
3bUPEH E3BEIIITAJ 3A KAPAKTEPHCTHKHTE HA JIEKOT

1. MME HA JIEKOT

Diane Mite / [vane Majr 0.035 mg/2 mg o6noxeHu TabneTH

2. KBAJIATATHBEH M KBAHTHTATHBEH COCTAB

Equa TaGnera conp>KkH 2 mg HHIPOTEPOH AUeTAT u 35 MHKPOTPaMH ETHHHI ECTpanmon.
EKCIIHIIWCHCH co I03HAaT ebekr:
30,96mg rakrosa MOHOXHApaT u 19,37 mg caxaposa.
3a WesOCHa JIMCTQ Ha EKCUMMMeHCH BHACTC BO JENOT 6.1

3. DAPMAIIEBTCKA JO3HPAHA OOPMA

OGroxenn TA6IIETH, 6ex, ÖHKOHBEKCHH, OKPYTJIH, HHjaMeTap: 5mm

4. KJIMHHUKM OCOBEHOCTH

4.1 TepaneBTCKH HHAMK2IIMM

TpeTMaH Ha yMepeHo TEIIKH 10 TeIIKH QOPMM Ha aKHH KOM Ce aHApOreH-OceTIMBH (co HIM Ges ceGopea) n/n1m
XHP3YTH3AM Kaj KEHH BO PENPOAYKTHBHA BO3PACT.
Humane Majr tpe6a na ce KOPHCTH 3a TpeTMaH Ha aKHH CAMO KoTa JIOKQJIHQTQ TepanHja UNH CHCTEMCKH
AHTHÖHOTCKH TpeTMaHH He NABaaT PEYJITAT.

Buyejku Jluane Majt e ucTo Taka XOPMOH2JICH KOHTPALEIITHB, TOj He TPe6a Ma ce KOPHCTH BO KOMÖHHALMja CO

pyr XOPMOHQJIHM KOHTPAIICIITHBH (Bagete BO CJIOT 4.3).

4.2 Aosnpame u HadHH Ha ynoTpe6a

Kako na ce 3ema [HaneMajr?

Haunn Ha ynorpe6a
Ilepopanna ynorpe6a

O3Hparbe

Juane Majr tpe6a na ce 3eMa PeAOBHO 3a Na ce o6e36enn TepaneBTcka ecukacHocr U IIOCaKYBAHATA

KOHTpallenTHBHaTa CHTYPHOCT.

KOPHCTCHQTQ XOPMOHQJIHA
PexHMOT Ha A034paRe € BO OCHOBA MCT KaKO U BOOMYACHHOT pexuM Ha TIoBeke

opas1Ha KOHTpallenuuja 3aroa Mopa Ja ce 3ana3aT HCTHTC NpaBHJIa 3a y1orp a KenpasunnataYaötpeba Ha
3areMOKC Aa IIPCHM3BEK2 HHTÉPMEHCTPYANHO KpBaperbe MODKC
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Ta6meTuTe ce 3eMaaT 110 PeHOCHIENOT O3HAYeH HA TIAKYBAFLETO, CeKOj CH, BO IIPH CHOT CO
vat am:m

© UCT

MQJIKY TeyHocT Ce nve no equa TaGJIeTa AHEBHO BO Mepvoy of 21 xex HenpexuHa »Cekor gnénHo KyBame ce
TlOWHyBa Io 7 WHeBeH CJIO6OHCH HHTEPBAN, 3a BpeMe Ha Koe HACTAHYBA KpBaperBe CI ÉNMÉHEFPYaNHOTO, Koe
O6MLHO HacTaHyBa 2-3 JeHa No NOCJHeHHATA TaGJIeTa H MOxe Aa IIPOHOJDKH JO sanounyBarbe Ha CJICHIHOTO
TakyBarbe

Kako ce sanounyea

Sot



Bez npemxodna ynompeda na xopmonanen Konmpayenmus (60 usmunamuomMeceu)
3emarero Ha TAÖNETUTE TpeGa Ma IIOHHC HA IIPBMOT AeH ON IIPUPOAHHOT IIHKIIYC Ha XKEHATA (NP. IIPBHOT NeH Ha

Hej3MHOTO MCHCTPYQJIHO KpBapeHe). AKO TaOJIeTHTE Ce 3aTO4HAT HOMely 2-5 MEH OA MeHCTpyasIHHOT IIHKIIYC, ce
riperlopauyBa AONOJHMTeIHa JIOKANHA KOHTPALEITHBHA 3AIIITHT2 BO TCKOT Ha IIPBMTE 7 vena ON 3eMalbe Ha
TaOHeTHTE BO IIPBHOT IIHKIIYC.

IIpumenyeame où KomÖunupana xopMonanna Konmpayenyuja (KomÖunupana opanna konmpayenuuja/KOK),
KOpucmerme Ha Gazunanen npcmen unu mpancdepmanna JlenenKa
Keuara Tpe6a ma nouxe co Juane Majr fo MOXHOCT Ha AeHOT Trocye IOCHENHATa XOPMOHCKA TaGJIETA OA

IIOCJICHHHOT KOMÖHHHPAH IperapaT, HO He IIOKACHO ON HCHOT HO BOOÖHYAEHHOT CIOÖONEH HHTCPBQJI WIM

HHTCPBQJIOT 6e3 XOPMOHH.
Axo IIPCTXOHHO Ce KOPICTCJI BQTHHQJICH IIPCTOH HIH TPAHCHEPMAIHA NeneHka, NperopaynuBo € JInane Majra ce
BQIIOHHC Ha ACHOT Ha OTCTPaHyBare Ha TOCHeAHMOT BATHHAJIEH IIPCTCH HH TPAHCEePMAaHa JICIICHK2 ON

IIAKyBAlbETO, HO He IIOKQCHO ON ACHOT Kora € noTpe6HO Aa ce 3anouHe CO HOBA KOHTPALIENLMjA.

IIpu menysame où memod camo co npozecmozen (maönema wmo codpsicu camo npozecmozen, UHjeKuuja,
umMnianm) unu 00 npozecmozeh-0C10600yeauku unmpaymepun cucmem (HYC)
)Kenata Moxe na ce npedbprm Ha Jluaxe MajT Ono Koj AeH ako 3eMana TaGJIeTH LITO COHPDKQT CAMO HPOTECTOrEH,
OA HMIIJIQHT HJIH on MYC Ha AeHOT Ha OTCTPAHYBAHETO, à ON HHjeKIMja Ha MEHOT Kora € 3aKaKaHa CIEXHATA
uHjekuyja. Ho, Bo cuTe oBHe c/Iyyan NauHeHTKaTa TpeOa Aa Oume CoBeTyBaHa Aa ynorpeOyBa JIOKaJHa

BO IIPBHTC 7 ACHOBH ON 3CMARETO Ha TAÖNETHTE.

Ilocne adopmyc 60 npeuom mpumecmap
TaOneruTe Moxe Ja ce 3amoyHaT BenHam. Bo Toj cnyyaj, He Tpe6a Aa ce ynoTpeGyBaaT HONONHATENHH

KOHTPAHEITHBHH MEPKH.

Ilocae abopmyc eo emopuom mpumecmap unu nocne nopodyeatee
3a noseke HHPopMarnu 3a XEHH KOM Aojat, BHJCTE Fen 4.6.
Ta6metute Tpe6a na ce 3amoynar nomefy 21 u 28 nex Mocne nopoayBaHeTO HA abopTycoT BO BTOPHOT

Tpumectap. Ako ce 3amouHaT IIOAOIHA, Tpe6a Ja Ce KOPACTH HONOJNHATENHO 6apHEPEH MeTO BO IIPBHTE 7 ACHOBH.

Cemak, aKO NalHeHTKATA BeKe HMaJIa CEKCYAJIEH OfHOC, Tpeba Ja ce HCKJIYHM OpeMeHOcT PJIM Ha ce MoyeKa NO

Hej3HHHOT IPB MEHCTpyaleH MepHog npen Aa ce 3aIIOYHE CO KOMOHHHPAHA opanHa KOHTpallentyja.

Kaxo da ce nocmanu npu nponyumenu mabnemu

Aokonky IIAIIMeHTKAaTa 3abopaBuna Ja 3eMe TaOseTa co IIOM2JIO 0A 12 4aca, OBa HE B/Injae Ha 3ANITATATA
Ha KOHTPAIEITUBHOTO CPeICTBO. 3eMalbeTO Ha TaOseTaTa TpeOa Ma Ouse Har1paBeHo ITO € MOKHO IIOP2HO H

TA6AETH Tpe6a Ja ce 3eMaT BO BOO6MH2CHOTO BPEME.

AKO ce AOHHA noBeke of 12 4aca KOHTPANENTHBHATA Moxe Ja Önne HaMaseHa. Kora ce 3a6opaBaar
TaOMeTHTe HOTPeOHO € Ja ce CJICAQT ABe OCHOBHI NPABHJIA:

1. 3emamero Ha TA6JIETHTE He Tpe6a HHKOraI Ja Ouye IPeKHHATO IIOHOJITO ON 7 ICHOBM

2. Tlorpe6uu ce 7 MeHOBH Ha HeTIPEKAHATO 3eMaHe Ha TA6NIETHTE 3a IOCTHTHYBAH€ Ha COOHBCTHA Cynpecnja Ha

XHIIOTANAMAYHATA-NHTYATAPHA-OBAPH)AIHA-OCKA.

CooABeTHo Ha Toa, BO PYTHHCKATA Tipaxca MOKC Ja Ce Hayat CJICHHHBC HPETIOPAKH:

1 Hexera
IIponyuitenata TaGneTa Tpe6a na ce 3eMeJ ; AYPH U AKO OBa 3HAUH 3€MAHC Ha Be TA6NETH

onexxam TaGnetute ce 3e 7 HCHOBM

IIPCTXOHHHTC 7
EHOCT, onky noBeKe TAÖNeTH ce NPOIIYIITAT H KOJKY

Tpe6a na ce ynoTpe6yBa Gapaepex Me ARD £ CJIVHHJI cekcyasleH OAHOC BO

HEHOBH, TpeOa na ce 3eMe BO IIpenBHA
noBeke THe ce HO IIéPHOAKHTa 3a GpeMeHocT e IIoToneMa
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2 Henena
Ilponymrenara Ta6leta Tpe6a na ce 3eMe Haj6p30 IIITO € MOXHO, 1YPH H aKO OBa 3HAUH 3eMarbe Ha JBE TaGTeTA
oxexHau. OCTAHATHTC TaGneTuTe ce 3eMaaT BO BOOÖHYAEHOTO BpeMe. Jokonky 2keHaTa IIP2BHJIHO TH 3€MaJIa

Hej3HHUTe TaOJIETH BO IIPCTXOHHHTC 7 HCHOBM OU IIPBaTa IIPonyIuTeHa TaONeTA, HeMa moTpe6a a ynotpe6yBa
HOIIONHHTENHA KOHTP8IOIITHBH8 3aITATa. Cemak, ako ce nponyTeHA noBeke on 1 TaOmeTa, ce coBeTyBa
ynoTpe6a Ha AONOJIHHTEIIHA 3aluTHTa BO TeK Ha 7 JCHOBH.

3 Henena
Kako ce npnômxkyBa IIPCTCTOCHKMOT 7-1HeBeH repaon 6e3 TA6JIETH, KOMIIJICTH2 KOHTPQICIITHBH8
rogeke He MOKC Ja ce rapaHTupa. Cemak, co IIPHJIQTOHYBQHO Ha PaCIIOPEAOT Ha 3eMabe Ha TAÖJIETHTE,
HaMaJIeHATA KOHTpalleNTHBHa 3AIIITHTA ceymTe MOKC Ja ce mpepenupa. Jokonky Ce TIpHApKyBa KOH eHa ON

CHeHHATE ABe OMIMM, HeMa MoTpeba Aa ce ynoTpeOYBaaT AONOJIHHTEIHH KOHTPANCNTABHA MEPKH, ION YCJIOB
TaONeTUTe Ja Ouse TIpaBHJIHO 3CMCHM BO IIPeTXOAHHTE 7 HCHOBM ON IIPBaTa Mponywitena TaOseta. /[okosky Toa He

e cryuaj, Tpe6a na ce CHeAH IIPB2T2 ON ABETE NOKYACHH OHIHH H Ja Ce KOPHCTAT AONOJIHATEIHH 3AIITHTHH MEPKH
BO CAIEAHHTE 7 WeHa:

1, KopucHnakara Tpe6a 1a ja 3eMe TIOcNeAHaTa TPONYIITEHA TAGJICTQ BEJIHAIN IITOM Ce CeTH, AYPH H ako OBa

3HQHM 3eMambe Ha ABe TaGueTa oxexxam. IIoToa, Taa IPONOJDKyBa CO 3eMarbe Ha TaOseTHTe BO Hej3HHOTO
BooGHuaeno Bpeme. CrexxoTo ÖNHCTEP nakyBaHe Tpe6a Ja TO 3aTIOUHE BCHHQIII IIITOM 3ABPINH CO TCKOBHOTO

Gaucrep rakyBake, T.e. He TPe6a Ja HMa npekHH IIOMef'y rlakyBaHaTa. HeBooGauaeHo € KOPMCHMHKATQ Ja HMa

IICEBAOMEHCTPYANHO KpBapeRe AO KpajoT Ha BTOPOTO IaKyBaH€, HO MOKC Ja HMA T.H CIIOTHHT HAM IPO6HBHO
KpBapelbe BO ACHOBHTe Kora 3eMa TaOsIeTH.

2. }Kenata Mokea ce COBETYBA Ja IIPEKHHE CO 3eMalbe Ha taOmeTute Of TEKOBHOTO Onuctep NakyBarke. Taa
noToa Tpe6a na uMa repuon 6e3 TaOmeTH 240 7 MEHOBH, BKIIy4yBajkm TH H ACHOBHTE Kora TH IIponyumaa
taOmetuTe U IIOTO2 Ja IPOAOJDKH CO CJICHHOTO 6mMcTep NakyBalbe.

Bo c1yuaj Ha nponyTeHH ta6neTu H IIPOIIIIITCHO IICEBAOMEHCTPYAJIHO KpBapelse 3a BpeMa Ha CJICHHMOT

penogen nepnoA 6e3 TaGneru, TpeOa Na ce 3eMe BO MOKHOCTA ON GPEMEHOCT.

IIpnmena Npu TACTPOHHTECTHHaNHH
Kaj TCIIIKM racTPOHHTeCTAHANHH Hapyl11yBara, a6copnumjaTa Moxe na Ouye HenerocHa. Bo TakBn Cy1yyan

MOTpeOHU Ce NONOJIHHTEIIHH KOHTPAUENTHBHH MEPKH.

Bo c1yyaj Ha Noppakatbe BO TepHon ON 3-4 yaca IIO 3eMane Ha TAÖIETATA, CIENETE TH HHCTPVKIMMTC OF AeNOT
KaKO 1a IIPOHOJDKMTC NOKONKy 3a60PaBHTE Ja 3CMCTC raOneta HABHAYEHH BO NEIOT 4.2.3. Hokonky KopacHHUKATA
He caka la TO BOOGHUAEHHOT PHTOM Ha BHECyBalbe, MOpa Ja 3eMe 3aMeHCKa(M) TaGJIETA(H) ON APYTHOT

GrucTep.

Tipononrupawe Ha MeHcTyaunja
Co len na ce TIPOJIOHFHpA MEHCTPYANHAOT UAKIIYC, IIO KOPHCTeMe Ha exe Gnacrep JInane Majr, cnequuor
Gaucrep Tpe6a Aa ce 3alloyHe 6e3 nay3a. YnoTpeOara MOKC Ma Ce HPOHOJDKH OHOJIKY KOJIKY IIITO €

MOTpeOHO cè JO HCKOPHCTYBARE HA BTOPOTO MakyBarbe. 3a BpeMe Ha IPOLOMKEHATA YIIOTPE6a, MOKC Ja ce TIOjaBH

npo6usake HJIM cnotunr. [lo BooGnuaexara 7 WHeBHa Nay3a, y1oTpe6ara Ha {wane Majr Moxe perynapHo na ce

TIpOJOIDKH.

Co wel Aa ce noMecTH MEHCTPYAJNHHOT IMKIIJC BO PA3IHyEH ACH Of HEMENATA of BOOGHUACHHOT COTJIQCHO

PEIKHMOT Ha 3eMalbe, Ce TipeopayyBa Ja ce CKPATH cyleqHaTa May3a co Opoj Ha IEHOBH MO xer6a. Kosky e

IIOKPQTOK MHTepBaOT, TOJIKY € IIOTOJICM2 MOKHOCTa 3A OTCYCTBO Ha IIPEKHHATO-KPBApeIbe H TIpoOuBalbe nm
lojaBa Ha CIIOTEHT AONeKa ce 3anouHyBa CO CHEAHHOT Onuctep (KAKO HP
UHKIYC).

jE
a MCHCTPYQJIHHOT

& Sem

JTonscuna na ynompeba on

Horpe6nn ce TpH MCCCIM Aa ce HOUYCTBYBa CHMIITOMQTCKO II

PeAOBHH KOHTPOJIM Lam IIOCTOM moTpe6a 3a TpeTMAH.
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< >

wrpe6a Ja

* SHKUP *

3



HomxuHaTa Ha ynoTpe6a 3aBHCH Of TCDKHHATQ Ha CMIITOMHTE Ha aHAporeHH3alluja M KJIHHH4YKHOT CTATyc;
reHepaIHO TpeTMaHOT Tpeba Ja ce TIpMMeHyBa IIoBeke Mecellu. AKHMTO M ceGopeaTa BOOOMYaeHO ce IIONOÖPyBaaT
1106p30 ON XHP3YTH3MOT MIM anonermja.

Ce nperopauyBa na ce 3ema Jane MajT Hajmanky yu1te 3-4 IIMKIIyCH OTKaKO Ke ce IIOBJIEYAT CHMIIOTMHTE.

FlokouIky ce NlojaBH pekypeHTHOCT HeKOJIKy HCACJIK HIN MecelA IIO IIPeKUHOT Ha TPETMAHOT, MODKHO € Ja ce
nperopaya HOBTOpEH TpeTMaH co JIuane Majr. Bo cnyyaj Ha noBTopen TpeTMaH co Jane Majr (no 4 Hexenex
WM IIOHOJIT MATepBall 6e3 TAÖJIETH), HOTPe6HO e Ha ce 3eMe BO IPenBHN 3romemeH PH3HK of BTE (Bunm gen 4.4
„Lloce6HnH mpenynpenyBarsa U Mepku Ha IIPETNA3IIHBOCT")

MononHHTeIHH HHDODMALUHH 3a CHeHjANHA TPYIIM HA DANHEHTU

Heya u adonecyenmu
7iuaue Majt e HHHAHUAPAH caMo nocre MeHapxa. Bes6enHocTa u edbukacHocra Ha J[uaHe MajT kaj anonecnentn
non 18 TOAHMIIHA Bo3pacT He e yTBpneHa. He rocrojar AoBonHo HONATOIM.

Iepujampucku nayuenmu
He e npumennuso. Juaxe Majr He e HHAAUUPAH noce MeHOTAy3a.

Jlayuenmu co xenamanno HCPYZLLY6CH6

Anane Majr e Kaj DKCHM CO Telka ÖONEcT, ce NONeKa BPCHHOCTE
Ha XCIIQPOT He Ce BpaTaT BO HOpMaJla (BHAH Aen 4.3. KoxTpanaaukanuu).

Dayuenmu co 6y6pesicno Hapyuyeatbe
Zlnane Majr He Gun noce6Ho npoyuyBaH Kaj nauHeHTA co 6y6pexHo HapymyBa&e. PacnonoxmMBute IIOHQTOIIM
He YK&XKYBAAT Ha AO3ATA Kaj OBaa TONyallmja HA HAMAEHTH.

4.3 KoHTpanunuankaunn

IIpenapatute IIITO CONpXKAT KOMÖHHALHH Ha ecrporeH/nporectoreH, He Tpe6a Na ce YIIOTpeÖyBaaT BO IIPHCYCTBO
Ha OnNIO Koja ON cocTojôuTe Ha6poeHH IONONy. Ako HeKOja Of OBHE COCTOjOH ce jaBH 3a IIPBIIAT BO TeKOT Ha

ynoTpe6aTA Ha OPQJIHHTC KOHTPAUEITHBH, IIPOH3BOHOT TPe6a BCIIHAIII Wa ce MpeKHHe.

KoHKOMHTaHTHA ynoTpe6a co Apyra XOpMOHCka KOHTpauenunja (BugH zen 4.1)
IlocToeyka HIM npeTxoxHa BeHCKa TPoM603a (np. Aa60Ka BeHCKa TPOM603a, Geroxpo6ex emGoru3aM)

e IlocToeyka HM HpPÊTXOAHA aprepacka TPoM603a (mp. MHOKAPIEH HHAPKT) MIM TIPETXOAHH HOPEMETyBAHA
(Ip. aHrHHA IEKTOPHC HIM TPAH3ATOPEH HCXCMMHCH HANA]);

e IlocToeyku WJM nperxonex nepe6posackynapex HacTaH
o IlpacycTBo Ha TEIIKH WIM MYATANHH PA3AK PAKTOPH 3a BeHCKa HJIH APTEPHCKA TPOM0603a (Bunu

zen 4.4), Ha np. xujaGerec MCJIHTYC co BACKYHAPHH CHMIITOMM
© TEIIKa XHIePTeH3Hja
o AUCHMTIONPOTEHHEMHjA nn Op

Hacrexma un 3706neHa HpeAACHO3ALHjA 3a BCHCKM OTIOPHOCT Ha aKTHBHPAH
nporenx C (APC pesuctenunja), qebuuMT Ha aHTHTPOMG C, HeDAUAT Ha

IIPOTCHH S, XHITIEPXPOMOLHCTHUHeMHja u aHTubochonnnnzffIA

Murpena co HCTOpHja Ha HEBPOJIONKH CHMIITOMN; iS %Te1ka xenaTar1Ha 6onecr ce Ho71eKka OYHKLIWOHQJ1HWTG xematT

JIVIIYC AHTHKOATYJIAHT);

> VIONSY
aTaT BO HOPMAJIA

Tojasa uctopuja Ha XCHATATMHH TyMopH (ÖeHHTHH HIM Mal
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e Tlocroeyku WIM COMHMTCJIHH MANATHATETA (NP. Ha TEHATANHUATE HJIH TPAAHTE) KOH Ce 3ABHCHH ON NOJIOBHTE

XOPMOHH;
HeanjarHocTalmpaHo B2THH2JIHO KpBapeke.
Tlepuog Ha xoee;
MeHHHrHoMa WIM HPeTXOHHA MCHHHTHOMQ

XuHTIepCeH3HTABHOCT Ha AKTUBHHTE CYIICTaHIIHU WIM Ha HeKOj ON CKCIIMIIMCHCHTO Ha JEKOT, HaGPOjaHH BO

yenot 6.1.

JHuane MajT e KOHTPaHHAUNApAH IIPM HCTOBpeMeHA ynoTpeOa Ha MEJAUAHCKH IIPOH3BOAH KOM COHPDKQT

OM6HTQCBHP / naputanpesup / PHTOHABHP H AACAGYBHP, KQKO H CO MeJHIMHCKH IIPOH3BOHH KOH COHPDKQT

rekanpeBnup/nnÖpeHTacBup un COboc6yBup/BennaTacBAp/BOKCAJNIANPEBAP (BAAM ei 4.5).

Juane Majr He cMee na ce ynoTpe6yBa kaj Maku.

4.4 Tloce6un npeaynipenyBarba H MOPKM Ha IIPOTII23JIHBOCT UpH ynoTpeba

Huane Majr e cocTaBeH OA MporecToreH IIHIIPOTCPOH aueTaT M CCTPOTCH ETHHMNIECTPANHON H CE AJMHHHCTPHPA BO

TepHog of 21 Wen ON MeceuHHOT uakryc. ma crnuex COCTaB CO OHO] Ha KOMÖHHHPAHHTE OPQJIHM KOHTPAUEITHBH
(KOK).

Homxnua Ha ynorpe6a
Tlorpe6uu ce HajMaïky TPM MCCCIIM Aa ce NOYycTByBa CHMIITOMQTCKO IIONOÖPyBalke. JIOKTOPOT Tpe6a Ja npaBu
PeAOBHH KOHTPONH 3a Aa CJICHH Aan IIOCTOM noTpe6a 3a TpeTMaH (BHAH Jes 4.2).
KauxaukoTo H EIIHNEMHOJIOIUKOTO HCKYCTBO CO ECTPOTEH-NPOeCTHH KOMOHHAUHH, Kako Juaxe MajT e rnaBHo

6GasupaHo Ha KOMOHHHPAHH TIpemapaTu 3a OpaJHa KOHTpallenwuja. 3aToa, cneqHUTe npenynpenyBamba 3a

KOMOHHHPAHH nperlapaTH 3a opanHa KOHTpallenwuja ce ofHecyBaaT u 3a /[uane Majr.

KapanoBackynapHH ITOpeMeTyBalba
e Ynotpe6ata Ha Jane Majr Hocu pusuk 3a BeHcka Tpom6em6onnja (BTE) Bo cmopenba co He

KOpHCHHYKH. JononHuTerHnot pasuk 3a BTE e Hajronem 3a BpeMe Ha npBaTa TOAAHA ON ynoTpeOata Ha

Huane Majr, no pecraprupae un NPA PeMAHYBAHE Ha KOHTpalienynja CO rlepoxn 6e3 TaGJIeTH ON

HajMasiky exex Mecell. BTE Moxe za Guxe onacHa IIO DKHBOT HIM MOKC Ja HMa aTarex ucxog (12 % on
CJIYUANTE).

EnneMHONOIUKHTE CTyAMH nokaxaa Meka HHuAxeHuATA Ha BTE kaj KOpHCHHYKH Ha JInane Majr e 1,5-2 natu
IIOBHCOK OTKOJIKY Kaj KOPHCHHUKH Ha KOMOHHAPAHH OPaTHH KOHTPalenTABA (KOK) KOH conpxaT
AEBOHOPTECTPEN M MoXe 1a Önne crHueH Ha PH3HKOT 3a KOK Kou comp>Kat NESOTECTPEN, TECTOAEH, APOCHHPEeHOH.

e Tpynara Ha KOPHCHHUKH Ha JInane MajT uma BepojaTHOCT a BKIIY4H NANMEHTH KOH HMAAT KOHTEHHTAJIHO
3TOJIEMEH PH3HK KaPAHOBACKYJIAPEH PH3HK, Ha Ip. MOMMUMCTHYeH OBAPHjAJIEH CHHApOM.

e Tlonatamy, EIIHREMHOJIOLIKHTE CTYAHH HOKaXKaa MOBp3aHOcT Ha ynorpeOara Ha XOPMOHCKQTQ

KOHTPALIENIHA CO 3TOJICMCH PH3HK 3a APTEPHCKH (MHOKapzeH HHapKT, TPAH3ATOPEH HCXEMHUEH Hala)
TPOM6OEMÖONH3AM.

e Bo MHory peTku c1Iyyan, TPOM6034 Kaj KOPHCHHUKH Ha XOPMOHCKH ce jasnna BO Apyru
KPBHH CAJIOBH Ha NP. APTEPHH H BEHH Ha XeNAPOT, MC3CHTCPMJMO PCTHHQTQ

M

ae Ha TO BKJIYUATBACKyiiCHMIITOMHTE Ha BCHCKM HAM aPTEPACKH TpoMOo3H HIM Wepe6p
CJICHHOTO

HeBooGnuaea Oonka Hm OTCHCHOCT BO CHHQTQ HOTA;

HeHanejHa ocTpa 6omka Bo rpayute HE3ABHCHO Jas Ce IIPOLIHp à KW
HEHANE]Ha IIHCIIHea;
HeHanejHa Kalina;
Guxo KakBa HeBOOGHUAEHA TeLLIKA nepancrenTHa TJIaBOGOJIKA;

&
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HeHajejHo AEIIyMHO HJIH KOMIIJICTHO ryGewe HA BHJIOT,
AAINNONHA,
OTEIKHAT TOBOP WIM adasuja,
BPTOTJIABULA,
KOJI2IIC co HIM 6e3 hoKkaïeH HATAX,
caGoCT WIM BKOYAHETOCT, KOja HEHAAEjHO ja 3acaka eqHatTa CTpaHa HIN Ae ON TEJIOTO,
MOTOPHH TlopeMeTyBalba,
»akyTeH aOJOMeH.

LE

e PH3HKOT 3a BEHCKH TPOM6OEeMÖOJIHCKH HACTAHH Ce 3TOJIEMYBA CO:

3TOJeMyBarbe Ha BOBPACTA;
Nymerbe (PH3AKOT ce 3TOJIEMYBA CO STOJIEMyBalbe& Ha IIyIelseTo U BO3pacTa, MOceOHO Kaj KEHA Hay 35
TOAHIIHAa BO3pacT. Kenute Hay 35 TOAMHH TpeOa IIOCHJIHO Ja ce COBCTYBQQT JA IIPCCTQH2T CO NyINEHBETO
aKO CakaaT Ja KOPACTAT Jnaxe Majr);

HO3HTHBHA PaMHIAjapHa HCTOPHjA (mp. BEHCKA WIM apTepacka TpoM6oeM6onnja kaj Opaka, cectpu Mm
Kaj POAMTEIH BO paHa BO3PACT). AKO IIOCTOH COMHeBabe 3A HACJICHHQ NPeAAIOSHUHAja, XCHATA TpeGa na ce
YHATH Ha CIHHjANHCT 3a COBCT IpeA Ha CO KOPMCTCHO Ha XOPMOHCKa KOHTpallenyyja;
HpOHOMKEHA HMOGANH3ANHAjA, NOTOJIEM XHPYPIIKH 3abaT, XHPYPIIKH 3acaT Ha AOJIHHTE EKCTPEMATETA
WIM IIOrOJIeMa TpayMa. Bo cute oBHe CIy4an ce npenopauyBa TIPEKUH Ha TpeTMaHOT (NPA €JIEKTHBHH

XAPyPIUKH 3adaTu Oapem 4 HENENH HPETXO/AHO) H HABHO IIPOMOJDKYBAIbe Oapem 2 Hee HO KOMILIETHA

pemoOusu3anuja. Ako TPeTMaHOT co JInane Majr He Gun rpekmHaT ce npenopauyBa aHTHTPOMGOTCKa
Tepanuja
3TOJIEMEHA TeyecHa TexuHa (body mass index naz 30 kg/m);

e PH3HKOT 3a APTEPHCKH TPOM60€MGOJIHCKH KOMINIHKAUHH HJIH Wepe6poBacky1apHH HACTAHH
ce 3TOJIOMYB2 CO:

TOsIEMyBakbe Ha BO3PACTA;
llyIiéHe (PH3HKOT ce 3TOJIEMyYBA CO 3TONEMYBalbe Ha IIYIIEHRETO U BO3PACTA, Tloce6Ho kaj XEHH Han 35
TOAHIIHA BospacT. Kenute Hay 35 roquHM Tpe6a IIOCHJIHO Aa Ce COBCTYBQQT NA NPECTAHAT CO

ako CakaaT Na KOPMCTQT /luane Majt);
AACJIIANONPOTEHHEMHA}A;
3TOJIEMEHA TereCHa TexXHHa (body mass index Han 30 kg/m2);
BACOK KpBeH IIPATHACOK;
MHrpeHa;
BaJIByNApHA CpreBa 6oJecT;
HPeTKOMOpHa bu6pnnanmja;
HO3ATHBHA DaMATHAjapHa HCTOPHjA (Ip. BEHCKA WM aprepHcKa TpoM6oeM6onuja kaj Opaka, ceCTPH mM
Kaj POAHTEIH BO paHa BospacT). AKO IIOCTOM COMHCBHO 32 HacuieqHa MIPENHITOSHUNja, KeHATA Tpeba na ce
ynaTu Ha CIIEIMjaNHCT 3a COBCT IIpea Aa ce 3arioume co KOK.

e 3roneMeHHOT PA3HK 3a TpomOoemOonusam BO IlyepmepHyMoT, Tpe6a ma ce 3eMa BO npenBun (3a
uHdbopmanun 3a ,BpemenocT u nakTanyja"", Bunn ner 4.6)

e Tlotpe6xo e na ce 3eMe BO IPEeNBHA npoueHKaTa 3a GeHEHT-Pu3HK, OHHOCHO Teka COONBETEH TPETMAH Ha

oxpezeHo 3a60NyBarbe TO HamaslyBa HOBP3AHAOT PA3HK ON TpoM6o3a 1 Aeka GpeMeHocTa HOCH IIOBICOK
PA3AK 3a TPOM6O3a OTKOJIKY HHCKO-HO3aKHH KOMÖHHHPAHH OPQJIHM KOHTPAUENTABH (< 0.05mg erunun
eCTPAAHON)

e {pyr YCJIOBH KOH ce HOBP3aHH CO HeCAKAHH IIAPKyJIATOPHH HACTAHHA, BKIyuyBajku Aujaßerec MEJUTYC,
CHCTEMCKH JIYIIC EPATEMATOSYC, XCMOJIMTHHKO YPCMMHCH CHHAPOMEaHbHaNasopHo 3a6o1yBae Ha

& ACTE Ha InaHe
upesa (np. KpoHoBa 6orecT HM yilepaTHBeH KONMTUC

3a BHa dbpekdbenuvjata uu jauHHaTA Ha Mu

Majr (xou Moxe 1a GuJaT IIPOAOPMH 3a Lepe6poBacky.
HTHO npekuHyBaie Ha Juane Majr.

BepojarHocra 3a 3FOJIeMeH CHHEPTHCTHUKH PI3EK ON TPoM6o3a Tpe6 p
MOxe Ja One

aT IIPHHMH2 38

va

magréfranen ucxon.Aptepucxute TpoMOceMOONHCKH HACTAHM Moxe Ja ÖHAAT XHBOTO-3arp
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CHM KOH MMaaT

KOMÖHHauHja Ha PA3AK DaKTOPA HM IIOTCDKOK HHAMBHAyaeH PA3AK OQKT
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IIOTOJICM ON OOM4HHOT KYMYJIATABEH PA3AK Ha noBeke daxropu. JInane Majr He Tpe6a za ce nperaiyBa Bo

c1y4aj Ha HeraTHBa npouenka Ha GeHedut-pu3uk (Bug nen 4.3 Korpanarakanuu)

Kenure Kou KOPHCTAT JInane Majr tpe6a Guxar cnenujarno HHdopmupan Hera Tpe6a Ja ro
KOHCJJITHPAAT CBOjOT POKTOP AOKOJIKY ce jaBaT CHMIITOMH Ha TPOMGo3a. Amane Majt Tpe6a aa ce npekune
ako TPOM6032T4 € CYCHEKTHA HJIM € HOTBP/IEHA.

3aparm TeparoreHocT Ha aHTHKOATYJIAHTUTE (KyMapuHn), TpeOa Ja ce KOPHCTAT COOIIBCTHM MCTOHM Ha

KOHTpallenyja.

Tymopu
Hajsaxen pusuk DaKTOp 3a KaPIWHHOM Ha TPJIOTO Ha MATKQTQ € MocToeuka HUHbeKIIMja CO XYMQH TIAIMJIOMA BUpyc.
Heron eMHJeMMONOWIKH CTYAUH NoKaxkaa Jeka MONTOTPajHara yuorpe6a Ha KOMOHHALHjATA Ha ECTPOTEH-
IIporecTareH MODKC IIOHQTQMY Ja AOMpHHece 3a 3TOJICMYB2HC Ha TO) PH3HK. Cenak MH IIOHQTQMY IIOCTOM

KOHTPOBCP3HOCT OKOJIY TOQ AO KO) CTCIICH OBa BJIHjae Ha Apyrute PaKTOPH, KAKO Ha NP. LEPBHKAJIÈEH CKPHHAHT H

CCKCJQJIHOTO OHHECYBAHE, BKIy4yBajKH ja H yIOTpe6aTa Ha OapHepHUTe MeTOAH Ha KOHTPALENLMja.

Meta aHannsa on 54 EIHNEMHONOLIKH CTyAMH IIOKAaKana Gnaro TIOKAUEH PEJIATHBEH PH3HK (RR=1.24) 3a nojapa Ha

KapHHHOM Ha Aojka Kaj DKCHM KOM KOPHCTQT KOMÖHHALMja Ha ECTPOTEH-NPoTecTareH. 3FOJICMCHHOT PH3HK ce
HaMallyBa BO Tek Ha 10 roxAHH no npekHH Ha ynoTpeOaTa Ha KOMÖHHALMjaTa Ha ecTporen-nporectarex. Bunejku
KaplHHOMOT Ha A0jKa ce jaBYBa POTKO Kaj >KeHH Noy 40 TOAHILHA BO3PACT, 3rONEMEHHOT Opoj Ha AMjAFHOCTHLAPAH
KapUHHOM Ha AOjKa Kaj KEHH KOM KOPHCTAT HJIM KOPMCTCJIC KOMÖHHALMja Ha ECTPOTEH-NPOTECTareH € Mal BO

cnopen6a CO CeBKYNHHOT PH3YK 3a KapLHHOM Ha A0jka. OBHE CTYAAH He NokakyBaaT AOKa3H 3a IOBP3AHOCTA.
OBaa nojaBa MODKC ce AOMKH Ha NopaHata AAjATHO3A Ha KAPLHHOM Ha 10jKa kaj DKCHM KOM KOPMCTQT KOMÖHHALMja
Ha ECTPOTEH-IIPOTECTArEH, ÖHOJIOLIKHTE edexTu Ha KOMOHHAHHjATA Ha ECTPOTEH-NPOTECTAreH HIM KOMÖHHAIMja
on zBaTa akTopn. KaPLHHOMOT Ha A0jkaTa Kaj KOPHCHHIH Ha KOMGHHAUHjATA Ha ECTPOFEH-IIPOTECTATEH BO

cropezôa co XEHH KOH He BOOIIIIITO He ja KOPHCTCJIC OBaa KOMOAHAHHjA € KIHHHUYKH IIOMQJIKY HANPEHHAT.

Bo perku c11yaau Oune npujaBenu GeHATHH H MHOTY IIOPCTKO M2JIMTHH TyMOpH Ha UpHHOT Ap06. Bo usomupaHu
CHYAAH OBMC NpOMeHH JOBeJIE JO NojaBa Ha KHBOTO-3aTPO3YBAUKH HHTPaAGIOMAHAIHA XeMoparun. IIpu rnojaBa
Ha CHJIHA Gonxa BO TOPHMOT Aen OX 26HOMEHOT, 3TONEMyBArbe Ha XeMapoT HIM 3HAUH Ha HHTPa-aÖNOMHHAIIHO
KpBapelbe kaj XeHH KOH 3emaaT KOKu, Bo xubepenugjannaTa zujarHo3a TpeOa Ja ce 3eMe BO HPeIBHI TYMOP Ha

IpHHOT AP06.

MaxuraureraTe MOKC Ja 6uyat XKHBOTO-3ATPO3YBAUKH HJIM MODKC Wa HMAAT paTarex HCXON.

Mennuruom

TIojasa Ha MCHHHTHOMH (equHedHH H TIOBekeKpaTHH) Ce NPAjABEHH IIPH YIIOTpe6aTa Ha IIHTIPOTEPOH
ocoGeHo BO BMCOKM HO3H ON 25 mg Ha AeH M IIOBeKe, Kako U BO CJIy4aj Ha IIPOHOJDKCH2 ynotpe6a (Bram Jen 5.1).
AKO Ha IIQIIHCHTOT My € AHjATHOCTHHHPAH MEHHHTHOM, TPOTM2HOT CO CHTC JIKOBH LITO COAPXKAT IIHIIPOTEPOH,
BKIyuyBajku ro u InaHe MajT, Mopa na mpectaHe, Kako MepKa Ha IIPETNA3NHBOCT.

ZIpyeu cocmojou
Kaj xen co XHMepTparmmuepmnemnja un co IpenHucnosnumja 3a XHIEPTPHTIIMUMPHNEMAja,
TIOCTOH 3TONeMeH PH3HK 38 IIOjABA Ha HAHKPEATHTHC, IIPH KOPHCTÈRE Ha KOMÖHHALMjaTa Ha ECTPOTEH-
IporecTaren.

Hako ce 3a6erexyBa Man nopact Ha KPBHHOT HPHTHCOK Kaj KOPACHHUH Ha KOMÖHHA ata ECTPOTEH-IIPOTECTAFEH
(kako Ha np. KOK-u nm Jluane Majt), KIMHHYKH PeJIEBAHTEH MopacT perkocéjapysa Cénak, ako ce 3a6enexn
HOjaBa Ha KJIMHHYKH CHTHAŸHKAHTHA XHIIEPTEH3Hja 3a BPCMC Ha kopncTeise Ha/Juarfe RORTOpOT Tpeba na ja
IpekuHe Tepanujata co ]luane Majr u za ja nekyBa xunepTeHsnjaTa OKOJIKY ef IIOCTHTH2T JHH BPEAHOCTH

3a OBTOPHO Apacreise Ha ]InaneHa KPBHMOT IIPHTHCOK CO aHTHXHICpTeCH3HBHa Tepalivja, MOKC 1A Ce paz

m
Majr
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3aGerexaHa e rlojaBa Ha cocTojOM KOM 3a IPB Mat ce jaByBaaT WIM ce BJIOIYBAAT H pw ynorpeba Ha
KOMGHHALHjATA ecTporeH-liporectareH MH 3a BpeMe Ha GpemexocT. Cenak, HeMa 1OKQ3M 3a TlOBp3aHOcT Ha
KOMÖHHAI[HjaTa Ha ECTPOTEH-NPOTECTATEH CO CJIEAHHTE NOjABH: XONECTATCKA DKOJITHIIQ H/AJIA TIpyputyc, Kamera
BO XKOJIUKATA, HOPHPHja, CHCTCMCKM JIyllyc EPHTEMATOSYC, XEMONATHUEH YPCMHHCH CHHHOM, CHJEHXa)MOBA
xopea, xepmec reCTALHOHHC, OTOCKNEPO3A NOBp3aHa CO TYÖHTOK Ha CHYX, EIMNEIICHja.

Kaj >KeHH CO XePHAATAPEH AHTHOCNEM, ET3OTEHHTE CCTPOTCHM MOKQT Ja TH HPOBOUAPAAT HJIH BJIOIIIQT
CHMIITOMHTC Ha AHrHOC/IEM.

AKYTHH A XPOHHHHM XCIIQTQJIHM OLITETyBarba MOKC IA HQJIODK2T IIPeKuH Ha Hnane Majr ce noneka xerraTarHnTe
BPEAHOCTH Ce BPATAT BO HOPMAJIHHTE BpeAHOCTH. Tipu IOBTOpHa MojaBa Ha XONeCTATCKA KONTHHA Koja IIPBIIQT ce
japuna BO TeK Ha OpeMeHOCT HJIM IIPH KOPMCTCHC Ha IIOJIOBH CTEPOHAHU XOPMOHH, HCTO Taka GapaaT IIPCKHHVBQHC
Ha JIname Majr.

Hako KOMÖHHaLMjaTa Ha ECTPOTEH-NPOTECTATEH Moxke AA BIIHjae Ha NepudbepHaTa HHCJJIMHCKQ pesvcTeHIyja 4

TJIyKo3HaTa TONepaHLnja, HCMQ AOKa3H 3a IIOTPe6AaTa ON MpoMeHa Ha TepalleBTCKHOT PEKHM kaj AUja6eTH4APH Kon
KOPHCTAT HWCKOHO3HP2HH KOMOHAHANHH Ha ecTporen-nporecrareH (< 0.05 mg eTuHnn ecTpannon). Cenak
HAHHEHTKATE KOH HMaaT AnjabeTec Tpe6a Na ÖHNAT BHHMATEIHO HaOJbyAyBaHH, Noneka 3eMaaT Jaaxe Majr.

Henpecugxo pacnouoKeHne u MelpecHja ce HoOpo IIO3HATU HeCAKAHH eibeKTH OX ynoTpeOa Ha XOPMOHQJIHA
KoHTpanenunja (BAAM nen 4.8). Jlenpecujata Moxe na Gnne cepuo3Ha U € MO6Po nosHaT pu3uK dakTop 3a

CYHIIHAJIHO oxHecyBare. Kennte KOM ynoTpe6yBaaT XOPMOHAJIHA KOHTpallenyMja Tpe6a ya GugaT COBETYBAHH
Aa ce jaBaT Kaj HHBHMOT JOKTOp BO C da Ha NPOMEHH BO PACIIONOKEHHETO H MEIIPECHBHO OJHECyBARE,
BKJIYHHTCJIHO U KPATKO BpeMe IIO 3AIOUHYBAHBE Ha TPETMAHOT.

Tlojasara Ha Kponosa OonecT MH ysepaTaBeH KOJIMTUC € noBpsaHa CO yIoTpe6a Ha KOMÖHHAIIMjaTa ecTporeH-
Iiporectaren.

NOBpeMeHO Moxe Na ce jaBH HEBOOÖHYAEHO, noceGHO kaj >KEHH CO HCTOPHja 3a XJIO23MQ rpaBuyapyM.
XKexuTe co TEHNEHINja 3a TIOjaBa Ha XH0a3Ma TpeOa Ja H36erHyBAAT AMpeKTHO H3J]0KYBAHE Ha COHIC HJIH

YIITPABHONETOBO 3payerbe AOneKa KOPACTAT /[uane Majr.

Aokonky kaj >XeHH KOM 6ONeAyBaaT ON XHP3YTH3AM, CKOPO CE IIOJQBHJIC CHMIITOMM WIM 3HAYHTEJIHO CE BJIOLIHNE,
HeOIIXOHHO € Ja ce pasjacHaT IPHYHHHTE (AHAPOTEH-DOPMAPAUKA TYMOP, NebeKT Ha AHAPCHQJIHHTO EH3HMH) CO

AudbepenunjarHa anjarHo3a.

Mennunncku npersiew/KoHCyJTaunja

Tlorpe6Ho e I0CTOjaHo Aa ce IIOBTOPyBaaT KOMIIJICTHQTQ MEAHIMHCKA HCTOPHjA MH ACTANEH COMQTCKH H
THHCKOJIOIIIKH TIpernien BO peryIaPHA HHTePBANH npex 3eMaHe Ha JInaHe Majr 3a npB MAT HM IIOBTOHO, CO

ocoGeHo BHAMaHHe Ha AeAOT „KoHTpaunnukaunn" (gen 4.3) u „Ilpenynpenysama" (gen 4.4.1). PerxoBanTe
KIHHHUKH MCJIeNyBama ce OCOÖEHO BAXKHH IIOPAHM (NP, TPAH3ATOPHA UCXeMHYHH Hana1n)
HH PH3HK PaKTOPH (Hp, CeMejHa ACTOpHAjA Ha BeHCKa HJIH apTepucka TPOM603A) KOM MOXE H2 ce MOjaBaT 3a IIpB
HAT 110 3eMaHe Ha Inane Majr. DpexdeHumjaTa u HEJTa Ha oBHe npersienn Tpe6a Aa ce HAIIPABM BO COTJIQCHOCT CO

BO TIPAKCA H Tpe6a HHAMBHAyanHo Aa ce HPHJTATOJAT 3a ceKoja KEHA. Cena a ce HarpaBar
BO HajMaJla paka CAIEAHHTE IIpernenn: MeperHe HA KPBHMOT IIPHTHCOK, npernen Ha

OPTaHH, BKJIYHKTCJIHO U IEPBHKAIHA IMTONOTWja.
Hokonky TepanujaTa e 3arloyHaTa, OBMC IIpersienu Tpe6a Ma ce NoBTopyBaaT OTH

Ipex 3am0uHyBalbe co TepanmnjaTa, MOpa fa Ce HCKJIHH MODKH2 06peMeHOcT, NO and
beMmHHHsalmja Kaj MalikH DETYCH.
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Hamasena esbukacnocr
KOMGHHHPAHATE Opas1Hu KOHTP2HOIITHBM MMaaT CTCIICH Ha Hee@ukacHOCT on 0.1-0.9% TOAHIIHO, 3aBACHO ON

HaGJByAYBAHATE HAYHHH Ha ynoTpeba.
KoxTparerTHBHHOT edext Ha Jluane Majr Moxe Ja ce HaMay1H Ha npHMep IIPM IIPOIIIIITCHH TabneTa (ne 4.2),
TACTPOHHTECTHHANHH TIOpeMeTyBalba (Jen 4.2) HCTOBpeMeHa IIPHMEHA Ha ApyTHu JeKoBH (men 4.5)

Hperynap1n kppapewa
Co cuTe npenapaTH Kou COHPDKQT ecrporen/nporectareHuTe KOMOHHANAH, HPETYIAPHA KpBapeHa (CNOTHHT WIM

npoGHBHO KpBaperbe) More a ce jaBaT, OCOGeHO BO TIpBHTe MecelM Ha yIoTpe6a. Tlopayu Toa, AHjaTHOCTHYKO
pa3jacHyBalbe Ha MperynapHOTO KpBapeHe Moxe Ja Ouye KOpHcHO CaMO no da3aTa Ha NIPMIaroNyBame ON

IPHÖJEDKHO 3 IIHKIIYCH,

Hokonky HperyHapHATE KpBapeHa IIPOHOJDKQT WIM Ce MOjaBaT MO IpeTXOAHH Per YJIQPHH IIHKIIYCH, IIODKCJIHO € Ja
ce pasrteaaT HE-XOPMOHAJIHHTE IIPHYHHH, KQKO H Ja Ce MpeB3eMaT COOABETHH AAjJATHOCTHUKH MCPKH 3a Ja ce

OTPpIH MOKeH MAJIMTHHTCT HM ÖPEMEHOCT. Opa MOKC CTO Taka Jia BKJIy4yBa U KHPETAXKA.

Kaj Hekow >KEHH IICEBIOMEHCTPyalHo KpBapere MOxe Ja He ce jaBH BO May3aTa 6e3 3eMame Ha TaOseTH.

Bpemenocta e HeBepojarHa ako Anane MajT e kopucTeH cropez ynaTcTBaTa OÖjacHeTu Bo JenoT 4.2 . Kako u na
e, ako Juane Majr He Own 3eMeH cIopen ynaTcTBaTa, npen MpBOTO IIPOIyIUTeHO KpBapeHe CJIMHHO Ha

MEHCTPYalIHOTO HJIM QKO KpBapelba CIHAHH Ha MECHCTpyasIHOTO He Ce jaBH IIO BTOP HAT, HOTPC6HO € Ja ce HCKJIYAH
OpeMeHOCT npex Ha ce MpozomKH co ynoTpeba Ha Inaue Majr.

Anane MajT coxpxH JAKTO3a
TlaumeHtu co peTKH HacweqHM Hapyl1yBalsa KQKO HHTOJIEPAHLNja Ha TANAKTO3A, TOTAJIEH JaKTa3a AEDAUAT WIM

TJIVKO3HO -TAJIAKTO3HA MaraGcopôuHja, HHTOMepaHunja Ha hpyKTO3a ANA NebmumeHunja Ha CyKpo3a H3OMAJITA3A,
He Tpe6a na 3eMaT Juane Majr.

4.5 Unrepakumn co Apyru JeKoBH H APyTu popmn Ha HHTEPAKNHH

Eqexmu na Opyzu nexoeu na JuaneMajm
Moxna e nojaBa Ha HHTEPAKLHH CO JICKOBM KOH BPIIICT HHAYKIIMja Ha MWKPO3OMQJIHWTC CH3MMM LITO HOBCIYBO 240

3rOJIeMEH KJIWPCHC Ha TIOJIOBHTE XOPMOHH H MOKe A MOBENAT JO IPOÖHBHO KpBapeHe H/HJIA KOHTP2IICIITHBCH
HeyCTIEX.

EusaMcKaTa UHAYKIIHja Moxe Ja ce 3a6eexkH HCKOJIKY JeHa 110 TPETMAHOT. MakCUMaJHHOT ebkeT Ha CH3HMCKa

HHAYKUMja HOpMaJIHO ce sa6enexyBa BO TCK HA HCKOJIKY HeerH. OBoj ecbeKT Ha CH3MMCK2 HHAYKHHjA MODKC 1a
Tpae no 4 Hee no 3aBpLilyBalbe Ha TPETMAHOT.

Keunte Ha Tepannja co 6un0 Koj OA OBHe JICKOBM TpeOa TpuBpeMeHo Na ynoTpebyBaaT GaprepeH MeTO]
AONOJIHHTEJIHO Ha Juane Majr unu ya u36epaT Apyr MeTOA Ha KoHTpanenumja. BapHePHHOT MeTon Tpeba na ce

ynotpe6ysa MCTOBPCMCHO 3a BpeMe Ha AIMHHHCTPAUNjaTa Ha JICKOT H 28 WeHa No HETOBOTO NpeKuHyBalbe. AKO

TrepHoyoT 3a BpeMe Ha ynoTpeGaTa Ha OapHepHMOT MCTOA TUE IIO 3aBPINYBAHETO Ha TlakyBakbeTO Ha Jaane Majr
TaOwleTHTe, TpeOa Ja ce 3ano4uHe CO CHeAHOTO MakyBalbe 663 BOOÖHYAEHHOT cno6oqeH HHTepBan Oe3 TaOmeTH. Kaj
DKCHM KOH Ce Ha AONTOPO4EeH TpeTMaH CO XCIIQTQJIHM areHCH 3a HHAYKIIHja Ha CH3MMH, Ce Tipenopauysa ynoTpeba
Ha pyr BEPONOCTOEH, HE-XOPMOHCKH KOHTPALIEIITHBEH METON.

Cyncmanyuu wmo 20 3zonemyeaam knupencom na ]Juane Majm (namanena edbuxacnocm na J[uane Majm sapadu
EHBUMCKA-UHÖYKYUja), BKAYyUysaam:
(peHHTONH, 6ap6HTyparn, GoceHTaH, TIPHMHIOH, KapOaMasenuH, pabaMnuI
TpeTMaH Ha XHB Kak PATOHABAp, HeBAPANHH M eduBapeH
TONHpaMAT, ben6amart, rpH3E0ŸyJIBAH H JIEKOBH KOH COHPDKQT K2HTQPHOH (

CE KOPHCTQT BO

Cyncmanyuu co npomennusu edexmu ep3 knupencom na J[uane Majm, np
x < m

=
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noBekeTo UHXHÖHTOpH Ha XMB/XIIB IpoTea3a H He-HyKeO3HAHHTe HHXHÖHTOPH Ha peBep3u6HNHa
TPAHCKPHNTA3A, IpH HCTOBPeMEHA ANMHHHCTpammja co name MajT, Moxe Ja TH 3TOeMAT MIM H2M2JIQT
IIJI23MQTCKHTC KOHLECHTPAIHH Ha CCTPOTCH HAN IPOTECTHH. OBHE TIPOMEHH Moxe Ha 6HHQT KJIMHMHKM PENEBAHTHH
BO HCKOM c11yyan. Ilopa1m Toa, noTpeGHO e aa ce nposepu ynoTpebata Ha XMHB/XIIB MennImHckH IIPOH3BOAH CO

LEN Wa ce HAeHTHPUKyBaaT IIOTEHLIHjAIHHTE UHTEPAKIIHH H CJIMHHM IIOBP32HM TIPeIIopakn.

CyÖcmanyuu wmo 20 pedyyupamm knupencom Ha Kombunayujama na ecmpozeH-npozecmazen (EH3UMCKU
unxubupomu)

pesleBaHTHOCT Ha IIOTEHUHjANHHTE HHTÉPAKUHH CO EH3HMCKHTE HHXHÖHTOPH € HEIIO3HATA.

Uctospemenata npaMeHa Ha HOTEHTHU CYP3A4 HHXHÖHTOPH Moxe Na ja 3TOJICMH KOHLEHTPANHjATA Ha

ECTPOTEHH HIM TIPOTECTOTEHH, WH U Ha ABCTE, BO IJIA3MATA.

Ipu ynotpe6a Ha eTopukokcu6 Bo x03u ON 60 no 120 mr / neH, ce IOKAKANO eka ETOPUKOKCHÖ TH 3TOJIeMyBa
KOHICHTP8IIHM Ha ETHHHJIECTPAJIHON BO mna3MaTa og 1,4 no 1,6 natu, kora ce 3eMa BO MCTO BpeMe CO XOPMOHANHA
KOHTPayenunja TO coypxn 0,035 Mr ETHHHIECTPAAHON.

Edekmu na KomÖunayuu na ecmpozen-npozecmozen na OpyzuNeKoeu

Kom6unanuute Ha ecTporeH-mporecToren kako Jaaxe MajT Moxe Ja BIIHjaaT Ha MeTAGONH3MOT Ha HEKOH Apyru
JICKOBH. COOHIBOTHO Ha Toa, IJIA3MATCKATE M TKUBHH KOHLEHTPauHH MOXE WIM Ja ce 3romemMaT (Ha TIPuMep,
HHKJIOCHOPHH) HIM Ja ce HAMANAT (Ha IpHMep, TAMÔTPATHH).

Tloctou MOKCHOCT J103ATa Ha OPATHH AHTHTHjaGeTCKH JICKOBM WH HHCYAHH Aa Ce HPHJIATOAH.

TlogaTouutTe OA KIIHHHYKUTE HCHATYBAHA II0K23KYBQQT JAEKA ETAHANECTPAAHONOT TO UHXHÖHPA KJIHPCHCOT Ha
CYPIA2 cynctpaTu, co IIITO AOBeAyBA AO Mano (Ha np, TEOPHIHH) Ham yMepeHo (Ha NP, TH3AHHJIHH)
3TOJICMYBQHC Ha HHBHQTC KOHIIEHTPAUMja HA I1TA3MAaTa.

Dapmakodunamcku unmepkauuu
3a BpeMe Ha KJIMHMYKHTE HCHUTYBAHBA Kaj IAUHEHTH HA xenatutuc BupycHH undernmu (XOB) 6une
TPCTHPQHH CO JICKOBM KOM COJPXKAT OMÖHTACBHp / TapHTanpeBup / PATOHABAP Myc Aaca6yBup co uu 6e3

puGagapux, exeBauuja Ha TpaHcamuHa3a (ALT) 3a Hag 5 naTH ON rOPHAOT HAMAT Ha HopMmana (YJIH) ce
mojaByBana MHOTY IIOHCCTO Kaj >KEHM KOM KOPHCTCJIC eTHHH CCTP2AMOJI KOMOHHHPAHH XOPMOHAJIHM
KOHTpauenTABH (IIX1I). Ucto taxa, AJIT eneBaruuTe ce creneHH MH kaj XeHH KOM KOPHCTEJE npenapaTu Kou
COAPKAT CTHHHJI EcTpamuon kako Ux] u Gune Tperupann co rrekanpeBnp/rn6penTacBup HIH co
codoc6ysup/BemmatacBup/BoKcHlanpesup (BUM Jen 4.3).

KopacauuxuTe Ha JInane Majr mopa ya ce npedpnaT Ha anTepHaTuBHa MeTona Ha KOHTpallenunja (np.
KOHTpallenyuja caMo CO nporecToreH HJIH HE-XOPMOHAJIHA GapHepHa MeTOAA) IIpen JA 3aroyHaT TepariHja co opaa
KOMÖHHAIMja Ha nekoBu. Jaane Majr Moxe 1a ce KOPHCTH IIOBTOPHO 2 NO 3aBPIIYBARE Ha TPETMAHOT CO

oBaa KOMOMHAaLIMja Ha JICKOBH.

Alpyzu unmepaxuuu

JIabopamopucku mecmosu
HA ekoM nAGOPATOPHCKH TECTOBH

Ogre ce BKJIYUEHH GuoxeMHCkH TlapaMeTpH OA XCIATANHA, T peHaJ1Ha @yHKIMja, kako u
(HoceukuTe) NpoTenHn, Ha Mpf/c; epIIJIQ23MQTCKHTC HHBOQ Ha

HAHAAHO/HANONPOTEAHCKATE PPAKLHAH, HAPAMETPH Ha Kap6 xpAparnaOT Mera6ohnsa 1, Koraynalnja Ha KPBTA u
u6punongsa. Cerak, OBMC IIPOMCHE TCHCPQJIHO OCTAHYBAAT

Tlorpe6ua e KOHCYITANHJA 3a Ha JICKOBM KO ugrespeyfeno co men na ce ompeyat
5

4€
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4.6 Ilsoauocrt, 6pemenocr n Joeme

Juaue MajT € KOHTpaMHAMUMpaH 3a Bpeme Ha Opemexoct. Jlokonky ce rojasa GpeMeHoCT 3a BpeMe Ha ynotpeba

Kopucreime Ha [mane Majr e ucTo Taka KOHTPAHHAAUHPAHO H IIpH WakTatyja.
Lanporepox aneTaTOT ce H3J1a4yBa BO MJICKOTO Kaj 2KeHUTe kon xojar. Okony 0,2% of 103aTa Ha MajkaTa More
la ce Tpanctbepupa 210 HOBOPOHCHHCTO Mpeky Maj4HHOTO MJIEKO, IIITO OJrOBapa Ha 14038 Of okony 1 pg/kg. 0,02%
OX HCBHQTQ Maj4UHA 2038 Ha ETAHHNIECTPAAHMON Ou MOXKEJIA Ma ce IIpPeHece Ha HOBOPO/IEHHETO mpexy Maj4HHOTO
MJIEKO 3a BpeMe Ha BOCIIOCTABCHOTO oOeme.

Ha Jane Majt, HOTbEGATA Mopa na ce Tl eKHHE (paru zen nonaroun 3a Ge36enmocr").

4,7 Ha cnoco6Hocta 3a Bo3elbe H CO M2IIIMHM

He e 3a6enexano BJIHjaHHe Ha cnoco6HocTa 3a yIIPaByBälbe CO MAIUHHH H MOTOPHM BO3HJIA.

4.8 Hecakann edeKTH

4.8.1. Kparok omuc Ha 6e36eqHOCHHOT npodan

Hajuecto npajaByBann HecakaHH peak ToBp3aHn co Majr/luane Majr ce MmaunmHa, adjoMMHasHa
HeTIPHjATHOCT, 3roJIeMyBalbe Ha TCJICCHQT TEIKHHA, TJIABOGOJKA, NEIpechja, TIPOMEHH BO PACHOIOKEHHETO, 6OJIK2
BO TPAAHTE H YyBCTBUTeEMHOCT Ha Tpannte. Tue ce rojaByBaar kaj >1% of CHTC KOPMCHHIM.

Tlocrou 3TOJIEMEH PM3HK ON TPOMGoem001M3aM Kaj CHTE 2KeHH KON KOPHCTAT /luane MajT (norrexere Bo nen 4.4)

TaGera Ha HeCAKaHH peaKk1ImH

Hecaxanu ecbexTu

OpraHcKH CHCTOMH Boo6nuaenn (21/100 ao Hesoo6nuaenu Peru (1/10.000 ao Kon ce IIPHjaBeHu
(MedDRA) <1/10) (21/1000 go <1/100) <1/1,000 HOCT-MaPKETHHT

OuHn nopemeryBara HHTOJIEPAHLMja Ha
KOHTAKTHH JIeKH

Backyrapan Tpom6cemOomu3am 3ronemyBarbe Ha

KPBHOT TIpHTHCOK

T'acrpoanrecraHarHu raneme, Gonka Bo roBpakame, anjapea
NOpeMEeTyBarba CTOMAKOT

IlopemeryBame Ha Ersauep6ammja Ha

HMYHOJIOIIIKHOT CHCTOM XHIIEPCEH3HTUBHH CHMITOMHTe Ha

peak1mn ASIA

Mera6onnn x 3roneMyBare Ha zanp1nka Ha TEUHOCTH HaMmaslyBa

HYTPHTHBHH TEIKHHATA TexKHHaTa

TlopemeTyBalba
TlopemetyBalba Ha rmapo6omka MHrpeHa

HOpeMeTyBalba pacnonoxeHve, JIH6HAOTO JHGHHOTO

IIPOMCHA Ha

pacn1onoxennero

CHCTOM H AOjKHTE AOjKHTE
KoxHH u IOTKOKHH Scan, yprakapyja epurema HOO3yM.
|HopemeTyBawa epHtema MyJITHopMe

z azw
w 7

Sy
HepBHHOT CHCTÈM

9*

Ticuxujatpucku xerpecuBHo .. HaMa1yBae Ha

TlopemetyBame Ha 6onka Bo rpannre, xuneprpoduja Ha BATHHAJEH MCIIENOK,

PeriPOAYKTHBHUOT MYCTBMTCJIHOCT Ha AcHenoK on AOjKuTe
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Onuc Ha ceneKTHPaHH HeCAKAHH PeAKITAM

3TOJIEMEH PH3HK ON apTepHCKH M BCHCKM TPOMOOTHUHH H TPOM6OOM6OJIHHHH HACTAHH, BKIIYUyBajku MHOKAPJEH
HHapKT, MO304eH yap, TP2H3HTOPHH HCXEMHUHH BCHCKA TPOM603a u GexoxpoôHa emOonuja e
3aGeJleKaH Kaj XEHATE KOM ynoTpeOyBaaT KOMOHHAPAHH OPQJIHM KOHTPALENTABH. OBHE IIOjABH HONETANHO ce
e1a60pHpaHH Bo JenoT 4.4,

CaenxuBe npujaBeHH CePHO3HH HecakaHH peakyMu, IIITO One 3a6enexaHu kaj %eHH KOM YIIOTpeÖyBaaT
KOMÖHHALMja Ha eCTporeH-MporectoreH ce o6jacHeTu Bo Menot 4.4 IloceGHH MepkH Ha IIPETIA3IHBOCT U
TloceOHH IpenynpenyBarsa 3a yIOTpe6a Ha JIeKOT:

BeHcku TpoM6oeM6orm3aM
Aprepucku TPoM60eMÖONH3aM
Xuneprenanja
XenaTanan TyMOpH (GeHATHH WIM MAIUTHH)

e Bo cxydaH Ha akyTHa WIM XPOHAUHA Ha IIPHHOT MPO6 Moxe ya ce jaBH moTpeba on
NpeKHHYBABE Ha KOMÖHHAIHHTE Ha ECTPOTEH-IIPOTECTOTEH, MONEKA MapKepuTe Ha *byHKUMjaTa Ha LPHHOT
Apo6 He ce BpaTaT BO HOPMAJIA.

e X110a3Ma
e IlojaBa univ BHOUTyBawme Ha COCTOj6H 3a 3a KOM HeMa IBPCTH AOKa3H Deka ce HOBP3AHH CO ynoTpe6ata Ha

KOHTPAIEITHBH ON KOMOHAHANHjA Ha ECTPOTEH-NPOTECTOTEH!: XOJIECTATCKA HPYPATYC,
XOJIEIUTYjA3A, nopbapuja; CHCTCMCKH JIymyC EPHTEMATO3YC, XEMOJNHTHUEH YPCMHHCH CHHIPOM;
CuaenxajMoBa xopea, TECTAIHCKM xepriec, KpoHoBa GonecT, ynHepaTHBeH KOJNHTHC, EIIMIEIICHja, MHOM Ha

yTepyc.

Öpekzenunjara Ha JHjarHosa Ha paKOT Ha JOjka MHOTy MAJIKY € 3TONeMeHa IOMefy KOPHCHHHKHTO Ha
KOMOHHAHHHTE HA ECTPOTEH-NPOTEeCTOrEH. bujejku pakoT Ha N10jka € penok kaj XeHH Mog 40 roqumHa BO3paCT,
AONONHHTEJIHHOT PH3HK OA pa3BHBarbe Ha pak Ha MOjka € Mas BO OHHOC Ha CCBKYIIHHOT PA3HK. IIpHIHHCKO-
IIOCJICHHHHHOT OHHOC CO ynoTpebaTa Ha KOMOHHAIHUTE Ha ECTPOTEH-UPOTEeCTOTeEH € H€TIO3HAT 3a IIoBeke
HUHbopMallun, BHAH nen 4.3 u 4.4.

Hnmeparyuu
HHTepMEHCTPYAIHOTO KpBapeme A/ATA HeeDeKTABHOCTA Ha KOHTPALENHMATA MO)KE Ja Ce jaBaT Kako pe3ysTaT Ha
HHTEPAKIIHH WoMery KOMÖHHAIHHTE Ha ECTPOTEH-TIPOTECTOTEH M APYTH IEKOBH (rekoBn KOH HHAYLMPaaT EH3AMH)
(norrexaere Bo zen 4.2).

IIpujasa na cycnekmnu necakanu edexmu
IIpnjasara Ha cycueKTHn edekTH 10 OMET € B&KHO Toa oBo3MoxyBa
KOHTHHYHpaHo MOHHTOPHpare Ha Senedut/pu3nk Ganancor Ha Hecakannre peaxuuu
OA JICKOBUTE MOKC a Tu Ipnjasurte Bo HammoHanHHoT ICHTQP SMakoBHfENaBI Tip AreHiujata NEKOBH2,
H MeMUMHCKU cpeycrsa (y1.CB Kupun a Merogu 6p.54 Kay,1 HAGENCKTPÖHCK wat IIpeky BeO CTpaHa Ha
ArenH1mjara ht S://malmed OV.mk/

fi a uio>o4 & D D!

4.9 TIpeqo3upame
a x

NG branat®4°
€&

bp 4

Hema noyaToum 3a npenosnparme Kaj Jiyfe. Bp3 ocHoBa Ha ONLITHTé-HOAATOUM OA KOMOHHHPQHHTC OpaTHU
KOHTPAueIITHBA, CHMIITOMM KOM MODK2T Ja ce IIOjABAT BO OBO] CIy4aj Ce: Tanelbe, TIOBPaKalse, 17U HEOYEKYBAHO
KpBaperbe, AKO HEHAMEPHO TO 3CM2JIC OBO] MEAHLHHCKM NPOH3BO/, BATHHAJIHO KpBaperbe MODKC Ja HACTAHE Aypu
H Kaj H€BOjKH KOH IIITO ceyinte He Ao6uïe MeHapxa. He nocTou aHTHAOT M HOHATAMOIHHOT TpeTMaH €
CHMIITOMATCKH.
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5. @MAPMAKOJIOUIKH TIOJATOUN

5.1 Dapmako1uHamckH CBOjCTBa

DapmakoTepariucka Tpyna: AHTHAHIPOTEHH H ECTPOTEHH
ATC kon: G03HB01

Eyuuurata coctabeHa ON ce6anearHa XJ1e371a 1 cbomukynor Ha BJIQKHOTO npeTCTaByBa AHAPOTEH CCH3HTHBCH NEN

oA KOXKATA.. AKHA, ce6opea, XHP3YTH32M u aHApoena anorlelmja ce jaByBaT kako pesyTaT Ha AHuchyKumja HA OBO}

TapreT OpraH, BEPOjaTHO TIPeAH3BHKAHN ON 3TOJICMCH2 aHyporena CEHSHTHBHOCT HJM STOJIEMEHH HMBOQ Ha

aHJporeH BO IJIA3MaTa. JBere aKTABHH Cyr1cran11mn Bo JInane Majr umaaT no3HTMBeH TeparuckH ebekT Ha

IIperoNeMOTO KOJIMUCCTBO Ha AHAPOrTEH: WHMpoTepoH aueTaT MENyBA KaKO KOMIICTHTHBCH QHTQTOHMCT Ha

aHJpoeHATE ja HHXHÔHPA CHTC3QTQ Ha QHIIPOTCHH BO MEIHHTE KJIÈTKH H IIOP2IH HCTOBHOT

QHTHTOH8HOTPOIICH ecpeKT BOUM KOH HaMaslyBalbe Ha KOHIETPAIMjaTa Ha AHJPOTEHA BO KpBTa. ÉTHHAJNECTPAAHON
TO 3ACHJIYBA OBOj eekT, IIITO MOBENyBA AO IIOTTHKHQTQ CHHTE3ATA Ha IIOJIOB XOPMOH BP3yBAUKHOT TNO6yAHH
(SHBG) 80 n1aamaTa. Ha Toj Ha4AH Joafa Ao pexyKuuja Ha CJIO6OHHHOT GuopacrnooXJIABAHIPOTEH BO KPBTA.

Tepamujata co JInane MajT KOH - HajyecTo no 3 Ao 4 MECELH ON TPCTMQHOT - 3a3npaByBarbe Ha TIOCTOEYKHTE
JIC3MM of akuu. [IpekyMepHaTa MaCHOTHjA Ha KO)KaTa H BJIAKHATA O6HYHO HCHESHYBAAT HOPAHO. Onafamero Ha
KOCATA KOC YECTO € HOBP3aH0 CO ceGopea HCTO Taka ce HaMay1yBa. Kaj XEHH Co CpezHA PopMH Ha XHP3YTH3AM H

noce6Ho co cra6o 3TONeMyYBalbe Ha BJIAKHA Ha JIHHETO, PE3yNTATOT € BHJUIAB CaMO MO HCKOJIKY MCCCIIM Of
ynorpe6a.

KOHTpauenTtuBHHoT edext Ha ]{uane Majr ce Gaznpa Ha HHTepakI1mja Ha PA3THUHH PaKTOPH, Of KON HajBaxKH ce

HHXMÖHIMja Ha OByNalmjaTa u antepaumja Ha HEPBHKATIHATE cekperu. Kako AOTONHA Ha KOHTpallelTHBHHOT
ebeKT, ECTPOrEH-TIPOTECTHH KOMÖHHAIIHHTE HMAAT IIO3HTHBHM OCO6MHM - Ha CTpaHa Of HECAKAHUTE OCO6MHM

(Buau yen „Ilpenynpenysama u MepKH Ha nperTnasnaBocT", „Hecakann edexTu"): IIHKIyCOT € ropexoBex,
MEHCTPyallmjara € HCCTO IIOMAJIKY Goma x KpBaperbeTO € royecHo. Co oBa ce HaMaslyBa H YecTaTa nojaBa Ha

HCHOCTHT Ha XKeJ1630.

MexuxrnoM

Bp3 ocHoBa Ha pesyITATHTE on PPAHLYCKATA EHHAEMHONOIKA KOXOPTHQ CTYAHjA, 3aG6enexana € KYMYJIQTHBHQ
H03HO - 3aBHCHA IIOBP32HOCT noMefy yIIoTpe6aTa Ha IIWIIPOTCPOH ALTAT H HOjABA Ha MEHAHTHOM. OBaa cTyanja €

3aCHOBAHA Ha IIOHQTOIIM of DPaHHYCKOTO 34paBcTBeHo ocurypyBaæe (CNAM) u BKJIy4yBaJla Tornyalmja of
253.777 xexu KOM KOPHCTCJIC 50 -100 mg nunporepon aueTaT.HauuyeHHATa Ha MCHHHTHOM TpeTupaHa CO

onepalmja WIM pannoreparmnja 6una noMefy Xeose BUCOKH 03H Ha HUTPOTEPOH
alleTaT (KyMyJIaTUBHa 11038 > 3 g) H XEHH Kou 6une TIOM OTEPOH alleTaT (KyMyaTHBHa
no3a <3 g) JlemoncrpupaHa e KyMyNaTHBHa HO3HO 3aBHÉHA ROB LENT au 2 &\

0

Mr

KymynaTHBHa 2038 Ha

LHIIPOTCPOH 8116T3T Ha NAauUMEHTH

Tlomasky nsroxenu(< 3 g) 4.5/100,000
Hsxoxexu 210 > 3 g 23.8/100,000 SEOPAE 14

12 36 g 26/100,000 6.4 [3.6-11.5
36 no 60 g 54.4/100,000 11.3 [5.8-22.2°
Tloseke og 60 g 129.1/100,000 21.7 [10.8-43.5]

*IlpararoneHo Bp3 OCHOBA Ha BO3P2CT2 KaKO BPCMCHCKM 3ABHCHA BapHjaGJIa H CCTPOTCHOT nip BKIIYUyBarbe.

KymyxarusHa n03a ox 12 g Ha npHMep, More Ja ONTOBapa Ha TOAHLIEH TpeTMaH co 50 mg / eH, BO Tex Ha 20

wena BO MeCellOT,
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5.2 DapMaKOKHHETCKH CBOjCTBA

D[unpomepon auemam

Pecopnyuja
OpanHo AanEHHOT IIMIIPOTCPOH auerar 6p30 MH LENOCHO ce a1cop6npa. MakcuManHaTa cepyMcka KOHIIEHTPaImja
ox 15 ng/ml ce nocruruysa 1.6 yaca no HHTeCTHja Ha exnHeuxa 103a IInaHe Majr.
BuopacronoxmaBocTa Ha IHIIPOTCPOH aljeTaT € peyucH NerocHa (88% OA 103aTa).

ucmpubyyuja
IInnmpoTepoH aljeTaToT Bo Ia3MaTa ce Haofä pexacn HCKJIYYHBO Bp3aH 3a CepyMCKHOT anOymuH. Camo 3.5-4.0 %
OA BKYHHATA CepyMCka KOHNEHTPAUHjA e BO BHA Ha cnoOoseH cTepoHA.ETHHHN ecTpaqHon MHAYUMpaHOTO
3roemyBalbe BO SHBG He BJHjae Ha CepyMCKOTO IIPOTCHHCKO Bp3yBalbe Ha IHIIPOTCPOH AUeTAT. BoryMeHoT Ha

Ha WMNpoTepoH aljeTaT e npaôrmxHo 986 4371. +-

Buompanchopmayuja
Lunpotepox aueTar ce Merabonu3upa pexacn nerocxo. Tnapnnor META6ONHT BO IMasMaTa e 15-OH-CPA, co
aHTHaHApobeH ebekT, Koj ce hopMupa npeky 1mroxpom P450 ensum CYP3A4. BkynHUOT KIIApEHC ON CCPYMOT e
3.6ml/mun/kr.

Enumunayuja
CepyMckaTa KOHIIEHTPpalmja Ha WMMpoTepoH ce HaMaslyBa BO ABC Da3H CO HOHYKHABOT ON HPH6J1HKHO 0.8
yaca u 2.3-3.3 ena. Lanporepox aleTaToT AeyMHO ce EKCKpeTupa BO HCIIPOMCHCTQ opMa. Herosute
META6OIHTH CE EKCKPETHPAAT Ipeky YPHHQTQ U KOMIKATA BO COOHHOC ON 1:2. MeTa6onnTuTe ce EJIHMMHHPaaT co
HOJIY>KHBOT OX HPAÔTOKHO 1.8 neHa.

Yenosu na cmabunna cocmoj6a DapMaKoKHHETHKATa Ha HANPOTEPOH AlleTaT He e IIOTOHCH2 ON HABOATA Ha SHBG.
Kora ce 3eMa cekojHHeBHO, CepyMCKHTe HHBO2 Ce 3TOJIEMyBaaT 3a 2.5 IIATU, CO Toa INTO CTAOHJMHATA cocToj6a ce

HOCTHTHYBa BO BTOPQTQ IIOJIOBMHA OA LIMKIIYCOT HA AAMAHACTPAPAHE.

ETAHHAeCTPAAHON

Pecopnyuja
Oparo AANEHHOT eTHHAIECTPAAAON 6p30 H WeocHo ce ancopônpa. MakcHMarHaTa cepyMcka KOHIEHTPANHjA On
71 pg/ml ce nocuruysa 1.6 yaca. IIpu ancopnuuja u npBHOT IIpeMuH, CTHHHJI CCTPQHMOJI HHTCH3HBHO
ce MeTa6ONH3HPA, LITO pesynrupa CO npoceuna opas1na 6HOPacHONOKHBOCT OF NpH6nMKHo 40-45% co ronema
MeryHHMBMAyana Bapnjaunja OA HPH6NMKHO 20-65%.

HTucmpubyyuja

ETHHHIECTpARHON € CHJIHO HO HeCrelHDHUHO Bp3aH 3a CEPyMCKHTE anOymuHH (npaGrnxHo 98%) u

TPeAH3BHKYBA CTOJIMYBAH€ Ha CepyMCKHTe KOHeHTpayun Ha SHBG. BonyMeHOT Ha xucrpaôyuuja e

npuônaxxo 2.8-8.6 ET.

IIPHHOT Apo6.ETHHHN eCTPAAHON € IIPCCHCTCMCKH KOHjyrupaH U BO MYKO3HATA MemOpa
ncKH
Hero 6 O H BO

Ce MeTa6ou3npa IIPBCHCTBCHO CO APOMATHUHA XHAPOKCHIANHjA u ce Kap BO MHOWTS9 HAPOKCHIHPAHH H

MCTHJIHP2HH MeTaOOuMTH, KOM Ce IIPHCYTHH H BO cno6oqHa PopMa HA Cy\paTHH KOHjyraTu
Kaupexcor e npu6nmxHo 2,3-7 ml/min/kg. Erumuna ula

dHo 1 uac u 10-20
«

CepyMCKuTe HHBOa Ha CTHHHJI ecTpaqvon ce HamasyBaar 6ubasHo c
yaca, COOHBCTHO ETHHHN ecTpannon He ce H31a4YBA BO HeIipoMeHeTa
YPHHA H 2KOJIUKA BO COOHHOC OF 4:6 co NonyxXMBOT OF IPHOJIHKHO 24 ua

EJIHMHHHPAAT CO

*
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Yenosu na cmabunna cocmoj6a
CraGuxHa cocToj6a ce NOCTHrHyBa BO BTOPATA IIOJIOBWH2 ON HHKJYCOT Ha AIIMHHHCTPALMja, IIPH IIITO CePYMCKATE
KOHLeHTpauuy ce 60% TIOBHCOKH OTKOJIKY IIO ANMHHHCTPAIIHjaTa Ha CAAHEUHA J103a.

Mn BuTpo, erunun ecrpammon e pesepsnônnen UHXHÖHTOP Ha CYP2C19, CYPIAI u CYPIA2 u HHXHÖHTOP Ha

MexaHusmu Ha CYP3A4/5, CYP2C8 u CYP2J2.
5.3 Hperkannuukn Ge36eqHOcHH IIOH2TOLM

ÉTHHHJIECTPAAHON

TOKCMLHHOT npobnn Ha eTHHHNECTPAHONOT e AoOpo mosnat. Jperkruanuxyre TONaTolm GasHpaHH Ha

BOOÖHYAEHHTE CTYAHM 3a TOKCHHHOCT Ha TIOBTOpeHa J003a, TEHOTOKCHYHOCT, KAPIIMHOTEH MOTeHIWjal H

penponyKTUBHA TOKCHHHOCT He YKaXKyBaaT Ha Guxo KakBH noceGHu PH3HUHA 3a ynotpeGa kaj ayfe. Cenak, Tpe6a
Ha ce MMQ BO IPpenBHA HCKQ MOMOBUTe CTEPOHAH Moxe Ja TO 3a6p3aaT pacTOT Ha OHIPCICHH XOPMOHCKH-3ABHCHH
TKUBA U TYMOPH.

HIIDOTCDOH aleTaT
Cucmemcka MOKCUUHOCM

IIpetkKHHH4KHTe IIOHQTOIIM MO NOBTOPYBaHH TOKCHHHM AO3H, YKaXKYBAAT HA HHCKA TOKCHHHOCT.

Em6puonanna moxcuunocm/Tepamozeno dejcmeo
Cryquute 3a EeMÖPHOHAJIHA TOKCHHHOCT CO KOMOHHANAjA Ha ABATA areHCH He HHKAKBH EheKTu KOU

cyrepupaar Ha TepaToreH epekT 3a BpeMe Ha TpeTMaH BO I@PHO] Ha OpraHOreHe3a Mpeg Pa3Bojor Ha

HANBOPEIIHHTE TeHUTasIHH OPTAHH. AAMHHHCTPAUMjaTa Ha IIMMPOTEPOH aueTaT BO IIOBHCOKM 03H 3a Bpeme Ha

XOPMOH CeH3HTHBHaTa (hasa Ha ACPAPEHNAPAHE Ha TOHHTAJIHMTC OPrAHH NpeAM3BUKyBa 3Haun Ha PeMAHUSAUHjA
Ha MAIIIKM perycu. OGcepBalujaTa Ha HeOHATYCH KOM Ouse EKCIIOHHPAHH Ha WMMpoTepoH aljeTaT BO

yTepycoT He Ha hemuxusauyja. Cenak 6pemeHocta € KOHTPAHHAHUHPAHA 3a BpeMe Ha ynoTpeGa Ha

HnaneMajr.

Tenomokcuunocm u Kapyunozenocm
Bo HanpaBeHHTE TCHOTOKCHHHH HCHHTYBAHA Ha HHTIPOTEPOH ALCTAT 3abellerKaHH Ce HCTQTHBHH pesy1raru. Bo
HOHATAMOLIHHTE HCHHATYBAHA, HATPOTEPOH alleTaT, Celak Moke Aa nponyunpa HHIIIKH Ha IHK (n srosemyBamse
Ha cnoco6Hocta 3a JIHK 3a penapauuja) BO KIeTkuTe Ha IpHoT HPO6 kaj cTaopun H MajMyHH, KaKO H kaj CBEIKO

H30HHPAHH KeTKH HA HPO6 Kaj Iyre.
Osaa JIHK opmauuja ce jaByBa BO YCJIOBM Ha CHCTEMCKA H3JIOKEHOCT KOja MOXE Ma Ce OHCKYBQ BO

TIpenopayaHHoT NO3eH pEXAM Ha IAIIPOTEPOH aueTaT Opa WH BMBO MOBenyBa JO 3TONeMeHa HHUHACHIA HA

DoKaNHA, BepojaTHO Ipe-HEOINIACTH4HH, XCIIQTQJIHM JIC3HM CO TIpOMeHeTH KJIETOYHH CH3MMM H 3TOJICMCH2 CTAIIKA

Ha MyTallnja kaj TPAHCTEHCKH cTaopun KOM HOCAT OakTepHCKH TCH KQKO TapreT Ha MyTalmjara.
MoMexTanHoTo KJIMHMHKO MCKYCTBO H QOOpO OCHOBQHOTO eNHACMHOJIOWKO MCTpakyBalbe He cyrepupa Ha

STONeMEHA HHIIHHCHII2 Ha XeTATANHH TYMOpH kaj Jyfe. CTYAAHTE 3a TYMOPOTCHOCT Ha-IIMIIPOTCPOH alleTaT Kaj

TIOHAPA IIOP2CT Kaj IIMTYHPQTHH TYMOPM 14 TYMOpH Ha Aojka, 3ae1Ho co POMEHH Ha

xenapot. Huty exex ox ope ebekTu He ce 3aGenexaHn Kaj MajMyHu.Cemak Tpebe qe uma #ofipte
NOJOBHTe CTEPOHAH POMOBHpaaT pacToT Ha ONPENEHH XOPMOH 3ABHCHH TKHBAŸ

+

Bo nenxHa, oBHe pesyiTaTH He YKaXKYBAAT Ha HHKAKBa 3ATPHKEHOCT 3a KOPH

coped HQCOKHTC BO HIQHCHHTC AHAAKAUAH CO COOHBCTHH 403K.

6. DAPMATEBTCKH IIOIIATOLM

6.1 JIucra na eKCHHTHEHCH:

4
©

Jlakrosa MOHOXHAPAT
IluenkapeH CKpo6
Tlopuyou 25
MarkesuyM cTeapaT
Caxaposa
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Tlosugou 700 000
Makporon 6000
KanumyMm Kap6oHaT
Tank
Tammepon 85%
TaraauyM anokenn E171)
XKeresex okcHn DKOJIT (E172)
MoutaHrankon BOCOK

6.2 WMuaxomnatu6unnocr

He e 3a6enexana

6.3 Por Ha Tpaeme

TOAHHH

6.4 Yuatcrso 3a qyBame Ha JIOKOT

JlekoT ce 4yBa Ha MCCTO BOH AOAaT Ha Hea.
JIekoT ce uyBa Ha TemMepatypa no 25°C.
Jlexot He cMee Ja ce KOPHCTH IIO POKOT 3a ynotpe6a O3HAUEH Ha IIAKYBAlbETO.
Jlexor Moxe za ce H37aBa caMo CO JICK2PCKM penenr (P).

6.5 IakyBame

bauctep nakyBarse co 1x21 o610xeHH Ta6leTH HalipaBeHo Of TPaHCApEHTEH Of NONABAHAN XJIOPHA1 U

ATYMAHAYMCKA orHja.

7. HOCHTEJI HA OAOBPEHHETO 3A CTABAEE HA JIEKOT BO IIPOMET
Bayer doo, Ljubljana IpercTaBHHINTBO CKonje,
Va. Antou [onos 6p.1, nox. 4/me3./mam.2, 1000 Cxonje

8. BPOJ HA PEIIEHHETO 3A CTABABE HA JIEK OMET
15-9347/14, 31.03.2015

4 ©

i

9, IIATYM HA IPBOTO OIIOBPEHIE 3A BO IIPOMET H JATYM HA
om:IIOCJIEIIHOTO OBHOBEHO OIIOBPEHM

31.03.2015 m

10. JATYM HA IIOCJIEIIHA PEBH3HJA HA TE ef,
08.2023

0.
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