/100 zo (21/1000 yo (21/10000 ao <1/1000) ce onpenaT OU

Bepsnja 9.1) <1/10) <1/100) PaCHIONOKIHBH
HONATOLH

Hinder1mu n Kannunmjasa

Kpexu u Anuemnja
Tpom6olnToreRuja

HopeMeTyBalba
TlopemetyBaiba Ha Aneprucka peakumja XHnepceH3HTHBHOCT

HMYHOJIOIIIKHOT BaouyBake Ha

CHCTCM CHMIITOMHTE Ha

XePHAHTAPHHOT HJIM

CTCKHATHOT AHFHOCHEM

Engoxpuun Enxokpano
IIODCMCTVBQHA TIOpeMeTyBarse
Mera6onHn 4 3rojeMeH areTAT

HYTPHTHBHH AHopexcnja
HOopeMeTyBalba Xurepkannemaja

XurepHatpemnja
TIcnxnjatpucku EmoruoHanxa Henpecaja AHoprasmnja
TIOpeMeTyBalba HaÖHNIHOCT Hepsosa Heconnua

Tlocnanocr

Tlopemetysana Ha TrasoGonxa 3aleMeTeHOCT Bprornasuua
HCPBHHOTCHCTCM Ilapecresnja Tpemop
Ouxu KoOHjyYHKABHTHC

BatsA CyBo oko
Oxo nopemeTysame

Cpuesu Taxukap1nja
NOPEMETYBAHA
BackynapHu Murpena DreôuTuc

NOpeMeTyBalba Bapuko3HH BeHH Backynapno
Xuneprensyja TIOPeMeTyBalbe

Enuctakca
Cunkona

JIKM

Beng
NE
Ka

4
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TactpouutectuHannu Taneme AGroMHHarHa 3ronemen a6noMeu

HOpeMeTyBaHa 6onka T'aCTPOHHTECTHHATHO

Tloppakatbe TOPEMETYBAHE
Ancnencnja T'acTpouHTecTuHanHa
Tloxyenocr TIPETIOTIHETOCT

Tacrputuc XuaTyc xepHuja
Jujapea Opanna KaHAHHHja3a

Koncranauuja
CyBa ycTa

XenaroGanujapan Burmjapna 6onka

HOpeMeTyBalba Xo7nenucTuTuc
KoxHu u AKHH Xroa3Mma Eputema My1rmubopme

HOTKOKHH Uemarbe Er3em

HOpeMeTyBaHa can Axorenmja
AKHEHopMeH

CyBa koa
ÉpaTeMa H0103yM
ÄHTepTpuxo3a
KoxHo NOpeMeTyBare
Koxxu crpan
KOHTAKTEH HEPMaTATHC
DOTOCEH3ATHBEH

HEPMATATAC
Koxnn HOAyYJIH

Bonxa Bo rp60T
H CBP3HO TKHBHH Borxa Bo

HOPEMETYBAHA EKTPEMHTET
rpyesu

Ilopemetysase Ha Bonka Bo nojka Barnnanna ‚Incnapeynnja
penponyKTHBHHOT Merpopargja" KAHAHAHja3a By1BOBArHHUTAC
CHCTCM A JOjKATE AHEMOpea Kaprnana 6onka TIocTKonTanHo

BrojeMyBarbe Ha kpBapeise
Aojka TIcesnomexcTpyarxo
Ou6ponuctwina KkpBapeHe
Aojka UncTa Ha nojka
Vrepuno/saraHanHo Xumeprmtasuja Ha Aojka
kpBapeise" Heonnasma Ha xojKa
Tenntanen acuenok Lepszkaren nomun
Tonna 6paHoBH EnnoMerpnjanna
Barnuutuc arpodrja
Mexcrpyanxo OgapnjanHa ACTA
TlopemetyBarbe 3ronemyBawe Ha

Aucmenopea yrepyc
Xunomenopea
Menoparnja
Barnnan1na cyBOCT
CoMHHTeJIeH

Ilar1annkonay TecT
Hamaneno mHöHno

Onm1ma AcTeHnja Cra6ocr
NopeMeTyBatba u 3TOJIEMEHO Moree
COCTOj6H Ha MeCTOTO Exem
Ha anMuUHHCTpauuja (reHepannanpaH

cxeM, Nepupepen
EIIEM, elem Ha

3ronemena TekuHa Hamar1ena Texuna

ACPMATHTHC

DHE A
JIHUE

Ba 4251 PS
s w

FRIC
+
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HeperynapHuTe KpBaperba OOW4HO ce TIOBJIEKYBAAT 3a BPCMO Ha KOHTHHYHPAHA Tepar1nja

Onuc Ha cerekTHPaHH HeCAKAHH CAKI MM

Bun 3a6eñexaH 3roJIeMeH pH3HK Ha apTepHCKH H BEHCKH TPOMÖOTHYHH MH TpoMOoeMOoNMaHH HACTAHA,

BKIyuyBajkd MMOKQPHCH HHapKT, MO304eH yap, TP2H3WTOPCH HCXEMHUEH HANAX, BeHcKa TPOM6032 W

IYJIMOHAJHA eM6onuja Kaj KeHA Kou yIIoTpe6yBane KXK, Kou ce OnMIUaHu BO IIOBeke HCT2JIM BO AenoT 4.4.

CrexxuBe CepHo3HH HeCAKAHH ce IpujaBenu kaj XeHM Kou ynorpeGyBaar KOK, mito ce onumaHn BO

zenor 4.4 Tloce6HH Mepku Ha npeTnasnaBocT x noceGHH IpenynpenyBalsa 3a yIIoTpeba:
- BeHckH TPOM6OEMÖOIHUCKH HapyllyBatba
- APTEPHCKH TpoMOceMOonHCKH HaAPyLTyBAHA
- XHnepTeHsuja
- TyMopu Ha xerrapor
- IIojasa um Babe Ha cocToj6u 3a Kou NoBpsaHocta co y11orpedata Ha KOK He e y6exuBa: KpoHoBa
GoxecT, YJIIICPQTHBCH KOJNATHC, EIMNelchja, MurpeHa, yTepHH MUOM, Mopdupyja, CHCTCMCKM JIYIIYC

EPHTEMATOZYC, l'ECTANHCKH XEPIIEC, CHAEHXA)MOBA Xopea, XCMOJIWTHHCH YpeMH4eH CHHIPOM, XOJICCTQTCK2

DKOJITWII2

- AKYTHW M XPOHWHHW Ha xemapoT WTO Moxke Na NPeJH3BHKAAT TPEKAH Ha ynorpeGara Ha KOK
AOJEKA IIOKA3aTeIIHTE Ha (byHKIIMjaTa Ha xeIfapoT He ce BPATAT BO HOPMANIA.

X70a3Ma

OpekzeHumjara Ha HUjATHOCTHNAPAHE Ha KAPILAHOM Ha HOjKUTE € Manky 3rOJIeMEHA rromefy OK KkopacHuukure.

Buyejku KapIIMHOMOT Ha 0jKH € peqok Kaj KeHH Nog 40 FOAHIIHA BO3paCT, 6pojoT Ha MojaByBatbe € IIOM2JI BO

OHHOC Ha BKYIIHMOT PA3HK OJ KapII[HHOM Ha Hojkm. Ilopp3aHocra co ylotpe6ata Ha KOK He e nosHara. 3a

HOIIOJIHHTCJIHH BO Jenot 4.3 u 4.4,

Yintepar1mn
Og MATepakWMMTe Ha 1PYTH JICKOBM (EH3HMCKH HHAYKTOPH) CO OPANHATE KOHTPAICIITHBM MODKC Aa PE3YITHPA

TIpo6uBHo KpBaperke H/HNM KOHTpallenTuBeH Heycnex (BAJU Jem 4.5).

Babe Ha COMHHTOJIHH HeCAKAHH

IlpnjasyBatseTo Ha COMHHTOJIHH HeCAKAHH peak1mH No of0OpyBalbe Ha IEKOT € BaxkHO. Toa OBO3MOxyBAa

KOHTHHVHP2HO CJICHCHO Ha OIHOCOT KOPACT/PH3HK Ha IeKOT. HecakaHuTe peakHHH ON JeKOBUTe MOxe Ja ru

npyjagure Bo ICHT2P 3a PaAPMAKOBATANAHLA AreHUNjaTa 3a JeKOBM U MeqMUMHCKU

cpeyctsa (yn.Cp Kupun u Meroxuj 6p.54 kar 1) um no eIeKTPOHCKH NAT npeky Be6 cTpaHa Ha Arentujata
https://malmed.gov.mk/..

4.9 IIpeqo3upame

Jocera He IIOCTOM HCKyCTBO 3a Ipeno3Aparse co Jas. Bp3 ocHoBa Ha OIIIIITOTO MCKyCTBO CO KOMÖHHHPAHH Opa11HH

KOHTPAlENTABH, CHMMTOMHTe WTO MOKaT Ja ce NojaBaT BO OBOj CHYUAj ce: Tanerse, MoBpakae U IIPO6MBHO

kpsapeke. Hpo6usHo KpBaperse Moxe Aypu Na ce jaBH ypu H kaj NeBojunma pea MeHapxa, ako cITyyajHo TO

3eMaJle OBOj MeZMUMHCKH IIPON3BON. He IIOCTOH aHTHNOT H IIOHATAMOLIHHOT TpeTMaH Tpeba Ma 6une
CHMIITOMATCKH.

5. DAPMAKOJIOIKH NOAJATOUMN

5.1 DapMakoxHAMCKH CBOÏCTBA

annKar
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Pearl uunexc 3a Heycnex Ha MeTog: 0.41 (ropHa ZBocTpana 95 % rpanuua Ha noBepGa: 0.85).
Cesxynen Pearl xHnexc (Heyc1ex Ha MeTOy + Heycrex Ha naunexT): 0.80 (TopHa nBoctpana 95 % TpaHn1la Ha

zoBep6a: 1.30).

KoxTpauenTuBHuoT etext Ha Ja3 ce TeMenx Ha WHTepakiMja ON Hekolky DakTOPH, OX KOM Haj3HAajHH ce

HHXUÖHINja Ha W IIPOMCHW BO EHJIOMETPHYMOT.

Bo cTyamja co wuxnOupana oBynallmja BO 3-HAKIYCH CO cllopenyBalbe Ha APOCTAPEHOH 3 mg/eTuHHITecTpanmon
0.020 mg Bo 24-nHeBex pexuM x 21-mHeBeH-pexyM, 24-IHEBHHOT-PEIKHM 6un TIOBp3aH CO IIOTOJICMO

IIOTUCHyBArke Ha DONAKYNAPHHOT pa3Boj. [lo HaMepHo Ha N03HPaHH TPCIIIKM BO TCKOT Ha TPCTWOT

IIMKITyc Ha TpeTMaHOT, Kaj IIOTOJICM HET ON KeHATE CO 21-nHeBeH pexkHM ce AKTUBHOCT Ha jajHMLIMTE,

BKITyuyBajkH HCHOCTATOK Ha OBYNAUHA, BO CITOPeN6a co KEHATE KOM 3eMaaT 24-HHeBEH pexuM. AKTHBHOCTA Ha

jajHauuTe ce Bpara1a Bo TIpeJ-TPETMAHCKHATE HWBOA 3a BPCMO Ha IIOCT-TPETMAHCKHOT HYKJIYC Kaj 91,8% on
3KEHHTE KOM 3eMasie 24-THEBEH pexKUM.

Ja3 e KOMOMHMpaH OpayieH KOHTpalleMenTuB co CTWHWJICCTP2HWOJI MH MporecToreHoT JpocnupeHoH. Bo

TeparleBTCKa 1038 APOCUAPEHOH WCTO Taka IIOCeNyBa aHTHaHApOreHu U YMCPCHO AHTAMAHEPANOKOPTHKOH/HU

KapakTepHCTHKH. Toj HeMa ecTporeHo, TIYKOKOPTHKOHAHO U AHTHTIYKOKOPTHKOHAHO HejCTBO. Opa My Japa Ha

HPOCHAPEHOH dapMakonowkH npopur MHOry CJIWHCH Ha IPHPOAHHOT XOPMOH MporectTepou.

Ma HHAUKANAH OX KIAHMIKH CTVAMM Reka YMepeHHOT aHTHMHHEPANKOPTHKOHNEH HPOH3NETYBA ON

YMepeHUTe aHuHTHMMHEPAIIKOPTHKOHAHHTE KapaKTepucTuku Ha Jas.

NsBeneHn ce Be MyIITHNCHTPHYHA, ABOjHO CJIEIM, CHYAA)HA, Timatje60 KOHTPOJIHpaHu CTYAMM 3a eBANYAUHjA Ha

edbuxacHocta u 6e36eqHocta Ha Ja3 Kaj KeHU CO YMepeHH BYNTAPHH AKHH.

Iocre mecT MeceyHa Tepangja, Bo chopen6a co niaueGo, Ja3 nokaxan CTATACTAUKH 3HauajHo HoromeMa

pexyxumja ox 15.6% (49.3% Hacnpora 33.7%) Ha BOCII2JICHHTO nesum, 18.5% (40.6% Hacnporu 22.1%) Ha He-
BOCIIAJICHHTC nesuu u 16.5% (44.6% HacnpoTH 28.1%) BO BKYIIHMOT 6poj JIe3Hn. JONOJIHATEIHO, IIOBHCOK

npouenT ox cy6jexrute, 11.8% (18.6% Hacnporu 6.8%), TIOKAXKAJIE UACTA HIM CKOPO YHCTA OUEHKA Ha CKAIQTA

Ha Investigator's Statistic Global Assesment (ISGA).

5.2 DapMakOKHHETCKH CBOjCTBA

Apocnnpenon

Ancopnuuja
Opanno JHaïeHHoT Apocurnpenon 6p30 uw ckopo wenocHo ce ancopônpa. MakcumanHara cepyMcka

KOHUeHTpalnja Ha aKTMBHaTa cyr1cTaH11mja of 38 ng/ml ce nocruruysa 1-2 yaca Mo exuneuna uHrecTuja.

BaopacnonoxnuBocta e TOME 76 u 85 %. Wcrospemenata ynotpe6a co xpaHa He Bimjae Ha

GHopaconoKMABOCTA Ha APOCITHPEHOH.

Ilocne oparHa anMuHHCTPalmja, cepyMcKHTe BPCAHOCTY Ha APOCIHPEHOH ce HaMallyBaaT CO TEPMHHANIEH IIOJTY-

DKHBOT OA 31 dac. ApocnnpeHoH ce Bp3yBa 3a CepYMCKATE H He ce Bp3yBa 3a CCKC XOPMOH BP3YB2HKWOT

rno6ysun (SHBG) wau Kopruko 8psyBaukuotT rno6ynaH (CBG). Camo 3-5 % ox BKynHaTA cepyMcKa

KOHUCHTpallvja Ha aKTABHATA CyICTaHlMja € BO Buy Ha CJIO6OHCH cTepouy. ETAHHNIECTPANMON-HHJYMAPAHAOT

TIOpacT Ha § INjJae Ha Bp3yBarbeTO Ha APOCIMpeHOHOT 3a CePyMCKATE TIPOTEHHM OcHOBHHOT BOJIYMEH

Ha DUCT
€

Hanoi npenonor e 3.7+1.2 l/kg
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JipocnmpeHou excTeH3uBHO ce MeraGonusnpa IIOCJIC opanHa anMuHHcTpaumja. Taste MeTaGouTH BO

T11a3MaTa ce KHCEJIHHCKH DOPMH Ha HPOCIIWPCHOH CO3HAIEHA CO OTBOpake Ha JIAKTOHCKUHOT IIPCTCH u 4,5-
WUXHApo-Apocnupenon-3-cymat, dopMupaH co penykumja u nocreroBaterHa cymatatuja. Jpocrapexon ©

HCTO Taka IIPOIMCT Ha OKCHAATHBHUOT MeTaGonu3aM KaTanaanpaH on CYP3A4.

MH BUTpo, ApocnupeHoH e cnoco6ex cra60 Ao yMepeHo Aa Tu HHXHÖHpa HuTOxpoM P450 exsumute CYPIAI,
CYP2C9, CYP2C19 u CYP3A4.

E1mmuHalmja
CepyMcKHoT MeTa6oneH KJIWPCHC Ha ApocrmpenoH € 1.5+0.2 ml/min/kg. Apoc1mpeHoH ce exckpeTupa caMo BO

MalIH KOJIHYAHH BO HCIIPOMCHCTA bopMa. MeraGomuTuTe Ha APOCTMPEHOH ce CKCKPCTHPQAT co penec W YPHHA BO

OKCKPOIIHOHCH OHHOC ox oxomy 1.2 yo 1.4. TonyxuBoTOT Ha exckpenja Ha MeTaGoIMTHTe co YPHHATA A perrecoT
e okomy 40 yaca.

Coctoj6u Ha HH2MMHH2 aMHOTEXKA

3a Bpeme Ha TepallMcKHOT HHKJIYC, MAKCHMANIHHTE COCTO)OH Ha HMHAMHHHA paMHoTexa Ha HPOCHHPEHOH BO

cepyMor ox okony 70 ng/ml ce gocTuruyBaaT no oKomy 8 Wena on Teparnjara. CepyMCKHTE BPEAHOCTH Ha

ApocInpeHoH ce akyMyJInpaat co dakTop of OKOJIY 3 kako HOCIEAHIA Ha OHHOCOT IIOMEfy TEPMUHANIHHOT OIIy-
DKHBOT U IEPHOHOT Ha AO3HPARE.

Toce6Hu nonyMaMOHA rpynu

Ederm na 6y6peocna uncy&buyuenyuja

Cepymckute cocToj6u Ha HMHAMHUHA paMHoTexka Ha APOCTIAPEHOH Kaj 2KeHH co JecHa 6y6pexHa
uncybn1mennnja (kpearuaux k1mpenc CLer, 50-80 ml/min) Gune cnopexiuBx co OHMe Kaj XeHH CO HOPMalIHa

6y6pexna dbyHKuuja. CepyMckuTe BPCHHOCTH Ha ApocrApexox Ouse BO npocek 3a 37 % OBHCOKH kaj DKCHM CO

yMepena Gy6pexna uHcybrumenunmja (kpeatun KJIWPCHC CLcr, 30-50 ml/min) cropexeno co XeHH co HOPMarHa

byaknuja. Jpocnupenon ucTo Taka H06po ce MonHecyBan Kaj KeHA CO JIecHa Wo yMepeHa Gy6pexHa
nacypanmenuuja. TpermMaHoT co HpocrupeHoH He HOKaKAN KIMHHUKH 3Ha4aeH e@eKT Ha CepyMCKOTO HWBO Ha

KATHYM.

Eqexm na xenamanna uncy@uyuenyuja

Bo crynmja co exdHeuHa 1032 Kaj HO6POBONNA CO yMepeHa XCIIATAJIHA HHCYŸHAUHEHUAjA, OP2JIHMOT KJIHPEHC

(CL/F) Gun Hamarex 3a npuônuxno 50 % Bo cropen6a co BONOHTepH co HOpMasina XCIIQTQJIH2 DyHKIMja.
3a6enexaHoTo HaMalyBaHe Ha KJIFPCHCOT Ha JPOCTIAPEHOH Kaj CO yMepeHa XENATANHA

uacyuuuenmuja He Hekoja noceGHA pas11mka BO ONHOC Ha CepyMCKHTe KOHLEHTPANHH Ha KAJIMyMOT.

Jypu u Bo cocTojôu na xmjaGerec u HCTOBpeMEHA Tepar1nja co CTIMPOHOJI2KTOH (MBa DakTOPH IITO MODK2T a
NpeAACHOHApaAT XWIIepkanHeMuja kaj NallMeHTH) He Oune 3a6enexaHH 3TOJICMCHH CEPYMCKU KOHIIEHTPALIMM Ha

kaJIMyMOT Ha] OPHATE HOPMaJIHH BpexocTu. Moxe Ja ce 3ak11yym AEKA Apoc1mpeHoH 106po ce IIOHHCCYBA kaj
HalHEHTH CO JICCHA JO YMepeHa X€TIATANHA uncybaumentnja (Child-Pugh B).

Emauuxu 2pynu

He Gure 3a0enexaHH KIHHAUYKH 3HAWAjHH pas11mku BO PapMakOKAHETHKATA Ha APOCHMpeHoH HIIH

eTAHHIECTPAJUON IIOMCTY jaTOHCKATE U OCJIMTC KEHH.

ETuHnnectpaanon

Ancopnmumja D + HE =19 ag
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OparHo AaNeHHOT eTuHUJIeCTpaquon 6p30 x WenocHo ce ancopôupa. Ilocre exnHeuxa opara ANMMHHCTPAIMja,

MaKCHMATIHATE CEPYMCKH KOHIEHTpaumu of 33 pg/ml ce nocTarHyBaatr 3a 1-2 waca. AuconyTHaTa

6nopactonoxMBOCT, Kako PESYATAT Ha Npe-CHCTEMCKATA KOHjyrauMja H MeTa6omH3aMoT IIPM TIPBO-IOMHHYBarbe

e npaxônmmxxo 60 %. crogpemeHoTo 3eMake Ha XpaHa ja HaMaïyBa GHOpacIonoKIABOCTA Ha ETHHNNIECTPAAHON

3a OKOAy 25 % kaj HCHMTyBaHHTE CyOjeKTH, HOJEKa He ce 3a0eNEKAHH TIPOMEHH Kaj ocTaHaTuTe.

HCT u6 nla
CepyMckuTe BPeHHOCTH Ha ETHHHNIECTPANNON ce HaMallyBaaT BO Be TCPMMH2JIH2T2 AMCTIO3uIMoHa cbasa

ce KapaKTEPH3HPa co MomyxMBOT Of TPAÔIAXKHO 24 yaca. ETHHHNECTPAAHON € CANMHO, HO Bp3aH

3a CepyMckuTe an6yMHHH (NpAOIMXKHO 98.5 %) H TPEAMSBAKYBA IIOP2CT Ha CepyMckaTa KOHIeHTpalivja Ha

SHBG u Ha KopTuKony Bp3yBauKUOT r106yHuH (CBG). beme xerepMAHApax BOITyMeH Ha NHucTpu6yumja OX

npuômmxxo 5 I/kg.

Buotpanchopmatnja
ETHHHNECTpaAHoN e IIPCHIMCT Ha 3H2HHTCJICH IIPEBeH M XENATHUEH MeTa60JIH3aM TIPH IIPBOTO IOMHHYBAILE.

Erunusectpavon npAMapHo ce MeTAGONH3APA IIpeky AaPOMATHAHA XHAPOKCHNANM)A, HO CO PopMApae Ha

IIIMPOK CIICKT2P Ha XHAPOKCHIAPAHA U METANAPAHA METAOONATH, a THe ce NPACYTHH kako CJIO6OHHW

MeTaGONNTH 14 KOHjyraTu CO T'IYKOPOHAAU A cyndat. CTankaTa Ha MeTaOolleH KJIWPCHC Ha ETHHANECTPAAHON €

okomy 5 ml/min/kg.

E11nmHHanmja

ÉTHHMIeCTPAMMON He ce ekcKpeTupa BO HÉTIDOMEHETA dopa, BO 3HAYajHM H3HOCH. HeroBnre MeTabommTu ce

EKCKpeTHpaaT co ypHHapHo ÖnmjapeH OHHOC ON 4:6. IoryXHBOTOT Ha ekckpellnjaTa Ha METAÖOMMTHTE € OKOIy

zen,

CocToj6n Ha AUHaMHYHa PQMHOTCK2

CocTojôn Ha AHHaMHYHa PaMHOTEKA ce IIOCTUTHYBaaT 32 BPeMe Ha BTOpata a3a ON TPETMAHCKHOT IIWKJIYC H

KoTa CepyMCKHTe HWBOQ Ha ETHHUANECTPAAAOIN ce akyMyJnpaHn co pakrop okony 2.0 no 2.3.

5.3 IIpetkaunnuku 6e36eHOCHH NONATONH

Kaj naGoparopackH KHBOTHA, ecbekTHTe Ha APOcHHpeHoH H eTHUHHIIECTPANHON Oune orpaHwieHu co OHNE

HOBP3aHH CO Ipeno3HaTt1IuBa AKTUBHOCT. OcoGeHo, cTyAMHTe Ha TOKCHHHOCT

Tloka@kaa EMÖPHOTOKCHYHH KH eTOTOKCH4HH ebeKTH Kaj IKHBOTHH KOH Ce CMETAAT 3a CHelAbHYHH BUNOBH. Ilpu

H3NOXKYBAIA WTO TH HAJMHHYBAAT OHNE Kaj KOPACHHUKUTE Ha Ja3, ebekTHTe Ha ceKcyanHa anbeperumjanmja
Önne Ha6JbyIIyBaHH kaj heTycH Ha CTAOPIH, HO He H Ka) MajMyHH. Cryxuure 3a IIPOHCHKA Ha PASHHUTE 3a

DKHBOTH2TQ CPEHUHA Nokakalle Teka ETAHHAJIECTPAAHON U 1POCIIHPCHOH HMaaT NoTeHUMjal AA NPeTCTABYBAAT

PH3uK 3a BOHHATA KABOTHA CPeAAHA (BAAM Jer 6.6).

6. @®APMAUEBTCKH TOJATOON

6.1 JIncTa Ha ekcnmrmeHcH

Lnane6o dunM-o61oxeHn TabneTu (beim):

Jaôpo:
MOHOXZILpat Jlaxtosa MOHOXHApaT

IIgenkapeH cxpo6 Muxpoxpuctasua HeJy103a
MarHesnyM cTea MarHesuyM creapar (E470b)

AKTWBHW bUNM-O6JI0%KEHH TaGneTu (cReTHo DO3CBM

es Dunm-o6euera:
Xunpomerosa (E464)
Tank (E553b)
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TATAHAYM auokcux (E171) TuTaHnyM auoxcua (E171)
Kene3en oKcun upseH (E172)

6.2 HHKoMNATHÖHNIHOCT

He e npuMmennmeo.

6.3 Pok Ha Tpaelbe

5 TOHWHM

6.4 IloceôHu ycroBu 3a

Jlekor Hema HOCeÖHH ycroex 3a UyBälbe.

6.5 IUpnpona u conpkuHa Ha maKyBalbeTo

Tpancnapenten IIBL/AI1nmuHuyM 61MCTep Bo KaPTOHCKO ye6HO

Tonemuna Ha
28 Tab1eTu

Cexoj 6rncrep coxpxu 24 CBCTJIO PO3eBH aKTUBHU harM-0610xenu TabneTu x 4 Heim mma1e6o dumm

06710%eEHHA TaOJIETH.

6.6 YnaTCTBo 3a ynoTpe6a/uyBarse Ha JICKOT

JIekoT ce 4yBa Ha MecTa HCHOCTQIIHM 3a Nena.

OBoj lek Moxe Ja TipeTcTaByBa TIOTEHNHjAleH PW3MK 3a KABOTHATA cpequHa (Buan nen 5.3). He ro uchpnajre
JICKOT CO OTIIAHHA BOHI2 WIM CO HOMAUIHHOT Oman. TIpamajre ro dapmalleBToT kako TpeGa Ja ro HchprruTe
JICKOT DITO He TO ynoTpe6yBate. Co OBHE MEpKH Ke ja 3alITUTHTE OKOJMHHATA.

7. HOCHTEHA OJOBPEHHETO 3A CTABAIBE BO TTPOMET

Bayer doo Ljubljana, IIpetcTashn1rtBo Cxonje,
Va. AHTOH Hono 6p.1, -70Kk.4/Mes./1am.2, 1000 Cxonje

8. BPOJ HA OJOBPEHHETO 3A CTABARE HA JIEKOT BO IIPOMET

11-5156/5
9. AATYM HA TIPBOTO OAOBPEHHE 3A CTABABE HA JIEKOT BO IIPOMET H JATYM

HA IIOCJIEAIHOTO OBHOBEHO OHOBPEHHE

04.02.2019

10. IIOCJIEIIHA PEBU3HJA HA TEKCTOT

08.2024
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