1. MME HA JIEKAPCTBEHUA NPOAYKT
Jlensero 1,53 mg/BrnpbckBaHe, TpaHCAEPMAJIEH CIIpeii, pa3TBOp }\’J ry o 15 -10- 207"
Lenzetto 1.53 mg/spray, transdermal spray, solution :
s KAYECTBEH U KOJIHYECTBEH CBCTAB

Besiko BrpbCckBaHe 0cBoOOkAaBa 90 MUKpOIMTpA TpaHCAEPMAIEH CIIPEii, pa3TBOp chabpxkaiy 1,53 mg
ectpaauon (estradiol) (ekBuBanienTen Ha 1,58 mg ectpaauonos xemuxuapar [estradiol hemihydrate]).

[ToMO1IHO BELIECTBO C U3BECTHO JICHCTBUE: BCEKH CIipeil chabpxka 65,47 mg eTaHou.

3a MbJIHUA CTIMCBK HA MOMOILLHHUTE BELLIECTBA, BUXKTE TO4YKa 6.1 .

3. JEKAPCTBEHA ®OPMA

TpancaepmaneH cripeit, pa3rBop.

buctsp, 6e3usereH 10 671€10 K bJIT Pa3TBOP.

4. KIUHUYHU JAHHHU

4.1 TepaneBTHYHH NMOKA3aHHUA

XopMoHalHo-3amecTure/iHa Tepanus (X3T) npu npossa Ha CUMIITOMM Ha €CTPOreHeH A€QULHT TPH
KEHU B MEHOTAy3a (MpH )KEHH C JIMICBALIA MEHCTPYALMA MOHE 6 Mecela WM NocTornepaTiBHa
MEHOMay3a, C MHTAKTHA WM OTCTPAHEHAa MaTKa).

OnuTbT MPH JIEYEHHE HA KEHH 10-Bb3PACTHH OT 65 FOAMHY € OrpaHUYEH.

4.2 /lo3MpPOBKa M HAYHH HA NPHJI0KEHHE

Jlo3upoBka

JIeH3eTo ce npuiiara BEAHBK AHEBHO KATO MOHOTEPAIMS WM MPOAB/DKUTETHO CEKBEHTHO JIeYEHUE (B
Cb4€TaHHE C MPOrecCToreH).

HauanHara 103a € eiHa OTMepeHa /103a, MPUJI0XKEeHa BEAHBXK JHEBHO BbPXY CyXa M 3jpaBa KOXa Ha
NpeAMHUIIHULATA. Jlo3aTa MOXKe Aa Ob/ie MOBHILEHA 110 IBE OTMEPEHH BIIPHCKBAHUSA THEBHO BbPXY
MPEAMMILIHHULIATA B 3aBUCUMOCT OT KJIMHWYHHUA OTroBop. [loBuinaBaHeTo Ha jo3arta TpsbBa j1a craBa B
3aBUCUMOCT OT TEXKECTTAa HA CUMIITOMHUTE Ha MEHOMAY3a MPH KeHaTa U TpAOBa /1a cTaBa camo cliejl
noHe 4 ceiMH4HO sievenue ¢ JIenseto. Makcumantara AHEBHa /1034 € 3 OTMEPEHH BIIPbCKBAHHS
(4,59 mg/nHeBHO) BbpXY npeaMuluHuLaTa. [loBuiiasane Ha qo3ata TpsaoBa 1a 6bjae 06ChACHO C
JniexyBallms nekap. I lauueHTn, KouTo ce 3aTpyAHsBaT Aa npusiaraT npeanucaHara 103a BbpXy
OT/C/IHA HaCTH Ha MPEIMUIIHMULIATA, KOUTO HE CE€ NPUIIOKPUBAT, MOXE CHIIO Aa Mnpunarar JIeH3eTo
BbPXY Apyrara NpeJAMHUIIHULIA WK BbpXY BbTpPELIHATa cTpaHa Ha OeapoTo.

3a Ha4aHO M MPOAB/KABALIO JIEYEHHE HA CHMIITOMM Ha MEHONay3ara, TpsAOBa /1a ce U310/13Ba Haii-
HUCKaTa e(pEKTHBHA /103a 32 Hal-KpaTKO Bpeme (BX. CblLO TouKa 4.4).

AKO cie/l noBHIlIaBaHE Ha a03aTa, TEXECTTAa HA CUMIITOMUTE HA MCHOIIaY3a I1PH KCHUTE HE CE
HaMaJIH, 1034Ta Ha nalueHra Tpﬂﬁﬂa Aa CC THTPpHPA KaTo C€ HAMAJIH J10 MpeaullIHaTa 103a.




[MaunenTure TpAabGBa nepuoanYHO Aa ObAAT NOAXOAALIO KIMHWYHO OLlEHABAHH (HAND. HA 3-MECEYHH
10 6-MeceyHy HHTEPBAJiK), 3a Aa ce ONPESAE/IH AAJTH ICUSHHETO € BCE OLlie HEOOX0AMMO (BK. TOUKa
4.4).

Korato e npeanucad eCTpOreH NpH xeHy B MEHOMay3a ¢ MaTka, TpaOsa aa 6be 3amo4yHaTo NEUYCHHE C
rnporecrare, oA00peH 3a 100aBAHe KbM NEUEHHE C €CTPOreH, 32 1a Ce HAMANM PUCKBT OT PaK Ha
eHaoMeTpryMa. Tpabsa na ce npunarar camo MporecTareHu, KOUTo ca oa06peHH 3a 100aBsHe KBM
NICYEHUE C CCTPOreH.,

IIpu ncenu ¢ mamka

[TpH eHu ¢ MHTAKTHA MaTKa, NPOAYKTHT TpaOBa Aa ce KOMOMHMpA C MpOorecTareH, MoJAX0AALL 3a
J00aBsHE KbM JIEUEHHUE C ECTPOreH NpPH NMPOAL/DKUTEMHA-UMKJIMYHA CXEMA Ha JO3HpaHe: eCTPOreHbT
ce no3upa noctodHHO. [IporecrareHsT ce nodasa Hak-mManko 12 0o 14 nuu ot Bcek# 28-AHEBEH LIMKDJI
[0 MOCNENOBATE/IEH HAYYUH,

[lauueHTH, 6€3 NpeALeCTBALIO NeUE€HNE, U NALIMEHTH, KOUTO CMEHAT TeKyluara ¢ X3T (uMKianyHa,
CEKBEHTHA WIX KOMOMHMpaHa NpoAb/IkUTENHA), TpAGBA 1a OLAAT NOCHBETBAHM KAK 1A 3aMOYHAT
JICYECHHETO.

[To Bpeme Ha kOoMOMHHpaHe HA €CTPOreH C MPOrecTareH, MOXE J1a Ce MOSBH OTMAAHO KhpBeHe. bes
NPEKbCBAHE CE 3aM04YBa HOB 28 MHEBEH UMKBJ HA JICUEHHE.,

IIpu ocenu bes mamka
He ce npenoptusa A00aBsaHE Ha NMpOrecTareH npH »eHy be3 MaTka, OCBECH aKo € HAJTHUE
NpeaLIeCTBALA AMATHO3A 34 EHIOMETPHO3A.

Kenu ¢ nadnHopmerno me2ao u 3amavcmaeane
ChuIeCTBYBAT OFPaHHYEHH JAHHY, ¥¢ CKOPOCTTa U CTeneHTa Ha abcopbuua Ha JleHsero Morar aa

ObJaT MOHHIKEHN NMPU KEHU ¢ HAZIHOPMEHO TETJIO M 3aTIbCTABaHE, Moxe Aa € HEOOX0auMOo
KOpHrupaHe Ha no3ata Ha Jlenseto mo speMe Ha neuenune. Kopurupade Ha qo3ara tpabsa aa ce
0OCHAH C JIEKYyBalUKA JieKap.

lleduampuyna nonyaayun
Ynotpebara Ha JIeH3eTo Npy neaMaTpMyHa nomyalys He € YMecTHa.

lIponycHaTta no3a

AKko OBbjie nporycHaTa A03a, nauueHTkara Tpadea 1a NpUJIOKH NPONYCHATa 1032 BB3IMOKHO HaH-
CKOpPO CJie/l KaTo Ce€ CETH W AA MPHJIOKH CeABallaTa 1033 8 00HM4aiHOTO BpeMe. AKO IOYTH € BpeMe
3a ClieBaliaTa A03a, naluueHTkara Tpadpa aa nponycHe 3abpaBeHaTa 1033 M A2 [IPHIOKH ClieABaLLATA
n03a B 0bHyaiHOTO BpeMe. AKO CTE NpOIMyCHAIM €1Ha WK NIOBEYE R03H, € HEOOXOAMMO Na HANPABUTE
MpoOHO BNPLCKBAHE AOKATO KANAKBT € IOCTaBeH BLPXY cnpes. [TponycHaraTa 103a MOXKe @ TTOBHIIH
BEPOATHOCTTA OT NMPOOHBHO KbPBEHE U 3aLianBaHe,

HauuH Ha OpriagkEHUE

KonrelinepsT TpadBa na ce AbpikH M3npaBeH U BbB BEPTUKANHO NOJ0XKEHKE MPU BOpbekBaHe. [Ipean
Aa ce H3M013Ba 32 MbPBH [T HOB arIKKaTop, noMnara Tpabea aa 6bae NOAroTBEHA KaTo ¢€ BIpPhCKa
TpH TbTH B KANaKa.

JIHeBHAaTa 1034 € €AHO OTMEPEHO BNPLCKBAHE BHPXY BLTPELIHATA CTPaHa Ha MPEIMHAIIHKLATA. AKO
peAnucaHara AHEeBHA 103a € ABe WKW TPH BNPBCKBaHMA, TE€ C€ MPWIAraT Ha BbTPEILIHATA MOBBPXHOCT
Ha pbKaTa MCHLY JIAKBTA M KHTKaTa, pa3iNyHa OT CrbBKaTa, Ha riow npubausurtento ot 20 cm? u ce
OCTaBA [1a H3CbXHE B NPOABLIKEHHE HA NMOYTH 2 MUHYTH. JKeHuTe TpsOBa 1a NOKpHUBAT ¢ Apexa
MACTOTO HA NMPHNIOKEHHE, aKO APYr YOBEK MOXKE 1a JOKOCHE NMOBbPXHOCTTA Ha KOXKATa CJIe]] KaTo
CrpesT U3ChbXHe. MACTOTO Ha npuioxeHUe He Tpabdea ga ce Mue 60 MuHyTH. He mosponsasaiite Ha
APyl YOBEK Na AOKOCBA MACTOTO HA NPHI0¥KEHHE B paMKHUTE Ha 60 MUHYTH cliel IPUIAraHeTo.




[laumenTnre TpadB2 Na ObaaT uHbOPMHUpAHH, Ye fela He TPAOBA a HMAT KOHTAKT C Ta3M YacT Ha
TANOTO, KBRCTO € MPUIIOKEH ecTpaaron cnpei (Bk. Touka 4.4). AKO AeTe uMa KOHTAKT C 4acT OT
PBKaTa, KbAETO € BIIPbCKAH JIeH3eTo, KokaTa Ha AeTeTo TpAbsa a ce H3IMUE Bh3MOXHO Hali-CKopo ¢
BO/IA ¥ CanyH.

KnHHHYHUTE NpOYUYBAHUA MPEANONArar, e abcopbuusTa Ha €CTpaIKo/ B CPABHEHUE C NPHIIOKEHHUETO
BLPXY BbTPEIIHATA IOBbPXHOCT HA NpeAMMIUHKLIATA ¢ noao6Ha, koraTo JleH3ero ce mpunara BBpXY
koxara Ha 6enpoTo, HO € NO-HHUCKA C/IEA MPUIaraHe BbpXy KOXara Ha KopeMa.

AKO MPOAYKTBT CE M3MON3Ba ChINTACHO YKA3aHHATA, BCAKO BINPHLCKBAHE LEC JOCTABM BLPXY KOXKaTa
€QHO W CBLLIO KOTHYECTBO OT ChCTABKATA, HE3ABMCHMO OT PA3/IUKH B PA3MEPA HA CIPES WIH B

TCXHHKATA Ha BIIPBCKBAHE.

losuwena memnepamypa na koxcama

EdexThT Ha NOBHILIABaHE HA OKOJHATa TeMnepaTypa ¢ JIeH3eTo € 61 npoyUeH u He e HabnonaBana
KNTMHUYHO 3Ha4WMa pa3fivKa B creneHTa Ha abcopOums Ha Jlensero. Benpeku Toba, Jlensero tpsaba
lia C€ U3MO03Ba C NOBHILIEHO BHUMAHHE MPH EKCTPEMHH TEMNEPATYPHU YCIOBHSA, KATO CIHHYEBH OaHH
WK cayHa.

Ilpunazane Ha crvhyesauumuy npoOOYyKmMu

Korato ce npunara CrbHUE3aLIMTEH NPOLYKT OKOIO €IMH Hac el npunoxedne Ha Jlensero, Moxe
fa ce Hamaiu abcopOLuATa Ha ecTpanHos ¢ okoao [0%. AKO CIIbHLE3AIMTEH MPOAYKT CE MPUNOKH
OKO.IO €IHH Hac npeau ynortpeba Ha Jlensero, e ce Habnroaara edext supxy adbcopbumara (Bx.
TOUYKa 5.2).

4.3 IIporusonokazanus

- YCTaHOBEH pak Ha rbpiara, aHAMHE3a WM CbMHEHHE 32 PakK Ha repiara;

- JlokazaHu WU NOJO3UPAHH ECTPOTCH-3aBHCHMH 310KAYECTBEHH TYMOPH (Hanp. pak Ha
CHIOMETPHYMA);

- HeanarHoCTHUHpaHO FreHUTATHO KbpPBEHE;

- HenekyBaHa eHOOMETpHUANHA XHIICPIUIA3NA;

- [IposiBeH B MHHAIOTO MM HACTOALL BEHO3EH TpoMOoemMbonu3InM (TpoMB03a HAa ABNOOKHTE
BeHH, 6enoapobeH embomHIBM);

- H3pecTHH TpoMOOGIIHH HapyeHHs (Hanp. AeduuuT Ha npoteuH C, fedHLUMT Ha NPOTENH S
WM AaHTUTPOMOHWHOB AEQULHT, BXK. ToOUKa 4.4);

- AKTHBHA HJIY TIpEKapaHa HaCKOpo apTepuarta TpomboemGonuuHa Gosect (Harp. cTeHOKapaus,
WH(}apKT Ha MUOKapOa);

- Octpo yepHoapobHO 3abonsBate MK aHaMHe3a 3a YepHOAPOOHO 3a6019Bane, NPY KOETO
4EPHOAPOOHUTE dyHKLIMOHAIHH NIOKA3ATENH HE €A C€ HOPMATM3HPANH;

- [oppvpnus;

- CBPBXUYBCTBUTEIHOCT KbM aKTHBHOTO BELLECTBO /I KbM HAKOE OT MOMOLIHHUTE BEWIECTBA,
U30poenu B Touka 6.1.

4.4 CrneuuanHu npeaynpexIeHHA H IPEANa3HH MEPKH NpH ynotpeba

3a neyeHue Ha CUMNITOMH HA MeHonaysata, X3T Tpabsa aa 6bhae 3anouHaTa camo [IPY CHMIITOMH,
KOWUTO NOBJIUABAT HEFATHBHO KAYECTBOTO Ha )HBOT. BB BCHUKH ClTydaH, HAl-MaTKO BEAHDBK
roguIIHO TpA0OBa 1a ce paBy BHUMATE/HA OLIEHKa HA pUcKoBeTe ¥ nonsure, u X3T na ce MPOIBITKH
CaMO aKo 1oJ13aTa HaJBHLIABA PUCKA.

JaHHUTE OTHOCHO pHcKa ¢Bbp3aH ¢ X3T MpH JIeyeHHe Ha NPexXAEBPEMEHHA MEHONAY 34 ca

orpaHndeHH. CHOTHOLUCHHETO MEXIY MON3aTa U PUCKA NPK NO-MJIAAH XKeHH 06aye Moxe aa 6be no-
GaronpHATHO B CPaBHEHHE C MO-BL3PACTHH XEHH, MOPAAN HHCKOTO HHBO HA aGCONMIOTHHS DK
KEHUTE B [TO-MJ1a]a Bb3pacT.




MeauLHHCKH Nperies/npocieASBaHe
[penu 3anousane unu Bb3oOHOBABaHE HAa X3T, TpabBsa 1a ce cCHeMe MLIHA NTHYHA U paMHiIHA

aHamHe3a. (PUIMKATHHUAT NpeTyiel (BKIYMTEIHO Ha Ta3a U rbpanTe) TpAOBa fa ce NpoBexaa
CbOOpa3HO pe3y/ITaTHTE OT aHAMHE3ATa, KATO C& B3EMAT NPEABK/ M IPOTHBOMOKAZAHUATA U
MpeanasHUTe MEPKK NpHu ynorpeda Ha npoaykra. [To BpeMe Ha NeYEHHETO € NPENOPBLYHUTENHO 3 CE
H3BBPIUBAT NEPHOLMYHH NPErNCAN, KATO YECTOTATA H €CTECTBOTO UM CC OINPEAEIAT HHOWBHAYAIHO 33
BCAKA keHa. JXeHuTe TpsabBa na ObAaT ChBETBaHH 32 KOH POMEHH B ChCTOAHHETO HA MPAHTE €
HeoOXx0nUMO Aa cHOOWABAT HA CBOA JIEKap WK MEAHIIMHCKA cecTpa (BX. ,,Pak Ha repaaTta” no-nony).
TpabBa na ce HaNpaBsT U3C/EBAHUA, BKIOUHTEIHO NPUIaraHe Ha NOAXOAAUIM 06pa3HHU
AVarHOCTHYHH METOAM, HAIPUMEP MaMorpagHs, B CbOTBETCTBUE C NOCTIEAHUTE OA0DPEHH
CKPHHHHTOBY MPAaKTHKH, AJANTHPaHH KbM WHIUBUAYATHUTE KIMHUYHHTE HYXIH.

CheTosiHMA, IpH KOHTO € HeoOXonuMo Habnonenue

INanuenTkara TpaOBa fa ce HabMONaBa BHUMATEHO, AKO HAKOE OT CHCTOAHMATA, M3GPOEHH Mo-moay,

ChbIUECTBYBA B MOMEHTA, HA0IH0AABAHO € B MHHATIOTO H/UIHM CE € BIIOLIWIO MO BpeMe HA BpeMeHHOCT

W/IN NpH NIpEAMIIHA XOPMOHAIHA Tepanua. Tpabsa na ce Uma npeasu i, Y€ Te3u ChCTOAHUA MOraT Ja

C€ NPOABAT OTHOBO WJIM AA CE€ BIOLIAT 10 BpEME Ha JieueHHe ¢ JIeH3eTo, a UMEeHHO:

- neiioMHoma (PuOPOMH Ha MaTkaTa) KNH EHAOMETPHO3a

- PHCKOBH (HAKTOPH 3a TPOMOOEMBOANYHHY HApYLWIEHUSA (BX. NO-10MY)

- pUCKOBH (aKTOPH 33 Pa3BUTUE HA €CTPOreH-3aBUCUMH TYMOPH, HAaNnp. HACISACTBEHOCT MO
IbPBA THHUA 34 PaK Ha rbpAaTa

- XUTNEPTOHNR

- 4yepHOAPOOHH HapyllleHus (Hanp. aneHOM Ha YepHUs Apob)

. 3axapeH auabeT cbe unu 6e3 3acarane Ha KPbBOHOCHHMTE ChAOBE

- XOJIEIMTHA3a

- MHUrpeHa iy (CUIHO) rnasodomne

- CUCTEMEH NYIYC €PUTEMATOAEC

- AHAMHECTHYHH JaHHH 33 XHMEPILIa3ng Ha eHAOMETpHyMa (BXK. N0-107Y)

- eNnUIenCUs

- acTMa

- OTOCKJIep03a

[Iprunnv 3a He3abaBHO cOMpaHe Ha TepanusaTa

TepanusaTa Tpa0Ba ia ¢e npekparty, ako Ce OTKPHE NPOTHBONOKA3ARKE H B CEAHHTE CNYHaH:
- KBITEHHLA WK BJIOLLIaBaHE Ha YepHoApoOHaTa pyHKUMA

- 3HAUUTENHO NOBHIUIABAHE HA KPBLBHOTO HaNAraHe

- HOBOIOABWIIO CE IT1aBOGONYE OT MUTPEHO3EH THII

- OpeMeHHOCT

Xuneprnaiug ¥ pak Ha CHIOMETPHYMA

INpu *keHu ¢ MHTaKTHA MaTka, CAMOCTOATETHHAT NPHEM HA ECTPOICHH 3a MPOIBIKHUTENHH NEPHONH
yBENHYaBa pUCKa OT CHIOMETpHAIHA XHIIEPILTa3vA ¥ NOABA HA KapLMHOM. B 3aBUCHMOCT, KaKkTO OT
MPOABIDKHUTEIHOCTTA HA IE4EHUETO, TaKa U OT IMPUIIOXKEHATA A03a ecTporeH (Bx. Touka 4.8),
CBOOLLEHOTO YBENHYCHHE HA PUCKA OT paK Ha EHAOMETPHyMa Bapupa oT 2 A0 12 mhTH noBeue npu
MCHM, KOHUTO CE JIEKYBAT ¢ ECTPOTCH-CBABPKALIY NPOAYKTH, B CPABHEHHE C HEJIEKYBAHU MALUEHTKH.
Crien ciMpaHe Ha AEHEHMETO PUCKLT MOXKE Ja OCTAHE MOBHILIEH B IPOAb/KEHHE HA NMOHe 10 roauHu.

[luxnuyHoTO A00ABAHE HA MporecTared 3a noHe 12 aux B Mecena/28 aHeBeH UMKD/ WiIu
NPOABLIXKHUTENTHA KOMOMHHpAHA TEpanus C €CTPOreH-NPOrecTare NpH KeHu 6e3 XHCTEpEeKTOMHS,

MPEAOTBPATABA NOBUIUIEHHS PUCK, CBbP3aH ¢ X3T, npoBexaHa caMo ¢ €CTPOreH.

[Tpu Jlensero, 6e30nacHOCTTa 32 €HAOMETPHYMA 1P 100aBAHE HA NPOreCTATeHH HE € N3yYaBaHa.




Moske 1a ce nogBu NpoOMBHO KbPBEHE MM 3alLlanBaHE MPE3 MbPBUTE MECELH HA JICYEHHUETO. AKO ce
MOABH KbPBEHE WIH 3alaNBaHe, B KOHKTO M 1a € MOMEHT OT TEpanuAaTa WiH NPOABLMKH Clel
NPEKPATABAHE HA NEYEHHNETO, TPADBA a C€ MOTbPCH NPHUYHHATA, KOETO MOXE A HAJIONH
HIBbPLIBAHETO HA OHOIICHA Ha SHIOMETPHUYMA, 32 a C€ MIKTKYH MATHTHEH [IPOUEC.

CaMocTosTe/THaTa ECTPOrEHHA CTUMYNIALMA MOXKE Aa NOBEE A0 NPEKAHIEPO3HH ChCTOAHMUS WIH
3/IOKAYE€CTBEHU MPOMEHH B OCTATHYHHMTE OrHULLA HA eHaoMeTpuo3a. [Topagu ToOBa NPH XKeHH,
NPEeTHPNEIH XHCTCPEKTOMHA 110paly EHAOMETPHO3A, OCOOEHO XKEeHH C YCTaHOBEHA OCTaThYHA
CHOOMETPHO34, TpAOBa Aa ce 0bchAH 100aBAHE HA MporecTareHH KbM eCTporeH-3aMECTHTENIHATA

TEPAIuA.

Pak Ha rpaara

Karo us/10 1aHHHMTE NOKA3BAT NOBHUICH PUCK OT Pa3BHTHUE HA PaK HAa I'bPAATa NPH XKEHH, IPHEMALLH
cuctemua X3T non ¢popmara Ha komOGuHauusTa ectporeH-nporecrared win X3T ¢ JIeKapCTBEHH
NMPOAYKTH, ChABPKAUM CAMO €CTPOreH, KOHTO 3aBUCH OT MPOABIIKUTE/IHOCTTA Ha npuema Ha X3T.

KombuHupaHa Tepanus ¢ eCTporeH-fnporecrarey

- PaHnoMH3HpaHoOTO, Mnauebo-KOKTpOAHpaHo W3nuTBaHe Ha MHMUMaTHBA 3a 31paBETO Ha KEHATA
(Women’s Health Initiative study, WHI) u MeTaaHanu3 Ha npocneKTUBHH eMUIEMHUONOTHYHH
NPOy4BaHUA CH CHOTBECTBAT MO OTHOUIEHHE HA OTKPUBAHETO HA TOBHLICH PHCK OT pak Ha
rbpAaTa NpH KeHUTe, NpueMaluy komOuHupaHa ectporen-nporecrared X3T, KoiTo ce
npossasa cneg oxono 3 (1-4) roonnuu (Bx. Touka 4.8).

X3T camo c ecTporeH
- [Ipu nanureaneTo WHI He e ycTatoBeHo noBuilaBaHe HA PUCKA OT PA3BUTHE Ha PakK Ha

rbPAATA MPH KEHH C XUCTEPEKTOMHUSA, NPUIArallid €CTPOreH XOpMOHO3AMECTUTENHA
MOoHOTepanus. Hail-yecto o6cepBauMoHHH NpoyUuBaHus CHOOLIABAT NPEAMMHO 32 MAJIKO
HapacCTBaHE HAa PHUCKA OT MNOCTABAHE Ha AMArHO3aTa PaK Ha I'bPAATA, KOETO € TMO-MAJIKO OT
YCTAHOBEHOTO NIPH MALUNEHTHTE, MPUEMAILM KOMOWHALMY OT ECTPOTEHH M NMPOrecTareH! (BiK.
To4Ka 4.8).

PesynratuTe oT 0OLIMpEH METaaHANN3 NOKA3BAT, Y€ CJIEM CIIUPAHE HA NEYSHUETO NOBHILIEHHUAT PHCK
¢ HAMAIEE C BpEMETO H BpemeTo, HeoOX0aAuMO 3a BpbILAHE A0 U3XOAHOTO HUBO, 3aBHCH OT
MPOABIKUTENHOCTTA HA NpeaAXoAHO W3noa3saHe Ha X3T. Korato X3T e npueMaHa B NpoabKEHHE
Ha NOBeUe OT 5 rOAUHH, PUCKBT MOXE A CE 3aMa3y B NPOABIKEHHE Ha 10 WM TOBEYe TOOMHH.
X3T, ocobeno xombuHMUpaHara eCTpOreH-Nporecrarey Teparnus, NOBMLLABA ILTHTHOCTTA HA
MaMorpapCkuTe H300paxKeH!s, KOETO MOXKE 1a NOBNHAE HeGNaronpUATHO PafHOIOrHYHOTO
OTKPUBAHE Ha paka Ha rbpaara.

Pak Ha sH4HHKA

PakbT Ha AlYHKKA ce HabnoaaBa MHOTO MO-PAAKO OT paka Ha repAaTa.

EnuaemMuoNoryiHUTE AaHHM OT roJIAiM METa-aHanu3 MPEeANoarar JIeKo MOBHIIEH PUCK TIPH KEHH,
npuemaiti X3T caMo ¢ ecTporeH 1M kombuHupaHa ectporeH-nporecraren X3T, kolTO ¢ce nposgBsABa
B PAMKHTE Ha 5 rOJiMHK OT yrnoTpedarta u HaMansAsa c TEYEHUE Ha BPEMETO CJie[l CIIMPAHE HA TIPHEMA.
Hakou apyru npoyusaHus, BuoyuTenso uanureavero WHI, nokaasar, ue ynorpefara Ha
koMOuHupana X3T Moxe aa e cebp3aHa ¢ MoA00eH WK MaJTKO NMO-HHCHK PUCK (BXK. To4Ka 4.8).

BeHozeH TpoMb0oeMOO/IHIBLM

- X3T e cebp3aHa ¢ 1,3-3 NBTH M0-BHCOK PHCK OT Pa3BUTHUE HA BEHO3EH TpoMBOeMOOIN3IBM
(BTE), 1.e. TpoMb03a Ha abn6okuTe BeHu win Genoapoben embonusnm. BeposTHocTTa 32
MOABA HA TOBA YCAOKHEHHE € MO-ToJiAMa Mpe3 MbpBata roguHa Ha neueHue ¢ X3T, OTKOIKOTO
NO-KbCHO (BX. TO4YKa 4.8).

- [TauneHTky ¢ ycTaHoBeHH TPOMOODHUIHM CHCTOAHHA €a C NIOBULLIEH PUCK OT pa3BHTHe Ha BTE u
X3T Moxe na tonpyHece 3a yBeNHYABAHE HA TO3W puck. 3atosa X3T e nporuBomnok
TE3U MAUHEHTKH (BX. Touka 4.3).




- O6wuTe puckosu ¢pakropu 3a BTE Bkatousat ynorpeda Ha ecTporeHuy, HanpeaHana Bb3pacT,
ronsMa XMpyprayHa onepauna, NPoALDKUTE/IHA HMODOHNN3IaLIMA, 3aTNIBCTABAHE
(UTM>30 kg/m?), GpeMeHHOCT/IOCIEPOAOB NEPHO, CHCTEMEH aynyc eputematoaec (CJIE) n
pak. HAMa nocTUrHaT KOHCEHCYC A&l BapUKO3HHUTE BCHH JOMPHHACAT 3a passuTveTo Ha BTE.
[Ipu BCHUKH MALIKEHTKH B NOCTONEPATUBEH NEPHOA TpAOBa 1a ce OOMUMCIAT MEPKH 32
npodunaktuka Ha BTE cnen xupypruvuHara Hameca. B cnydai Ha rutaHoBa onepauunsd, KOATo
TpaOBa na Obae nocneaBaHa OT MPOALDKUTENIHA UMOOUITH3ALIMA, CE NPENOPbYBA BPEMEHHO
cnypade Ha X3T, 4 no 6 cenmuum no-pado. Jieuennero He Tpabsa aa ce Bb30OHOBABA, 10KATO
MEHATa HE € HANBJIHO pa3BHXKEHA.

- [Tpy xeHu Oe3 nMuHa aHaMHe3a 3a BTE, Ho ¢ HanMyKe Ha pOAHMHA 110 MbpBa JIHHUA C aHaMHe3a
3a TpoMOO3a B M1a1a Bh3pACT, MOXKE J1a CE MPELTOKHN CKPUHHHI CJI€l BHHUMATEIHO
KOHCYNTHPAHE MO OTHOLICHHE HAa HETOBUTE OrPAHUYCHHA (Ype3 CKPUHHHI C€ HACHTHOHLIMPAT
caMo 4acT oT TpoMOohHUNHKTE HAPYIUSHHSA ).

AKo ce uaeHTuduumrpa TpomO0GHIHO HAPYLIEHHE, KOETO €€ CRBP3BA C NPOABU Ha TpombO3a
[pH WICHOBE HA CEMEHCTBOTO WIH AKO HAPYILEHUETO € ,,TeKO™ (Hanp. AePUUMT HA
AHTHTPOMOUH, AedHULMT Ha npoTerH S unu gepuunt Ha npoteud C, Wi KoMOUHaLMA OT
HapylueHus ), X3T e nporuBonokasaHa.

- [Tpy x€HH, KOMTO BEYE CA HA NOCTOAHHO AHTHKOATYJIAHTHO NICUEHHE, € HEOOX0AUMA
BHMMATEJIHA NPELEHKA HA ChOTHOLWIECHUETO T10A3a/PHCK OTHOCHO npunaradeTo Ha X3T.

- Axko BTE ce¢ pa3sue cnes 3anoyBaHe Ha TCpanUATa, MPUEMBT HA JIEKAPCTBOTO TpADBa 1a ce
cnpe. [launeHTkuTe TpaOBa na ObOAT NOCHBETBAHHM BE/IHArA 14 C€ CBBPKAT CbC CBOA JIEKap, aKo
3a0e/IexaT HAJIMYHETO Ha NMoTeHuHaneH TpoMboemOonnyeH cuMnToM (Hanp. bone3HeH OTOK Ha
Kpaka, BHe3anHa 005ika B rbpauTe, 3a1yX).

HcxemuuHa bonect Ha chpueto (MBC)

HsMa nokasarencrTsa OT paHAOMM3UPAHH KOHTPOIMPAHW H3MIMTBAHHMS 3a NpeArna3BaHe oT UHPapKT Ha
MHOKAapJa MpH WEHH CbC WK He3 cruiecTrysaia UbC, kouto ca nosyunniu koMOUHHPaHa Tepanus C
ecTporen-nporecrareH uiu X3T caMo ¢ ecTporeH.

Kombunupana mepanus c ecmpozen-npo2ecmazen

OtHocutenHuaT puck 3a UbC no speme Ha ynoTtpeba Ha komOuHnpana X3T ¢ ecTporeH +
nporecrareH € neko nosuiied. Hauanuuar abcomnmorel puck 3a UbC 3asucH 3HauuTENHO OT
Bb3PAacTTa, KaTo OpoAT Ha gonbiHUdTeENHUTE cayyad Ba MBC, anmxauiu ce Ha ynorpebara Ha
ECTPOTreH + MPOreCTaréH € MHOrO HUCHK MIPH 3APaBH KeHH, KOUTO ca OJ1M30 40 HACThIBAHE HA
MEHOTIay3aTa, HO C€ YBENIWYABA C HANPSIBAHC HA Bb3PACTTA.

Tepanus camo ¢ ecmpozen
JIaHHHUTE OT KOHTPONHPAHH PAaHIOMHUAIHPAHH NPOYUBAHUA HE MOKA3BAT NOBHILEH PHUCK OT
MBC npu eHU ¢ XMCTEPEKTOMHSA, KOMTO €a JISKYBAaHHU CaMO C €CTPOreH.

HUcxeMHyeH HHCYIT
KoMOuHrpaHaTa eCTporeH-NporectTareHoBa Tepanya U MOHOTEPAIIMATA € eCTPOTEH Ca CBbP3aHH C J0

1,5 0bTH yBESUYEHHE HA PUCKA OT UCXEMHUECH MHCYAT. OTHOCUTEIHHAT PUCK HE C€ TMMPOMEHHA C
BbL3PACTTa MW BPEMETO Clie] HACTHLIIBAHE HA MEHOTIay3a. Thil KATO OCHOBHUAT PHUCK OT HHCYIIT €
CWJIHO 3aBMCHM OT BB3pacTTa, OOLIMAT PHCK OT HHCYJT NPH »*EHH, KouTo npunarar X3T, ce
yBEJIMYaBa ¢ Bb3pacTra (BK. Touka 4.8).

3pUTEIHN HapyLIEHAH

[Tpu xeHu, NpUEMALLM ECTPOreHH, € ChOOLIABAHO 33 CNyYaHd Ha PETUHANHA ChAOBa TpoMOo3a.
Heobxonumo e He3abaBHO NpekpaTABaHe HA JICUYCHUETO A0 Nperjiel OT JieKap, ako Ce NOsBH BHe3anHa
4ACTHYHA WIH NbJHA 3aryfa Ha 3peHHEe WK BHE3AITHA NOABA HA MPOITO3a, AUILIONHA WIH MUIPEHa.
AKO NnpH nperjiieaa ¢¢ yCTaHOBY MaNWI0eAeM WM PETHHATHA BacKylapHa ne3uvs, Tpabea na ce
MPeKpaTH 3a MOCTOSHHO J1€YEHUETO C ECTPOTrEHH.

[lopuiiapane Ha AJIT




[lo BpeMe Ha KITMHUYHH U3NUTBAHUA C KOMOKWHHpaHa cXeMa ¢ oMOUTAacBHp/IapUTanpeBUpP/PUTOHABUD
K na3zabyBHp, cbC uiK Oe3 pubasupuH, 3a nedeHHe Ha BupyceH xenatHT C (HCV), noriueHy H1Ba Ha
AJIAT noseue OT 5 MBTH Haa ropHaTa rpaHuua Ha HopMaTa (I'TH) ce HabmioAaBaT 3HAYHTENHO MO-
HECTO IPH KEHH, HIMOJNIBALUH TEKAPCTBCHH NPOAYKTH, ChAbPXKALUK STHHWIECTpasHor, kato KXK.
OcBeH TOBa, U NpPH NALMEHTH, IEKYBAHH C INEKanpeBUp/ MTHOPEHTACBHP WIH
cogochyBup/BennaTacBUp/BOKCHIANPEBUP, ca HAGMogaBaHK MOBHIIEHH HUBA Ha AJIAT Npy *KeHH,
KOWTO yroTpeOABaT NekapcTBa, ChALPIKALIK eTHHWIeCTpaauo, kato KXK.

[pu xkeHu, H3INON3BALUM IEKAPCTBEHH NPOAYKTH, ChABPKALUN ECTPOTEHH, PA3TUYHH OT
CTUHHIIECTPAHOJI, KATO ECTPAAHON ¥ OMOHTACBHP/NIADMTANIPEBMP/PUTOHABHD H Na3a0YBHP, ChC WIH
Oe3 pubaBupuH, cTeneHTa Ha NoBuillcHU HHBA HA AJIAT e cxoaHa ¢ Ta3m [TPH XKEHHU, KOUTO He
MpreMaT HHKaKBY €CTPOTEHH; BBIPEKM TOBA, NOPafAH OrpaHUYCHHA OPOH KEHH, NPUEMAILH Te3H
Pa3NUYHK ECTPOTEHH, € HEOOXOAMMO NOBHLIEHO BHUMAHUE NPU EAHOBPEMEHHOTO MPUIOKEHHE HA
CNEAHNTE KOMOHHUPAHH TEPANEBTHYHH CXEMH: OMOHUTACBUD/NAPUTANIPEBUP/PUTOHABUD K na3a0yBHp,
Cb¢ WK He3pubaBupHH, rIeKanpeBrp/THOPEHTACBUP WK coocOysup/BenIaTacBUP/BOKCHIANPEBHP.
BuxTe Touka 4.5.

Hpyru cuCTogaHus
TBH KaTo ecTporeHUTe MOrar Aa MpPeAU3BHKAT 3aabPXKAHE HA TEYHOCTH, NAUMEHTKHTE C HapylleHa

Chbp/ieuHa WK ObOpeuHa PpyHKuUs TpgOBa na 6bAaT BHUMATENHO HAOII0JaBAHHK.

Ex3oreHHHUTE €CTPOreHH MOTaT aa NpeAN3BUKAT NOABA HA HACNEICTBEH U MPUAOOHUT aHruoeaeM Uiu
Ha BIIOLIAT HEMOBUTE CUMIITOMHU.

JKenu ¢ npenuiecTsama XHNEPTPUIIKLIEPHAEMHUA TPAOBA A3 ObaaT HAGIONABAHH BHUMATENHO 1O
BpEME Ha ECTPOreHHATa WM XOPMOHAJIHATA 3AMECTHTEIHH TepaluM, Thif KATO BbB BPh3Ka C
TEpanMATa € ECTPOFEH NPH TaKOBA ChCTOAHKUE Ca HADNIOAABaHH PEAKH C/IYYay Ha IHAUYUTEITHO
MOBULICHHUE HA IUTA3MEHUTE TPHITHLEPUAM, BOACLL O TAHKPEATHT.

EcTporenute ysenuuasar THPOKCHH-CBbp3BaLiusA rinobyaud (TBG), KoeTo BOAM 10 NOBULIABAHE Ha
UMPKYIHpALIMA 00L TUDEOUAECH XOPMOH, H3MEPEH upe3 NPOTEUH-CBLP3aH o (PBI), HuBara Ha T4
(Mpe3 KOJIOHEH WK PaMOMMYHOMOTHYEH aHANH3) MM HUBaTa Ha T3 (upes pagMOMMYHOJIOTHYEH
aHanu3). Iornbuwaneto Ha T3 0CTAaTLKBLT € HaManeHo B pe3yaTar Ha yeenuuenus TBG.
KonueHtpauuute Ha ceoboanute T4 u T3 He ce npoMeHAT. B cepyma Morar ja ce MOBMILAT M HUBATa
Ha Apyrd CBbP3BALUM MPOTEUHH, HANMPUMEDP KOPTHKOMACEBP3Ballus r1odynun (CBG), rnobynuna,
CBBP3BALL 1010BHTE XOpMOHH (SHBG), K0€TO BOIM 10 CBOTBETHO YBENHYEHHE HA UMPKY THPAILNTE
KOPTHKOCTEPOHAH U INOJIOBH CTEPOUAH. KOHUEHTPALUHHTE Ha CBOOOAHHUTE WM BKOJIOrHYHO AKTUBHHU
XOPMOHH Ca HEMpOMeHEHU. JIpyru nia3MeHu NpOTeMHH MOraT Aa OBbaar yBeTMYeHH
(aHrHoTeH3uHOreH/peHHH cyberpar, anda-l-aHTUTPHICHH U LEpPYONna3sMHuH ).

X3T ue nonobpsba KOrHUTUBHATA (PyHKLKA. MMa HAKOM AOKA3ATENCTEA 33 NOBHILIEH PUCK OT
BL3IMOMNKHA JEMEHLIHA 1IDY KEHU, KOHTO CiieA 65-roAHIIHA BB3PacT ca 3an0YHANH KOMOHHUpana X3T
win X3T camo ¢ ecTporeH.

[Ipunarade Ha CILHUEIANMTHHU IIPOIYKTH

Korato ce npinara CbHUE3AIHTEH IPOXYKT OKOJIO EIMH YaC CNEA NPHIoKeHHe Ha JICH3eTOo, MOXe
Aa ce Hamanu abcopOLMATa Ha ecTpaanon ¢ okoio 10%. AKO CTBLHUEIAIMTEH NPOAYKT CE NPUIONKH
I nac npeau Jleusero, He ce Habnonasa edexr BbpXy abcopbumsTa (Bx. Touka 5.2).

[loBuieHa TeMOepaTypa HAa KOXAaTa
EdexThT Ha noBHUIABAHE HA OKONHATA TEMNIEPATYpa € NPOYUEH U € Habio1aBaHa npubnuzuTenHo
10% pasnuka B abcopbumsTa Ha JleHzeto. He ce ouakBa To3M edeKT A2 HMa KITMHUYHO 3HAUYEHHe npu
CXKEAHECBHO NMpUoKeHUe Ha JlenseTo (Bx. ToyKa 5.2). Benpeku ToBa, Jlensero Tpa6GBa Aa ce M3no3sa
C NOBHHICHO BHHMAHHE MpH CKCTPEMHH TEMIIEPATYPHH YCIIOBHA, KATO CbHYeBH 6aHH unu cayHa,

[leanaTpudna nonyJjauys




Homenyuanno npedasane Ha ecmpaduon Ha oeya
Ecrpaguon cnipei Moxe ciiyyailHo fa ce nmpeaaje Ha Aeua OT NOBbPXHOCTTA HA KOXKATa, KbAETO

NPOAYKTHT € NPHIOHKEH.

Mma nocrMapkeTHHroBH ChoOIIEHNS 3a KAPacTBaHe HAa MbpAd WM 0Dpa3yBaHe HA I'bpAM IPH
MOMHYETA B NpeanybepreTHa Bb3pacT, paHeH NyOepTer, TIMHEKOMACTHA ¥ 00pa3yBaHe Ha IbPANUTE NPH
MOMYETA B NpeamyOepTeTHa BB3pacT CIed HEBOJNIHA BTOPUUHA €KCITO3HLIMA Ha eCTpaauon cnpei. B
MOBEYETO CIYYaH, TE3N ChCTOAHMA OTLUIYMSABAT CJIel NPEKPATIBAHE €KCMO3MLMATA HA €CTPAJUOI.

[TanmenTuTe TPsOBa Aa ObAAT UHCTPYKTHPAHHU:

- Ia HE TNO3BOJIABAT HA IPYTH X0pa, 0cobeHo neua, 1a UMAT KOHTAKT C TPETHPAHOTO MACTO Ha
KOXaTa, ¥ 1a NOKPHBAT MACTOTO Ha MpHJIaraHe ¢ Apexa, ako € Heodxoaumo. B cnyyai ye aere
YMa KOHTAKT ¢ MACTOTO HA MPUIOKEHHE, KOXKATa Ha ACTETO TpAOBA 1A CE U3MHUE BH3MOXKHO
Hai-CKOPO ¢ BOJA U CAMYH.

- A3 CE€ KOHCYJNTHPAT C JieKap, aKO0 UMa NPH3HALUM U CUMITTOMH (pa3sBUTHE HA M'bLPAY HWIH APYTi
MTOJIOBH NPOMEHH) MPH JCTE KOETO MOXKE 1A € OMITO M3NOKEHO HEBOJTHO HA eCTPaayo) Cripek.

B cnyyaii Ha Bb3MOXKHA HEBOJIHA BTOPHYHa eKCNo3MUMA Ha JleH3eTo nekapaT TpadBa na onpeaesu
MPHYMHATA 38 HEOOHUYAHOTO MOMOBO Pa3BUTHE Ha ACTETO. AKO CE NOABH HeoOHHaHHO pa3BUTHE Ha
rLPAWTE WK MPOMEHH, KOUTO MOraT Aa Ce OTNPEACNAT KaTo pe3ynTaT OT cliy4aitHa BTopHvHa
eKCITO3HUHA Ha JIeH3eTo, iekapAT TpAOBa Ja KOHCYJITHpa MaLUMeHTKaTa 32 IPaBUIHOTO MPHIOKEHHE U
ynoTpeda Ha JleH3eTo, KOraTo UMa Jieua HaoKONM0. AKO HE MOKe 12 ce ocurypu GezonacHa ynotpebda,
TpAaOBa na ce 0OMHUCHN NMpeKpaTaBaHe Ha ieueHUeTo ¢ Jlensero.

[IOMOLIIHO BELUIECTBO
Tosa n1ekapcTBO CEABPXK2 65,47 mg ankoxon (eTaHo/1) BbB BCAKa 1034, KOETO € EKBHBANIEHTHO HA

72,74%w/v. Toil MOXe Ja NpeiM3BHKa YCEUaHe 3a [TapeHe BbpXY YBpEeAcHa KOXKa.

IIpodyxmume na arkoxonna ocroea ca 3ananumu. Jla ce nasm ot orsH. Jlokaro uinonseare
YCTpOHCTBOTO, TpAORA O3 Ce M30ATrBA OTKPHT MJ1aMbK, 3aMAeHa HUrapa Wiy U3Mno/13BaHE Ha HAKOU
ropeiy yctpoiicrea (Hanp. celoapu), 40KaTo CIpesST U3CBXHE BEPXY KOXKATA.

4.5 B3auMoaeHCTBHE ¢ APYIH JEKAPCTBEHH NMPOAYKTH H ApYrH QOpMH HA B3aUMOACHCTBHE

MeTabomu3mMbT Ha ECTPOrCHUTE MOXKE J1a C€ YCKOPH NMPH €IHOBPEMEHHO MPUIOKEHHUE ¢ BELLECTRA, 3a
KOHTO € U3BECTHO, Y€ HHAYLUHMPAT JEKAPCTBO-META0ONHIUpALIHTE EHIUMH, 0coDeHo uuTOoOXpoM P450
SH3UMMHTE, KaTO AHTUKOHBYACAHTH (Hanp. penolbapOutan, GeHUTOMH, kapdaMasenuH) 1
aHTUHHQEKLUHO3HY cpeacTBa (Hanp. puaMnuuyvH, pudadyTHH, HEBUPANUH, edaBUPEHL).

Bbrpeku 4€ ca M3BECTHHU KATO CHJIHM HHXUOMTOPK, KOraTo CE€ MpUnarat €1HOBPEMEHHO CbC
CTEPOHJIHHU XOPMOHH, PUTOHABUP U HEN(PUHABUP CE NPOABABAT KaTo HHAYKTOPH. [Ipenaparu ot
PACTHTENEH MPOU3X0A (TPAAMUHMOHHH), CEABPIKALLM KbIT KAHTAPUOH (Hypericum perforatum), morar
Aa UHAYuAPaT MeTabo1n3Ma Ha ecTporeHuTe (M MpOreCTarcHUTE).

[Tpu TpaHCAEPMANHO NPHIOKEHUE CE U30ArBa ePeKThT Ha NbPBOTO NPEMHHABAHE NIPE3 YCPHHUA Ap0oO
U IO TO3HU HA4MH, TpaHcaepMatHo npunoxena X3T ¢ ectporeHu (4 nporectareHy) Moxe aa ce
NOBNIUAC B MO-MAIKA CTENEH OT CH3IUMHUTE HHAYKTOPH B CPABHEHHE C MEPOPATHOTO XOPMOHATHO
NEUYEHHE.

KnuuuuHo, NOBUINEHKAT META00IU3ILM HAa ECTPOMCHUTE U MPOreCTareHHTE MOXE Aa A0Beae 10
MOHMKABAHE HA edeKTa M MPOMEHU B Npoduna Ha MATOMHOTO KbpPBEHE.

Edexkt Ha X3T ¢ €CTPOreHH BbPXY JAPYTH JNCKAPCTREHH OPOAYKTH
YCTaHOBEHO €, 4e XOPMOHATHUTE KOHTPALICTITUBH, CbAbPIKALLMN ECTPOreHH, 3HAUNMO NOH

IA3IMCHHUTC KOHUCHTPALIHHK Ha JIaMOTPUIHH, KOraToO CC I[IpH/iarat CAHOBPpCMCHHO, KOCTO




IAbMKH HA MHIYKUHATA HA MIFOKYPOHUPAHETO HA IAMOTPUIKMH. ToBa MOXe Ja HaMaIH KOHTPONa Ha
npunanbUyTe. BNpeky Ye NOTeHUMAaTHOTO B3aUMOIEHCTBHE MEX LY XOPMOHO3aMECTHTEIHATA
Tepanua | JIAMOTPHIHMH HE € MPOYYBAHO, 04aKBa Ce, Y€ ChUIECTBYBA MOA0OHO B3IaUMONEHCTRIE, KOETO
MOXk€ Ja NOBEAC 10 HAMAABAHE HA KOHTPO/IA HA NPUNIAABLIMTE IPH KEHH, NPUEMALIM ENHOBPEMEHHO
ABATa JIEKApCTBEHH NPOAYKTA.

MapMakoNHMHAMHYHH B3aHMOAEHCTRUSA
JMpEKTHO fAeHcTBalM aHTHBHPYCHH cpeacTsa (JIZTAC) u nekapcTBeH# IPOOYKTHU, ChbAbPHKALIM

eTHHUNecTpaauon, kato KXK

[lo BpemMe Ha KIMHMYHU U3NKUTBAHHUA ¢ KOMOHHHPAaHA cxeMa Ha nedenne Ha HCV ¢
OMOMTACBHD/NIAPUTANPEBHP/PHTOHABUD U Na3a0yBup, CbC UNH 6e3 pUGABMPHH, MOBUILIEHN HUBA Ha
AJIAT noseye oT 5 NbTH Haj ropHara rpasnua Ha HopMaTa (ITH) ce HaGmroaaBaT 3Ha4UTENHO M0-
4€CTO NpH XCHH, H3NOI3BAINM ICKAPDCTBEHH NPOAYKTH, CbAbPKALIM €ETUHMIIECTpaauron, kato KXK.
OcBeH ToBa, 1 NP MAUMEHTH, JTEKYBAHH C [JIEKaNpeBUP/IMOPEHTACBUP WK
copocOyBHp/BENNATACBUP/BOKCHUIIANIPEBHUP, Ca HAO/II00aBaHH NOBUILICHH HUBA Ha AJIAT [PH XKEHH,
KOMTO ynoTpedsiBaT eKapcTBa, ChAbPKAILY eTHHUNeCTpaaHon, kato KXK.

JlnpexTHo nedicTeauiy anTuBupychu cpeactna (JITAC) v nekapcTBeHy MPOAYKTH, ChABPXKALIH
€CTPOrCHY, PA3IAYHU OT ETHHWISCTPARRHO, KAaTO eCTPAHON

[Tpy skeHH, H3MON3BAILK IEKAPCTBEHH NPOAYKTH, ChABPKALIM €CTPOrEHH, Pa3IUYHH OT
CTHHWIECTPANHOI, KATO €CTPAAHON U OMOUTACBUD/NIAPHTANPEBHP/PUTOHABHP M Na3abyBUP, ChC WIIH
6e3 pubaBupuH, crenenta Ha noBuIeHH HHUBa Ha AJIAT € CXOHa ¢ Ta3K MPHU KEHH, KOHTO He
[IpHEMAT HHKAKBH €CTPOTCHH; BLIIPEKH TOBA, [TOPANH OTPAHHUECHHA OPoit XeHH, NpueMailly Te3u
PaTHYHU ECTPOTEHH, € HCOOXOAMMO NOBHULLIEHO BHUMAHHE TIPH €HOBPEMEHHOTO NPUIIOKEHKE HA
CIIEIHUTE KOMOUMHUDAHH TEPANEBTUYHH CXEMM: OMOUTACBAP/MIapHTANPEBHD/PUTOHABUD H Na3abyBHp,
CBC WIH O¢3 pHOaBHUpPHUH, rIEKanpeBUP/ MTUOPEHTACBHD MITH cotpocOyBrp/sennaTacBHp/BOKCUIANPEBUP
(BuxKTE TOUKA 4.4).

He ca npoBexnaHu Npoy4uBaHHs BbPXY JEKAPCTBEHH B3auMOeNCTBHA ¢ JleH3eTo.
4.6 DepruanTeT, 6peMEHHOCT H KbpPMeHe

bpemMeHHOCT

Jlenaeto He € nmoka3aH no BpeMe Ha GpeMEHHOCT., AKO MO BpeMe Ha JieyeHHe ¢ JIeH3eTO HACTBIIN
OpeMEHHOCT, leYeHHeTo TPAORA BelHAra /1a CE NPEKPaTH.

Pesyntarture oT NoBeYeTo ENUACSMHONOTHYHH MPOYUBAHHS NPOBEACHH A0CEra, OCHOBABALIM CE Ha
CnyuyaiHa eKCIO3ULIMA Ha [U101a Ha ECTPOTEHH, HE Ca MOKA3aiH TEPAaTOreHeH Uil ¢peToToKCHUEH
edeKT.

KspMmeHe
Jlenseto He TpadBa na ce npunara no BpeMe Ha KLPMEHE.

4.7 EdexTn BLpxy cnocobnocTTa 33 wodnupane U paGora ¢ MAIIKHA

He ca npoBexaany npoyusaHus 3a edexrute Ha JIeH3eTO BLPXY CIOCOBHOCTTA 34 iwodupaHe U
paboTra ¢ MaLIUHH.

4.8 Hexenanu JekapcTBeHH peaKiKn

B 12-ceamuuny, paHaoMU3MpaHH, MNauebo-KOHTPOIHpPaHH MPOYyUBaHHA Ha JIeH3eTo npu 454
MaueHTKH, 80-90% ot xeHuTe ca OMiIM paHAOMU3HPAHU KbM aKTHBHOTO BELIECTBO 32 MO




JTHEBHO JIEYCHHUE, a 75-85% oT wenuTe ca OUnM paHAOMHU3HPAHH KbM fuTauebo 3a node 70-aHeBHO

JICHCHHCE.

Hexenanute peakunH ca M3dbpoeHH no opraH-kiac v dectora cnopea MedDRA koHBeHuuATa: YecTH
(=1/100 mo <1/10), neuectu (=1/1 000 no <1/100), pesxu (>1/10 000 o <1/1 000).

Tabruya 1: Cvobwasanu Hedxceranu peaxyuu

CucTremo-opranen YecTH HeuecTH Peaks

Knac (=1/100 ao <1/10) 1/1 000 zo <1/100) (=1/10 000 a0

(MedDRA 12.0) <1/1 000)

Hapywienus Ha Peakuyu Ha

HMYHHATA CHCTEMA CBPBXUYYBCTBHTEIHOCT

IcuxHYHA JHenpecus, BeanoxkoiicTso,

HAPYIIEHHS be3cbHME [Touuxexo mudugo,
[TorHieHO OO

Hapywenun na ['naBobonue 3aMasHOCT Murpena

HEePBHATA CHCTEMA

Hapymenus Ha ounTe

3pUTEIIHU HApYLIEHHUA

HenmoHocUMOCT KbM
KOHTAKTHH JICILIH

Hapynienns Ha yxorto Beprturo

H 120MpHHTA

Copaeunn [lanmuTaunu

HAPYLIECHHSA

CbA0BH HapYUIeHHS XHIIEPTOHKUA

CromamHo-4ypeBHH KopemHa bonka, HAuapus, [lonyBaHe Ha xopema,

HAPYIUECHHN ["anene Hucnencus [Iorpbluate

Hapyumenua Ha Obpus, Epurema Hono3ym, XUP3YTU3IBM,

KoXaTa H noakoxuarta | [lpypurtyc YpTukapus, AXHe

ThKaH KoxHo npasHesre

Hapymenus Ha Muanrus MycCKkynHH cna3mu

MYCKYJ/JAHO-CKeJICTHATA

CHCTEMA H

CHEAHHHTENHATA

TbKaH

Hapywienns Ha bonku B repanTe, O0e3uperaBaHe Ha JMcMeHopes,

Bh3NpOH3BOAUTENHATA | HanpexkeHue B [bPAMTE, ITonoben Ha

CHCTEMA H I'bPAATA FLPAMTE, CEeKPELIMA OT I'bpAUTE, | MPEAMEHCTPYaAIEH
MarouyHo/BarMHAIHO LiepBukanum nonuny, | CHHIPOM,
KbPBCHE, ExnoMerpuanua YBenuyapaHe HA
BKJIHOUUTEITHO XUIEPIUIa3 N, FbPAUTE
3allanBaHe, Kucra Ha siiyHULHTE,
Metpoparus Baruuur

O0mH HApYIIEHHS H
epeKTH Ha MACTOTO HA
NPHJAONKEHHE

Oroxk,
AkcunapHa 60mnka

YMopa

Hacheasauns

[ToBHinaBaHe Ha
TENECHOTO TErno,
[ToxmkaBaHe Ha
TEJIECHOTO TETrNO

[ToBuuieHa rama-
ryTaMMIiTpatcdepasa,
[ToBUILIEH XOECTEPON
B KpLBTA

CnefHUTE HEXEAHHU IEKAPCTBEHH PEaKLMH €2 CHLODI

MNOCTMApPKETUHIOBOTQ HAONIOAEHHE:

ABAHH JONBAHHUTCIHO MO BPEME Ha
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Hapywenua na kosxcama u nookoxcHama mvkan
3 AJloneuus

- Xoaima

- Obe3lBeTABaHEe Ha KOXaTa

PuUcCk OoT pak Ha repaara

- CboOlLieH € /10 2 NbTH M0-BUCOK PUCK OT JIMArHOCTULIMPAHE HA PaK HA MbP/1ATa NPH KEHH,
MpuemalllM KOMOMHHUpaHa Tepanus ¢ eCTPOreH-NporecTareH 3a rnoBeye OT 5 roauHH.

- [10BHLICHHUSAT PUCK NPH KEHHM, NPUEMALLIM TEPATIUA CAMO C €CTPOIeH, € M0-HUCHK OT TO3W MpH
KEHHU, NMPUEMALIN TEepanus ¢ KOMOMHALIMSA ECTPOreH-NPOrecTareH.

- CreneHra Ha pucka 3aBMCH OT MPOABIKUTETHOCTTA Ha yroTpeba (Bxk. Touka 4.4).

- [IpencraBenu ca oueHkM Ha aOCOOIOTHUS PUCK Bb3 OCHOBA Ha PE3YJITATUTE OT HAM-TOJIAMOTO
PaHAOMHU3UPAHO, 1auedo-KoHTpoMpaHo uinureane (WHI-npoyusaHe) u Hall-06LIMPHUST
METaaHajlM3 Ha MPOCNEKTUBHHU EMMUAEMHOJIOTMYHH NPOYYBAHMUS.

Hai-001upHUAT MeTaaHanu3 Ha NMPOCTIEKTUBHU EMMAECMHUOIOMMYHM NpoyuBaHus — OLeHeH
I0MTb/IHUTE/ICH PUCK OT PaK Ha I'bpaara cjied S-roaduiHa ynorpeba npu xeuu ¢ MTM 27 (kg/m?)

Buipact | 3abouaeBaemoct | ChOTHOIIEHHE ] Honbanureanu caydan Ha 1 000 xenn,
B Ha 1 000 xxeumn, HAa PHCK | npuemaumu X3T, ciea S roamum
HA4YaJI0TO | KOMTO H300110
Ha X3T He ca
(roanHH) [npUeMaJiH

X3T, 3a nepuon
OT S roJiIHHHU

(50-54
FOAHHH)*
X3T camo ¢ ecTporex
50 13,3 1,2 | 2.7
Kom6uuupana X3T ¢ ecTporeH-nporecrares
50 13,3 1,6 | 8,0

- * B3eru oT u3xoaHHWTE CTORHOCTHM Ha 3aboneBaemoctTa B AHrms npe3 2015 r. npu xenn ¢ UTM 27
(kg/m?).

3abenexka: Tbit kato poHoBaTa 3a001I€BAEMOCT OT paK Ha rbpJlaTa Ce pa3ivyaBa B OTAC/IHUTE
abpxasu ot EC, OposT Ha 10MBbIHUTENHUTE CIly4aHl Ha paKk Ha Mbp/aTa ChlIO C€ NPOMEHST
[IPOITOPLUHAOHAIIHO.

OueHka Ha IOMbJIHUTE/IHUS PUCK OT pak Ha rbpaara ciaea 10-roauina ynorpeba npu xenu ¢ UTM

27 (kg/m?)
Bu3pact B | 3a0oaeBaemoct | ChOTHOLIEHHE Jdonbanurennn cayydau Ha 1 000 xenm,
Ha4ya/101o | Ha 1 000 xkenn, Ha PHCKOBeETE npuemamu X3T, caea 10 roauum
Ha X3T KOMTO H3001110
(roaAHHH) He ca
NpHEeMaJH
X3T, 3a nepuos
ot 10 roauun
(50—59
roaAMHH)*
X3T camo ¢ ecTporen
50 26.6 li3 il
Kom0uHHpaHa Tepanus ¢ ecTporeH-nporecTarex
50 26.6 1.8 20.8




* B3eTu OT U3XOQHKTE CTOWHOCTH Ha 3aboneBaemMoctTa B AHraus npes 2015 r. npu sxeun ¢ UTM 27

(kg/m?)
3abenexka: Thii Kato poHOBaATA YECTOTA HA PaK HA I'bp/aTa ce pasiuyasa B crpaHute ot EC, 6post
Ha IOMbJIHMTETHUTE Cily4YaH Ha paK Ha rbp/aTa ChlIO CE MPOMEHSA MPONOPLIHOHAIHO.

[IpoyuBanus ,,MHuumarusa 3a 3jpasero Ha xeHara” (WHI) B CAIL] — nonbiaHuTeN€H PUCK OT pak Ha
rbpAaTa Clie/l 5-rojMiiHa ynorpeda

BbipacroBa | Yecrora Ha 1 000 )kesu B | CrnoTHOmWeEHHe Ha JONbJIHHTEIHH C/IYYaH HA
rpyna nmiaauedbo pamoro B pucka u 95%/1U 1 000 xenm, ynorpedosiamm
(roaMHH) NpoaAbJIKEeHHe Ha 5 X3T, B npoabJzKeHHe HA 5
roOJAHHH roausu (95%/1H)
CEE camo ecTporen
50-79 21 0,8 (0,7-1,0) -4 (-6-0)*?
CEE+MPA (MeapokcHnporecTepoH auerar) ecTporeH
H nporecraren?
50-79 17 1.2 (1,0-1,5) +4 (0-9)

*2 [Ipoyusare WHI npu xenu 6e3 Matka, npu KOUTO He e YCTAHOBEHO YBEJIMYUEHHE HA PUCKA OT pakK
Ha ropaara.

{Korato aHa/iu3bT € orpaHHYeH 10 KeHH, KOUTO He ca npuaaratu X3T Mpe1r MPOy4YBaAHETO, HE €
Ha0J110/1aBaHO BMIMMO MOBHILEHHWE HA PUCKA TPE3 ITBPBUTE 5 FOIMHU OT JICYEHHETO: CJIEA S FrOAMHU
PUCKBT € [10-BUCOK, OTKOJIKOTO MPH KEHUTE, KOUTO HE npuaarat X3T.
CEE — KOHIOrMpaH KOHCKH €CTPOreH

MPA — MEIpOKCHUIIPDOreCTEPOH auerar

PUCK OT pak Ha €eHJIOMETpUyMa

Kenu 8 Menonaysza ¢ mamka
PUCKBT OT pak Ha eHjoMeTpuyma e 0koJ10 S Ha Bceku | 000 xkeHu ¢ maTka, KOUTO He ca Ha X3T.

[Ipu xenu ¢ MaTka He ce npeniopbysa X3T camo ¢ ecTporeH, Thil KaTo TOBA MOBMILIABA PUCKA OT PAK
Ha EHAOMETpUyMa (BXK. Touka 4.4).

B 3aBUCMMOCT OT NPOABJDKUTEIHOCTTA Ha €CTPOreHHAaTa MOHOTEPAIUs M 103aTa Ha eCTPOreHa, B
CIUAEMHOJIOrHYHH TPOYYBaHMUs MOBULLICHUAT PUCK OT paK Ha EHIOMETPUYMa Bapupa Mexay 5 u 55
AVMarHOCTULIMPAaHH J0ITbJIHUTENIHM ciiyyas Ha Bceku | 000 sxenun Ha Bb3pacT mexay 50 u 65 roauHu.

JloDaBsiHETO HA MporecTareH KbM JICYEHHUETO CaMO C €CTPOreH 3a rnoHe 12 HM HA BCEKH LIMKbJT MOXE
/1a Mpen0TBpaTH To3uM nosuileH puck. B Million Women Study, npunaranero Ha komGunupana
(nepuoanyHa nim HenpekbeHara) X3T B npoab/keHHe HA S TOANHH, HE MOBMLIABA PUCKA OT pak Ha
enaomerpuyma (RR ot 1,0 (0,8-1,2)).

Pak Ha s4YHUKA

[1punaranero va X3T camo ¢ ecTporen unu koMOuHKMpaHa ectporeH-nporecrared X37T e CBbP3aHO C
JIEKO NOBHILIEH PUCK Na Ob/ie 1MarHOCTULIMPAH paK Ha sidHuKa (BXk. Touka 4.4).

Mera-aHain3 Ha 52 €NMAEMHOIOTMYHH MPOYYBAHMA MOKA3Ba NOBUILEH PUCK OT paKk Ha SHYHUKA IPH
KEHH, KOMTO npuemar X311 KbM MOMEHTa, B CPABHEHHE C KEHU, KOMTO HUKOIa HE ca npueManu X3T
(OP 1,43;95% JIU 1,31-1,56). I1pu xenu Ha Bb3pact mexay 50 u 54 roauuu, kouto npuemar X3T B
NPOABL/DKEHHUE HA 5 FOIMHM, TOBA BOJH J10 | nombinuTeNeH ciayyait Ha 2 000 nekyBanu. [1pu xenu Ha
Bb3pacT Mexay 50 u 54 ronunu, kouto He npuemat X3T, 61 uMasio 0ko00 2 Ha 2 000 xeHu,
AWATHOCTHLIMPAHH € paK Ha AMYHUKA 3a NMEPUOJ] OT 5 NOJIMHH.

PUCk OoT BEHO3eH TpomboeMb0JIM3BM
X3T e cebp3ana ¢ 1,3-3 mbTH NO-BUCOK OTHOCHUTENIEH PUCK OT Pa3BUTHE HA BEHO3EH
Tpomboembonn3bM (BTE), .. TpomMG03a Ha nb160kuTe Benu, uinu GenoapodeH embou
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Ha TaKOBa CbOMTHE € M0-BEPOSATHA MPe3 MbpBaTa roJIMHA Ha NpHUIaraHe Ha XOPMOHAIHA Tepanus (Bx.
Touka 4.4). [1o-n011y ca npeacraBeHy pe3ysiTaTure ot npoyusaHusta WHI:

[Ipoyusanus WHI - Jlonbanurenen puck ot BTE npu ynorpeta B npoab/ikeHue Ha 5 roanHu

Bn3pacToBa Yecrora Ha 1 000 :kenn | ChorHomenue Ha | JONbJIHHTEIHH CJOy4aH
rpyna (roamHH) B rnJ1auebo pamorto B pucka 1 95%/1U Ha 1 000 xeHmu,
Npoab/XKeHHe Ha ynorpedsiBamu X3T
S rOAHHH
Camo nepopaieH ecTporen’
50-59 7 1,2 (0,6-2,4) | (-3-10)
Ilepopansa KOMOHHAaLHS €CTPOreH-NporecTareH
50-59 4 2,3 (1,2-4,3) 5(1-13)

* [Ipoyueane npu xcenu be3 mamka

Puck oT ucxemuyHa 00J1€CT Ha ChPLIETO
- PUCKBT OT HCXEMHUYHA DOJIECT HA CHPLIETO € JIEKO MOBUILIEH MPH KEHU Haa 60-roauiiHa
BB3pacT, Npuaraiid koMonHupana ecrpores-nporecrared X3T (Bxk. Touka 4.4).

PUCK OT UCXEMHYEH MHCYJIT

. [Ipunaranero Ha Teparnus camo ¢ €CTPOreH U Ha TEparus ¢ eCTPOreH + MPOrecTareH € CBbP3aHo
¢ 10 1,5 MbTH NO-BUCOK OTHOCHTEJIEH PUCK OT MCXEMUYEH HHCYIIT. PUCKBT OT XeMoparuyeH
HHCYJIT HE € noBullIeH 1o BpeMe Ha X3T.

- To3u OTHOCHTENICH PUCK HE 3aBUCH OT Bb3PacTTa WM OT MPOABLIKUTENHOCTTA HA ynoTpe6a, HO
Tbi KaTO OCHOBHUAT PUCK € CHIIHO 3aBUCHM OT Bb3pacTTa, OOLIMSAT PUCK OT MHCYJIT MPH KEHH,
kouTo ca Ha X3T, ce yBesryasa ¢ Bb3pacTTa, BXK. Touka 4.4,

KomOunupanu npoyusanus WHI — JlonbiHUTENIEH PUCK OT MCXEMUYEH HHCYAT? rpH ynorpeba B
MPOABJDKEHHUE HA S I'OJIMHU

Bu3ipacroBa Yecrora Ha 1 000 )kenn B | ChOTHOIIEHHE HA JlONbJHHTE/IHH CJYYaH
rpyna (roavHH) njaauebo pamoro B pucka v 95% /11U Ha 1 000 xxeHu,
NpoaAbLJIZKeHHEe HA ynorpeosiBamu X3T B
S roamHu NpoaAbJKEeHHE HA
) S rOAHHH
50-59 8 1,3 (1,1-1,6) 3(1-5)

* He ce npasu pasnuxa MENCOY UCXEeMUYEH U XeMOPALUYeH UHCYm.

CnenHuTe A0MbIHUTEIHN HEXETAHU PEaKLIMMU ChLIO ca ChOoOIIABaHM BB BPb3Ka C TEparus C
€CTPOreHH W/ WK MPOreCTUHH: AHTMOHEBPOTHYEH OTOK, aHa(MIaKTOMIHM/aHAD MITAKTHYHH peakinu,
HCIIOHOCHMOCT K'bM IJI0KO3a, 1eNpecHs, MPOMEHH B HACTPOEHHUETO, Pa3Apa3sHUTEIHOCT, 0DOCTPsAHE Ha
Xopesi, 000CTpsAHE Ha eruiIencus, AeMeHLus (Bxk. Touka 4.4), 060CTpsiHE Ha aCTMA, X0JIECTATUYHA
KBITEHULIA, MOBUILIEHA Y€CTOTA Ha 3a00JIABaHE Ha KJI'bYHHUS MEXYp, MAHKPEATHT, YBEIMYaBaHe Ha
4EPHOAPOOHHUTE XEMaHIMOMH, XJ10a3Ma MK Mela3Ma, KOSTO MOXKE /1a OCTaHe MOCTOSHHA JI0PH U CJIe]
[IpEKpaTABAHE Ha JICYEHUETO, EpUTEMA MYJITU(OPME, XeMOparuueH oOpuB, KOCONa/l, apTpairus,
rajiakropes, GuOpPOLMCTHH MPOMEHH Ha IbPAMTE, yBEJIMYaBAHE pa3Mepa HA MATOYHUTE JIEHOMHOMM.
[MPOMEHH B KOJIMYECTBOTO HA LICPBUKAJIHHSA CEKPET, IPOMEHU B LIEPBUKATHUS €KTPOIMOH, BarMHAIHA
KaHAMaa, XMITOKAJILUHEMHUs (MTPEABAPUTE/IHO ChIIECTBYBAIIIO ChCTOSHUE).

Cbo0uiaBaHe Ha 110103UPAHN HEXKEJIAHM PEAKLIMH

ChoOLuaBaHeTo Ha M0A03MPAHK HEKEIAHW PeaKLMK ClIe]] pa3peliaBaHe 3a yrnotpeda Ha IeKapCTBEHMUS

NPOYKT € BaXKHO. ToBa 103BoJIsABA /1 NPOIBIKM HAOIIOAEHHETO HA ChOTHOLIEHHUETO 10J13a/PUCK 3a
JICKApCTBEHUSA NMPOAYKT. OT MEIMUMHCKUTE CNELMAIUCTH CE U3UCKBA 1a ChOOIIABAT BCAKA

N0/I03MpaHa HeXeJlaHa Peakius Ype3 HALMOHAIHA CUCTEMA 3a ChOOIIABaHEe KbM H3nmr1memm1i§&;};0ﬁ\

arcHLM 110 JekapeTsara, yi. ,,Jlamsu ['pyes™ Ne 8, 1303 Codus, Ten.: +35928903417, y
www.bda.bg.
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4.9 Ilpenozupane

He e crobiaBaHo 3a eexTU cnea NnoribilaHe Ha BACOKA 1033 OT €CTPOreH-ChAbLPXKALM NPOAYKTH.
[lpeao3upaHeTo ¢ eCTPOreHn MoXKe Aa MPHUMHK NIPH KEHUTE rajcHe ¥ MOBPBLIAHE, HANMPEKEHNE B
rbpPOMTE, BUEHE HA CBAT, DONKK B KOpema, ChHIMBOCT/YMOpPA ¥ NOABA HA OTIAJHO KbPBEHE.
JleueHHETO HA BPEAO3HPAHETO CE€ CHCTOM OT NpeKparaBaHe HA ynoTpebara Ha Jlersero, 3aeaHo C
NOAXOAAILO CAMIITOMATHYHO NEYCHHE,

5. ®APMAKOJOINYHHU CBOHCTBA
5.1 apmakoaAHHAMHYHH CBOHCTBA

dapmakoTepaneBTH4Ha rpyna: [Ionoss XOpMOHK U MOAYJIATOPH HA MOJOBATA CUCTEMA, ECTPOTEHH,
[IPUPOAHU H MONYCHUHTETUUHH €CTPOreHH, caMocToaTenHo; Ectpaaunon, ATC xoa: GO3CAOQ3

JIeH3eTo OCUIypsaBa CHCTEMHA ECTPOr€HHa XOPMOHO32MECTHTE/IHA Tepanus 4pe3 ocBoOMK1aBaHe Ha
ECTPAAUOI, OCHOBHUAT ECTPOTEHEH XOPMOH, KOHTO C€ OTAENA OT SHUHHLIUTE, AKTHBHOTO BEILECTBO,
cuHTeTHuUEH 17B-ecTpaano, e XHMHYECKH ¥ OHONIOTMYHO UAEHTHUHO ¢ €HOOTEHHUS YOBEILIKH
ecrpaguon. Toil 3amMecTBa uncata Ha oOpa3yBaHe Ha ECTPONeH NPH XEHH B MeHOMay3a 1 obekyaBa
CUMNTOMHTE Ha MEHOIIAY3a.

5.2 (OapMaAKOKHHETHYHH CBONMCTBA

Abcopbuus

KoraTo JleH3eTo € NpuIokeH BbPXY KOXaTa, CPEAHOTO BPEME 3a U3CHXBaHE € 90 cexyHAM
(cpeaHO0=67 ceKyHOH).

[Ipu npoyusane Ha npunaraHe Ha MHOTOKPATHH A03H, ®EHU B MEHOMAY3a ca OWIM TPETUPAHH B
npoab/DKeHne Ha 14 AHK ¢ enHo, IBE WIH TPH BOPLCKBaHWA Ha 90 Mukponutpa cnpeit JleHsero Bbpxy
BLTPELIHATA YACT HA NpeaMUIIHKLaTa. CepyMHaTa KOHUCHTPALMA HA €CTPAAHOJT H3rIekKaa, e
NOCTUTra paBHOBECHO CHCTOSHHUE CJIe[ NPWIoKEHHE B NPOALIKEHUE HA 7-8 nHY Ha JleH3eTo.

Crnen nprunokeHHe CyTpHH, HUBATA B KPbBTA OCTABAT CPABHHUTEIHO CTAOHIHH B pAMKHTE Ha
TEpPaneBTHYHUS 00XBAT 3a nepuoa ot 24 yaca cnesl NpHIIoKEHHETO, KaTO IHKOBHUTE HUBa Ca MEXY

2 yaca ¥ 6 4aca CYTpHHTA.

B KIHHUYHO NpOYyUYBaHe, XEHH B MEHOMAY3a Ca TPSTHPAHH B IPOAB/DKEHHME HA |2 ceAMHUM C eHO,
ABE UNU TPH BIIPbCKBaHHUA Ha 90 mukponuTpa cripeit JleH3eTo BbpXy BhTPELIIHATA YACT Ha
npeAMHILIHHALATA, KATO HUBATA B KPhBTA HA €CTPAIMOI CA H3MEPEHH HA 4™, 8™ 1 12™ ceqMuLa.
EKCno3nuuaTa Ha €CTpajvon ce NOBMIIABA ¢ YBEIUYaBaHe Ha 103aTa (ChOTBETHO eOHO, ABE WIIH TPH
BIIPLCKBAHUA), HO MOBMIIABAHETO € €/1ab0 B CPABHEHHUE C NMPOMOPLIMOHATHOCTTA Ha J103aTa.
PapMaKoOKHHETHYHHTE NApaMeTpH HA ECTPALHONI ¥ €CTPOH NPH €HO, IBE WIH TPH BIPLCKBAHMA HA
90 MukpoHTpa cnpeit JleHieTo ca AONBIHUTENIHO U3CNEABAHM B KIIMHHYHO NPOYYBAHE M €A OMHCAHH
B Tabnnua 2.

Tabnuua 2. PapMakoKMHETHYHH apaMeTpH Ha 14™ nen (HexopurupaHu cnpsaMo H3XORHOTO HHBO)

14

bpo# aneBuH BnpbckBanun Ha Jlensero
PapMAKOKHHETHYCH
napameTnp' 1 BnpbckBaHe | 2 BOPLCKBAHHA | 3 BOPbCKBAHMS
(N =24) (N =23) (N=24)

Ecrpaauon (pg/ml)

Crnax 31,2 46,1 48,4

Chnin 10,3 16,4 18,9

Cavg 17,8 28,2 29,5
Ecrpou (pg/ml)




Crnax 47,1 58.4 67,4
Cmin 29,0 3950 445‘1
Covg 35,5 48,7 54,8

' BcuKH CTOHHOCTH ¢a M3pa3eHH NeOMETPHYHO.

[IpoyusaHe Ha BTOpHYHATA ()aApMaKOKHWHETHKA OLICHSBA KOHLIEHTPAUMHTE HA CEPYMHHTE HHUBA HA
ecTpaauon npu 20 xeHu B MEHOMAY3a, IEKYBAHH B NPOIBIKEHHE HA |8 JHU C TPH BNPBLCKBAHUA OT
90 mukponutpa JleH3eTo BLpXy BETpelLIHATA CTPaHa Ha NpeAMHULIHMUATA. B TOBa npoy4BaHe,
NPUJIAraHeTo Ha CIIBHLE3AIUTEH MPOAYKT €04H Yac NPEM MPIIOKEHHETO Ha JICH3eTO HE BOOK 10
3HA4YWMa pasntHka B abcopbumsTa Ha ectpaauon. Korato ciibHIE3aIMTEH NPOAYKT CE NPHIOKH EIHH
yac cieq NpUImKEeHUETo Ha JIeH3eTo, abcopbuusaTa Ha ecTpanuon ce NOHMKaBa NPUOIMINTETHO ¢
10% (Bk. ToOuKa 4.4).

JlaHHHUTE OT KNMHHYHKTE NPOYYBAHUA MpeAnonarar, 4e abcopbUMATa Ha ECTPaAHON B CPABHEHME C
MPIJIOAKEHHUETO BEPXY BLTPELIHATA MOBLPXHOCT HA NpPEeAMHILHULATA € noAobHa, korato JleH3eTo ce
Mpuiara BepXy KoXkata Ha 0€1poTo, HO € N0-HUCKA CNEefl IpWUIaraHe BLPXY KOXATa HAa KOpeMa.

Excnozuyun na ecmpaduon no épeme Ha npuroxcenue na Jenzemo
B xnuHH4HO nipoy4Bake Ha 20 xxeHH B MEHOMAY3a, KOUTO €A JICKYBAHH C TPU BIIPLCKBAHHSA OT

90 MukponuTpa ecTpanuon Tpaicaepmanet cnpeit (1,53 mg/BnpbckBaHe), npunarad Ha BLTPELIHATA
CTpaHa Ha NpeIMHIIHMLATa BEAHDBK JHEBHO Ca OLICHEHH 33 PUCK OT NpeAaBaHe Ype3 3albPuaHe Ha
PbKaTa Ha MaUUEHTKHTE KbM BLTPEIUHATA CTPaHa Ha MPEAMULIHMLATA HA 1OGPOBOILM OT MbXKH IO
32 3 MUHYTH, EQUH Yac cnel npunoxeHnero. He e HabmioaBaHo 3HAYMTENHA eKCNO3HLMS Ha
€CTPaaHoN N0 BpEME HA KINHHHUYHOTO npoy4saHe. HaMa naHHu 3a TpaHcdep B paMKUTE HA €0MH YaC
(Bxk. TOuKa 4.4).

Hosuuena meneca memnepamypa
B npoy4saHe Ha GHOHATHYHOCTTA € OLIEHEH e()eKTa Ha [IOBUILABAHE HA OKOJIHATA TEMIIEPATYPA MpH

24 37paBH KEHH, NP NpHNarade Ha 2 BIPLCKBAHMA BLPXY NPEAMKUIHKLATA. B ToBa npoyusane
NOBHLICHATAa OKOJHA TeMnepaTtypa ot 35°C 3a 4 yaca Boau 40 nogoOHa CKOPOCT M CTENeH Ha
abcopbuums ¢ pasnuxa ot npubnusurenHo 10% B CpaBHeHHE C JAHHH, MOJTYHYEHH NPH CTaiiHa
TEMIIEPATYPa.

Haonopmerno mezno u 3amavcmsasarie

[1poBeaeHO e CpaBHHUTENHO NPOYYBaHE BLPXY OHOHATHYHOCTTA NPH NpUNaraHe Ha €IHOKpaTHA 1034
33 OUCHKA Ha BIIMAHUCTO Ha 3aT/ILCTABAHETO BhPXY abcopbumsara. [TpoyuBaHeTo € nMposeaeHo ¢ Le
CpaBHABAaHE HA CKOPOCTTA U cTeneHTa Ha abcopOuwmd Ha Estradiol 1,53 mg/srnprckBane

(90 MHKPOUTPA) NPH KEHK CBC 3ATTBCTABAHE U KEHW C HOPMAIHO TEr/10 NPH HOPMATHH
TEMNEPATYPHH YCNOBHA, CIIC] NMPUITaraHe Ha ABE BIPLCBAHUA BBPXY NpeAMHUIUHMLIATA. B13 OCHOBA HA
TOUKATa, OLUCHABALIA H3XOAHOTO HHBO HA KOPHTHPAHHUTE HEKOHIOTMPAH €CTPAAMO] U HEKOHIOMHPaH
€CTPOH, CKOPOCTTA M CTeneHTa Ha abcopbunsTta ca npubausurento 33-38% u 15-17% no-Huckw,
AOKATo cpeaHaTa nvkosa abcopdbuus € Habmoaapasa 12 ao 14 yaca no-pano. 3a H3XOXHOTO HHBO HA
KOpUrMpaHus 0OIL €CTPOH, CTENEHTA U CKOPOCTTa Ha abcopOLua ca npubausurenHo 7% Mo-HACKH U
npubnnsuTenHo 22% NO-BUCOKH, CHOTBETHO MPH KEHH ChC 3ATIHCTABAHE B MEHONAY3a. Tinax €
3abaBeHO ¢ NpHONM3UTENHO 6 Yaca NPH :EHH ChC 3aTABCTABAHE B MEHOMAy3a NPU TOBA M3CAeIBale.

PasnpeneneHue

EctporeHure B KpbBOOOpaLIeHHETO Ce CBBLP3BAT B MOJIAMA CTENEH ¢ r106YIMHa, CBLP3BALL 0IOBUTE
xopmoHu (SHBG) v anbymun.

buorpaHcopmauus
EcTpaanon ce npespblua 06paTUMO B €CTPOH, KATO M €CTPAANO M ECTPOH MOTAT A4 CE& KOHBEPTUPAT
70 €CTpHOJ, KOUTO € OCHOBHHAT MeTabonuT B ypuHarta. ECTpOreHHTe NOANEKAT ChUIO Ha
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peabcopOuus. [1py xkenu B MeHOMay3a, 3HAYMTENHA YACT OT LMPKY/IHPALLNTE €CTPOTEHH ChLUECTBYBAT
KaTo cygarHd KOHIOraTH, 0cobeHo ecTpon cyndar, koiTo AeicTBa KaTo UMPKYJIHpall pe3epBoap 3a
o0Opa3yBaHETO Ha NOBEYETO AKTHBHH €CTPOTEHH.

EnvMMHHHUpaHe

EcTpanno, €CTPOH H €CTPHON C€ EKCKPETUPAT C YpHHATa 3a€[HO C MIOKYPOHUIH H cyndaTHu
koHrOraTH. CepyMHHTE KOHICHTPAUNH HA €CTPAANOI, ECTPOH U ECTPOH CYA(aT ce BPHLUAT KbM
HU3XOAHUTC HHUBA CNE [TOBEYE OT €HA CeAMULIA CIIEA TPEKpaTABAHE HA JICUEHHETO C1ed KATO BEIHBK
€ JOCTUIHATO PABHOBECHO CHCTOAHME.

5.3 IlpeaxnHHHHH NaHHH 3a Ge3onacHoCT

JIaHHUTE OT KOHBEHLIMOHATHMTE NPOYUBAHMA 32 001L1a TOKCUYHOCT HE NOKA3BAT AOMbIHUTENEH PHCK,
OCBEH TO3H, KOHTO € ONHMCAaH B KpPaTKaTa XapakTepUCTHKA Ha NPOoAYKTa. [IpOALIKUTETHOTO
HENPEKBhCHATO MPUTOKEHHE HA ECTECTBEHH U CHHTETHYHH €CTPOT€HH NPH HAKOH XKUBOTHHCKH
BMJOBE, MOBHILIABA YE€CTOTATA HA PaK Ha I'bpIaTa, MaTKaTa, LIKHKAaTa Ha MATKaTa, BATMHATA,
TECTUCHTE 1 YePHUA Opod (BxK. Touka 4.4).

[TpoyuBaHuATa Ha MHUBOTHH C ECTPALNON WIH ECTPAAMOJIOB BallepHaT ¢a nokasaiu emGproneraiHm
eexTH TOpH U NPU OTHOCUTETHO HUCKH 03K — YPOTE€HETANTHH MANDOPMALIMH U PEMHUHH3ALUSA HA
deTyca OT MBXKH 1O,

OKTHA-CATHUKIIAT € BKIIIOYEH B ChCTABa KATO MOMOLLHO BELUECTBO, KOETO YBE/IWYABA TPOHUKBAHETO
npes koxara. OKTUN-CANHUWIAT € H3MO/I3BaH LIHPOKO B KOMEPCHAITHUTE MPOAYKTH 33 KOXKa. OKTH)I-
CATMUMNIIAT € MAJIKO BEPOATHO Ja NPEACTaRIsIBa 0CODEH PUCK 3a XOpaTa, BbIIPEKH Y€ HAMA MHOTO
O(HMUHAIIHH TPOYYBAHHA 32 TOKCUYHOCT, Thil KAKTO OCTPATA NEPOPATHA TOKCHYHOCT HA OKTHJI-
CATULWIAT U CYOXPOHHYHATA TOKCHUHOCT BCIICACTBHE Ha NIPHAOKEHHE BLPXY KOXKATA UIH EPOPATHO
NpUiIoXkKeHHe € HHCKa. M3cnenpanmsaTa 3a GoTOYyBCTBMTENHOCT U HOTOKOHTAKTHA aNeprus ca
OTpULATECIIHM. JIOMBJIHHUTENHO, H3CIeIBAHHATA 33 MYTAr€HHOCT, KJIACTOMEHHOCT, (POTO-MYTAreHHOCT U
(POTO-KNACTOrEHHOCT, KATO Ca NPOYUBAHH GaKTEPHANHH ¥ TbKAHHH KYJITYPH, ca OHIIH OTPHLIATE/THH.

BiusiHHETO HA OKTH-CA/TMUMITAT BBPXY PENPOAYKTUBHOCTTA MM KaHUEPOTeHEHe3aTa NPH Xopara €
MaJIKO BEPOATHO Bb3 OCHOBA HA XOPMOHA/THATA MY aKTUBHOCT M IIPOBEACHHUTE FreHOTOKCHYHH
MPOyuBaHHA, KaTO C¢ B3EME MPEABHA ¥ OrPaHUUECHOTO MY MPOHHKBAHE [1Pe3 KOXKATA, OTHOCHTEITHO
HACKaTa 1032 Ha OKTHJI-CANTHLMNAT B npoayxTa (8,5%) ¥ nuncara Ha cbOOLIEHHA 33 MPOALIKHTENHA
ynoTrpeba npy XopaTa Ha ChAbPXKALUM [0 CIBHLE3AIMUTHY MTPOAYKTH H KO3METHKA.

OLeHka Ha pucka 3a okonHara cpeaa (OPOC)
[1poyuBaHHATA 32 OLIEHKA HA PUCKA 3a OKOJIHATA CPENa Ca [OKA3AIM, Y€ AKTHBHOTO BElLECTBO

€CTPARUOJIOB XEMHUXHIAPAT MOXKE 112 PEACTARIABA PHCK 3a BOJHATA Cpeaa, ocobeHo 3a pubure.

6. OAPMALEBTUYHHW JAHHH
6.1 CrnHcnkK HA MOMOINHHUTE BEIECTBA

OxTHa-canuunar
ETanon 96%

6.2 HecbBMeCTUMOCTH
Henpunoxumo.

6.3 C(pok na rogHocrt
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3 rOOWHH.
HM3non3saiiTe B paMKHUTE Ha 56 OHM cie]l MbPBOHAYAHATa ynorpeba.

6.4 ChneuHainy yCJIOBHA HA ChXPAHEHHE

/a He ce cbXpaHABa B XJIAOMWITHHK WIH 3aMpa3fBa.

Ha He ce chxpaHaBa Hag 25 °C,

Chabpxa eTaHosn, KO#TO € 3ananuM. Jla ce cpxpaHsaBa aaney oT HarpeBaTeNH, OTKPHUT [UIaMbK W ApYTH
W3TOYHULUM Ha Bb3IUIAMEHSABAHE.

6.5 Bua M chABpPXAHHE HA ONAKOBKATA

Pa3TBOpPBT € 0nakoBaH B CTbKJIEH NIakoH, 3aTBOPEH C A03Wpalia noMna. YcTpoiicTBOTO € 0nakoBaHo
B I1aCTMACOBA OMTAKOBKA C KOHW4EH HaKpaltHHK, KOHTO KOHTpONYpPa pa3CTOAHHUETO, BIbJla H ILI0IIUTA
Ha NMPHJIOKEHHE HA UIMEpPEHATa J03a CIIPEi.

Envn koHTe#HEp € mTbiieH ¢ 6,5 ml TpaHcaepManier Cnpeit, pa3TBOP M € NPOeKTUPaH 1a 0cBob0X1aBa
56 BNIpBLCKBaHUSA CNeEll OTBapsAHeE.

Buaose onakoBKu:
EanH naacrmacos KoHteiHep 6,5 ml (56 enphcksanus).
Tpu nnacTMacosm koHTeHiHepH 3x6,5 ml (3x56 BnpbcKBaHMA).

He Bcryky BHOOBE ONakoBku Morart aa 6baar mycHaTi B npojaxda.

6.6 Creunannu npeanazHH MEPKH MIPH H3XBLpANHE B paboTa

Cnen 56 BNpbCKBaHUA, KOHTEHHEPLT TPOBa Na ce U3XBBLPAH, JOPH H Ja UMa OCTATbYEH Pa3TBOP B
Hero. bposT Ha HapaBeHUTE BNPBLCKBaHUA TpAOBa 1a 6bae oTOenA3aH B TabAKMLATA BLPXY KAPTOHEHA
KyTHA. Tl KaTO LIe MMA OCTATHK OT JICKAPCTBOTO B M3MOA3BAHUTE KOHTEHHEPH, T€ HE TpAOBa na ce
H3XBBPNIAT B KOHTEHHEPA 3a AoMaluHu oTnagsum. [pa3nuTe koHTeliHepu TpadBea ga ObaaT BbPHATH B

afnTeKkara 3a YHULIO)KaBaHe.
To3M nekapcTBEH NPOAYKT MOXE A4 PEACTABIABA PHCK 33 OKONHATA cpea (BX. Touka 5.3).

7. [IPHTEXATEJI HA PABPEILNEHHETO 3A YIIOTPEBA
Gedeon Richter Plc.

H-1103 Budapest

Gy8mrdi at 19-21.

YHrapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

20150382

9. AATA HA I'bPBO PA3PELHIABAHE/MTIOAHOBABAHE HA PA3PEILIEHUETO 3A
YNNOTPELA

llaTa Ha mbpBO paspeluaBaHe 3a ynorpeda: 12.11.2015
Jarta Ha nocnenHo nogHoBsaBaHe: 17.05.2021
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10. JATA HA AKTYAJIHIHPAHE HA TEKCTA

03.09.2025
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