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KPATKA XAPAKTEPUCTHUKA HA MPOAYKT

1. HMME HA JIEKAPCTBEHUSA ITPOAYKT . N 21 -07- 00
Vr1porectan 100 mg kancynu, Meku

Utrogestan® 100 mg capsules, soft

2. KAYECTBEH U KOJMYECTBEH CHCTAB

Besika Mexa kancyna YTporecTaH chIbpika Kato akTuBHO BewectBo 100 mg nporectepon
(progesterone).

3a IBJIHMA CIMCHK HA MIOMOLIIHHUTE BEIECTBA BEDKTE TOUKA 6.1,

3. JIEKAPCTBEHA ®OPMA

Kancynu, meku
Kpbrau, 61en0 xenTH Kancyiu.

4. K/IMHWYHU TAHHA
4.1 TepaneBTHYHH NOKA3AHHS
IlepopanHo M BaruHaIHO MPUNIOKEHHE.

IlepopanHo npunoxeHue

I'uHekonorus

. 3abonsBaHus, CBbP3aHH C IIPOTECTEPOHOB AEPHUIIUT:
- OpEeMEHCTPYaJIEH CHHIPOM;
- HEepeIOBHA MEHCTPYaLH, CJICACTBUE HA OJTUTOOBYJIALIMS MITH aHOBY.JTALIMS;
- Ao6pokayecTBeHa MacTONATHS;

- rpeMeHomnaysa.

® XOpMOHaJTHO 3aMECTUTEITHO JISYEHHE ClIe[| MEHOMay3aTa (B AOMbIHEHHE KbM TEpaIus ¢
€CTpOTeH);

° CrepunureT nopaay HeJOCTATHYHOCT HA JIyTeasiHaTa dasa.

AKy1uepcTBo

. JleyeHue Ha 3amnamBaul abOpT WM MPEAOTBPATABAHE HA MOBTOPHU abOPTH, IBDKALIM CE HA
JOKa3aHa HeTOCTaTBYHOCT HA JTyTealHara daza;

° JleueHue Ha NpexAEBPEMEHHO paskIaHe.

BarnnanHo npu/ioxeHue
BarunannoTo npunoxeHue € aITepHaTHBHO HA MEPOPATHOTO.

1. [To-cnieunanHo WMa clneHUTE HOKA3aHHS:

o IIporecTepoHOBO 3aMeCTBaHe MpPH TOTAJIEH NPOreCTEPOHOB AeULMT (AOHALIMA HA OOLMTH) IpH
»eHH 6e3 oBapuaiHa GyHKIHS;

° Honwnsane Ha nyTeanHara ¢aza npu in vitro omwioxaam uuksa (IVF);

° Honbapane Ha yTeanHaTa $a3a Npy CNOHTAHHY M WHILYLIMPAHH LIMK]

CyOdepTHIMTET, MbPBHYHA WIIK BTOPUYHA OBAPUAIIHA HEAOCTATHYHO
aHOBYJALMS,



) B ciyuait Ha 3annampai abopT WK NPEAOTBpaTABaHe HA NOBTOPHYM abOPTH, ABL/DKALIM Ce Ha
AoKa3aHa HEJOCTATBYHOCT Ha JiyTeanHara ¢a3a (1o 12 recTanMoHHa ceaMHUNA).

2. Beuuky ipyru HHAMKAUMY 33 NEPOPATHO MPUIOKEHHE HA NPOreCTEPOH NpHU YCJIOBHE, Ue ca
HaJHue:
° HeXeNaHH eeKTH NPU NEPOPATHO [PUIIOKEHHE Ha POrecTEPOH (COMHOIEHTHOCT);

NPOTHBONOKA3aHHUA 3a NEPOPAIHO NPHIIOKEHHE (YePHOAPOOHO 3ab0sBaHE).
4.2 Jlo3MpOBKA H HAYMH HA NPHJIOKEHHE
Heo6Xoa1MmMo € CTPHUKTHO Cria3BaHe Ha JO30BMTE PEXMMH NPU BCHUKM MOKAa3aHHUS.

[lepopaiHo npuaokeHue:

O6nuaiinata nosza e 200-300 mg (2 wnu 3 Karncy.iu), pasiesieHu B 1Ba npuema (Hanp. 2 Karcy/u Beuep

npeny jisirae ¥ ouie 1 kamcysa CyTpHH, ako € Heo0X0J1MMO).

- NpH HEAOCTATHYHOCT HA JIyTeannara ¢aza (MpeMeHCTpyaneH CHHAPOM, HepeJOBHA
MEHCTpYyaLusi, IpeMeHonay3a, 1o6pokauecTBeHa MacTOMATHs): JO3aTa € 2 WK 3 KarcyJid
AHEBHO 3a UKL OT 10 1HH, 06HMKHOBEHO OT 17 10 26 NeH Ha MEHCTPYATHHMS LIMKBIL.

- NpH XOpMOHaIHO 3amecTHTeTHA Tepanus (X3T) ciex menomaysa: He ce npenopruBa
M30JIMPaHO €CTPOreHHO 3aMECTBAHE, MOPaJM OMACHOCT OT EHIOMETPHAIHA XHIIEPILIA3HS.
IIporecTepon ce mpyema KaTo aJlOBaHT, 103aTa € 2 KAICYJH JHEBHO 32 14 HH (IIOCIeaHUTE
ABE€ CEIMHIM OT TEPANEBTUYHHUS LIUKEII), CIIE KOETO XOPMOHAIHATA Teparus ce Crupa 3a 1
ceamuua. [Io Bpeme Ha Tazu eHA ceIMHLIA MOXKE [1a ce HabojaBa KbPBEHE.

- IIpH JieYeHHe Ha npexaespeMenno paxkgane: 400 mg nporectepoH Ha BecekH 6 10 8 yaca, B
3aBUCHMOCT OT KJINHWUYHHMTE PE3YJITATH, MOTy4eHH NPH ocTpata dasa, mocaeaBaHH OT [IPUEM Ha
noaabpxaiia nosa (Hanp. 200 mg x 3 TbTH AHEBHO) 10 36 recTalHOHHA CEAMHULIA.

BariHanHusT T HA NPUIOXKEHHE TIPH Te3W HHIMKALMK CE W3OJ3Ba B CTy4aid Ha:
1. Xenartonatus
2. Hexenanu edekTd (COMHONEHTHOCT), CJIe]| [IEPOPAIIHO [IPUIIOKEHHE HA POTECTEPOH.

Barunanso npunoxenue:
O6uuaiinara aHeBHa no3a e 200 mg nporectepo (1o 1 Kancyna cyTpHH U Bedep MPE/IH JIAraHe), KaTo
Kancynure TpsabBa Ja ce MocTaBAT JbJIGOKO BBB Braranuiieto. Ta3u 103a Moxe 1a ce YBEIHYH B
3aBUCHMOCT OT HHMBHYaJIHUSI KJIMHUYEH OTTOBOP Ha MAllUEHTA.

- NpH HEAOCTATHYHOCT HA JyTeaJIHaTAa (pa3a (HapyLIeHHs B OBY/Ial[MATa, HEPEIOBHA
MEHCTpYyalMs). IHEBHATa [03a € 2 Karncyny aHeBHo (200 mg) 3a nepuox ot 10 guu,
0OMKHOBEHO OT 17 10 26 IeH HA MEHCTPYATHHS LMKEI.

- Npyd HHPEPTHIINTET, CBHP3aH ¢ HEAOCTATHYHOCT HA JIyTeaHATa ¢a3za (ToHANHA HA
OONMTH) IbPBOHAYATIHATA N03a € 1 Kancyna Ha 13-us ¥ 14-1s IeH OT UKBIA HA
MPEXBBPIIHETO, MOCIe OT 15-us 10 25-14 IeH OT LUMKBJIA 110 | Karcyna CyTpHH U BeYep Mpeau
asrane. Ot 26-us 1€H U B Cly4ak Ha GpEeMEHHOCT, J03aTa ce yBeMYaBa ¢ 1 Kancyna Ha JeH
BCsKa CEIMHLIA, JJOKATO C€ JOCTHIHE MAKCHMAJIHA JIHEBHA 103a OT 6 KarncyJjiM Ha JeH,
pasznenenu B TpH aniMkauuu. Toea npeanucanue TpsabBa aa MpoabuKy 10 aeH 60.

- NpH JoNbJBAaHE HA JyTeaaHara (asa npu in vitro onnoxkaam nukwa (IFV): npenopsusa ce
npunoxenne Ha 600 mg xancynu Ha neH (6 Kancynu, pasfnpeeieHd B TPU ariiMKauuy CYTPHH,
Ha ofe/| U Beuep Npeau JiaraHe), 3anousaiiku ot aeHs va HCG vHxekuusTa.

- AONbJBaHE HA JIyTeaJHATA (232 PH CIIOHTAHHA H HHIYUHPAaHH HHK/IH B CIy4aHTe HA
cyGdepTHANTET, NHPBAYHA HIIH BTOPHYHA OBAPHAIHA HEAOCTATHIHOCT, 0COGEHO MPH
OJIHI0-, aHOBYJIAIHA: NPENOPHYBA CE MPHIOKEHHE Ha 2-3 KancCyJyu JHEBHO, OT 17-us JeH Ha
UUKBIa B Ipoab/bkeHHe Ha 10 nHu. B ciydali Ha aMeHOpest HITH THArHOCTH L IPATT

€€ HA NO0KA3aHA HeJOCTATHYHOCT HA JIyTealHaTa (l)a3a: ApEnops4
KarcyJIi AHEBHO B B¢ allJIMKALIUKU [0 12-Ta recTallMOHHa CcCaMHLa.



4.3 IlporuBomokazaHus

- TEXKH HAPYLICHHS HA YepHOApPOoOHaTa QyHKIIMS;

- aKTHBHA [[bI100OKa BEHO3Ha TPOMO032a HIIM aHAMHE3A 34 TAKOBA ChCTOSHHE;

- apTepUaIHi TPOMOOEMOOIHYHN HapYIIEHHs UM aHAMHE3a 34 TAKUBA ChCTOSHMUS,

- MOIO3MPAHH WIIH TUArHOCTULIMPAHH XOPMOHO-3aBUCUMH HAPYIIEHHS WM TYMODPH Ha MaTKara,
rbpaTta Wi SIH4HHLIKTE;

- aHaMHe3a 3a pak Ha I'bplaTa;

- HEeIMarHOCTHUMPAHO BarMHAHO KbPBEHE;

- CBPBXUYBCTBUTEIHOCT KbM AKTUBHOTO BELLECTBO, COEB JIELUTHUH UIIM KbM HAKOE OT MOMOLIHUTE
BelllecTBa, M30poeHH B ToUKa 6.1.

4.4 Cuenuanuu npexynpexieHHst H NPeANA3HH MEPKH NPH ynoTpeba

HequHeTo, KOraro ce u3pbpliaBa ChbIJIaCHO MPENOPBUYBAHHUTE JO3UPOBKH, HE € KOHTPALICIITHBEH
METOA.

MeHCTpyaHHAT UMKB MOXE [1a € CKbCEH M a ce HaOMoaBa KbpPBEHeE, aKO PHEMBT € 3allOYHAT
NpeKaieHo paHo, ocobeHo Mpear 15 NeH Ha MeHCTpyasIHHs LHKBI.

IIpu nepopanHo npusoxkeHHe ce MPenopbyuBa MPUEMbT AA € Hd 1I4HO, 4 HE B YACOBETE Ha XpaHeHe.
I1pu BarMHanHO MpUIOXKEHHUE, KaNCyIuTe TPAGBA [a Ce MOCTABAT AbIGOKO BbB BIATATULIETO.

IIpy HanMuKe Ha MAaTOYHO KBPBEHE YTporecTaH He GUBA [ja Ce MPEANKCBA O YCTAHOBSABAHE Ha
NPUYKUHATA 33 KbPBEHETO, 3a NPEATIOYUTAHE YPE3 eHIOMETPHAIIHA OMOTICHS.

Twii kaTo He MOYKE 1a Ce M3KITIOYH PHCK OT TPOMOOeMOO/Hs U METAGOIMTHH HAPYLIEHUS, ICYSHHETO
TpaOBa 1a ce MPeyCTaHOBH [IPH MOSABA HA HAKOE OT CJIEIHUTE CHCTOSHHSA:

- HapyIIeHHs Ha O4YUTE KaTo 3aryba Ha 3peHue, QUIUIONHS, BaCKyIapHH JIE3UH Ha pETHHATA;

- BEHO3€H TPOMO0EeMOOTU3BM WK TPOMGOTHUHH CHOUTHS;

- TEKKO rnasoboue.

[latenTy ¢ anamue3a 3a TpoM60dneOHT Tpsa6Ba a2 6BAAT BHMMATENHO MPOC/ESBaHH.

IIpu aMeHOpes N0 Bpeme Ha JIeYEHHETO, NalMeHTKaTa TPIOBa Ja CH HAMPAaBU TECT 3a GPEMEHHOCT.

IloBeue OT MoNOBUHATA PAaHHH CIIOHTAHHH abOPTH CE IPUYMHSBAT OT FEHETHYHHU yciIoxHeHus. OcBeH
TOBA, TS MOT'aT Ja Ca NPMYUHEHH OT HHOEKIMHI WM MeXaHWYHH TpaBMH. B Te3u ciyuam,
COMHCTBEHHAT PE3YJNITAT OT yrnoTpebaTa Ha IPOrecTEPOH Liie € 3abaBsiHe Ha OTAEASHETO HA MbPTBHS
mox. [Topaau Tosa, ynorpebara Ha nporecTepoH TpsOBa [a ce pe3epBHpa camo 3a CIy4anTe Ha
AOeULUT Ha KOPIYC JIyTEYM.

3a JieyeHue Ha NOCTMEHOMAay3aJIHU CUMIITOMMU, X3T Tpf[6Ba Ja 6’])}18 3ariovHara caMo Ipy HAJTUYHUEC Ha
CHMMNTOMH, KOUTO HETaTUBHO [MOBJIUSIBAT Ka4€CTBOTO HA YKUBOT. BBB BCHUUKHU Cllydyau Tpﬂ6Ba hace
HarnpaByd BHAMATE/IHA npeLteHKa Ha pACKOBETE U N0J13aTa MMOHE BEJAHBK I'OJUIIHO U X3T Tpil6Ba na
6’[)[[6 NpOABJ/DKEHA, CaMO aKo 11oJi3aTa IPEBb3X0XK/1a pHCKa.

Ilpu X3T, YTporectan 100 mg kancynu ce NPEANKCBAT 386AHO C €CTPOreH-ChIbPIKALL MPOAYKT.
WHdopmanmsra 3a To3u NPOAYKT TpsOBa Aa ce HMa IPEABHMA 32 OLEHKA Ha o6ius puck npu X3T.

IIpenu 3anousane Ha X3T esentyanHa GpemMeHHOCT TpsibBa Aa Gbae uskmoueHa. Tpsbe I1a ce cHeme
bJIHA MEAMLIMHCKA U cemenHa aHamuesa. [lauuenTrre Tpabea na MuHat dusux
CrneyHalieH akKUeHT BbPXY TEIJIOTO, KPhBHOTO HAJIAraHe, ChbpLETO, IbPIUTE, Ta3
CHAOMETpHATHA OLIEHKa (aKo € HeoOXOMMO), KpakaTa u koxarta. [lepuoanun
NpernopbyYBaT HAH-MANKO HA BCCKH IIECT MeCcella 110 BpeMe Ha JIEYEHHUETO.,

CherosHus, M3UCKBaLLK Habawoaenne npu X3T




AKO HSKOE OT CJIEAHUTE CHCTOSAHMS € HAJIHYHO WK Ce € 060CTPAIIO MO BpeMe Ha MpeaxoaHa

XOpMOHAJIHa Teparnus Uik 6peMEHHOCT, Ce Halara mauueHTKata aa 6sae Habmonasana. Tpabea na ce

MMa MpEe/IBUA, Y€ Te3H CbCTOSHUA MOTaT J1a Ce MOBTOPAT WY [1a Ce BIIOLIAT [0 BPEME HA JICYEHHUETO C

VT1porecran. TakuBa chCTOSHUA ca:

- MHO>KECTBEHA CKJIep03a;

- enuIencus;

- 3axapeH quaber ¢ uiau 6e3 CbaOBM YBpEKAAHHUS,

- noGpokayecTBeHO 3ab0nsBaHe Ha IbPAATa;

- PHCKOBH GaKTOpH 3a €CTPOreH-3aBUCHMU TYMOPH, T.€. 1-Ba CTelleH HACNEICTBEHOCT HA PaK Ha
I'bpaaTa;

- YEpPHOAPOOHHU HapyLIEeHHS;

- XUIEPTOHHUS;

- CbpAEYHH, YSPHOAPOOHH KM OBOpEUHH HApYIIEHHUS,

- MHIPEHa;

- acTMa;

- XOpesi MHUHOP;

- TETaHU,

- OTOCKJIEpO3a;

- neioMuoma (MaTtouHK GUOPO3HK TYMOPH) WM EHIOMETPHO34,

- aHaMHe3a WM PUCKOBH (PaKTOpH 3a TPOMOOEMOOIUYHY HAPYLIEHHUS;

- CHCTEMEH JIyITyC epUTEeMAaTo3yC;

- aHaMHe3a 32 EHAOMETPHAIIHA XHITEPILIA3H.

[Ipyauny 3a He3abasHO cniupaHe Ha X3T

Tepanuara Tpsabea na 6b/1e NpekbCcHATA HE3a0ABHO B CJIEAHUTE CIyYau:

- HOsIBa HA MHUTPEHO3€EH THII [J1aBO0OJIHE 32 IbPBH BT

- M05Ba HA CUMIITOMH HA 3aMyLIBaHE HA KPHBOHOCHUTE CHIOBE, HAMP. 3PUTE/IHH HAPYLIEHHUS,
- JKBATCHHLR, X0NeCTasa, XEenaTuT

- HpeMeHHOCT

- 3HAYMTENIHO MOBHULIABAHE HA KPHBHOTO HAJIATAHE

- 3a4€CTABAHE HA ENUICNTUYHHUTE [IPUNAIBLH

- pa3sBUTHE Ha BEHO3Ha TPOMBOeMOOTHA

Xurneprnazus Ha CHIOOMETPHYMA H paK

IIpe3 mbpBHTE MECELM HA JIEUEHHETO MOXE /1A e HabojaBa NPOGHBHO KbPBEHE H 3allanBaHe. AKO Te
C€ NOABAT U3BECTHO BPEME Clie]] 3a[I0YBAHE HA JICYCHHETO HJIM NIPOABIDKAT CIIeN CIMPAHE Ha
TepanuiTa, TpsAbBa na ce ThPCH MPUYMHATA, KOETO MOXE A HAIOXKHM GHOMNCHS Ha €H0METPUYMa C
OLJIe/l H3KJIHOYBAHE HA MAJTMTHEH EHAOMETPHAJICH TTPOLIEC.

Ilpu enunemuonoruuno uscnensane Million Women Study (MWS), 5 roauuisa ynorpe6a Ha
KoMOHHHpaHa (CeKBEeHLMAHA WK HempekbeHaTa) X3T He yBenuuaBa pucka oT eHJIOMETPHANIEH PaK

(RR 1.0 (0.8-1.2).

Pak na repnara

3a Beruku X3T, eKCLECHBHUAT PHCK CTaBa BHAMM B PAMKUTE HA HAKOJIKO FOJAWHHM YIIOTpe6a u ce
NIOBHIUABA C MPOAB/LKHTEIHOCTTA Ha npreMa Ha X3T, Ho ce Bpbiia 10 H3XOAHUTE CTOMHOCTH 3a

HSKOJIKO (Haid-MHOTO 5) FOMHHM Clie CIpaHe Ha JIEYEHHETO.

KomGuHupaHa ecTporen/mporecrareH Tepanus




Pa3BUTHC HA PaK Ha IbpAATa NPW XKCHH, IpHeMally KoMOruHUpaHa ectporen/nporecrared X3T 3a
HAKOJIKO TOOWHH (BHXKTe TOuKa 4.8).

B npoyuaneTro MWS OTHOCHTENTHHSAT PHCK 3a pak Ha rbpaara ¢ kouorupanu ectporenu (CEE) wnu
ectpaauon (E2) e mo-ronsm, korato ce 106aBu mporecrareH, HE3aBUCUMO CEKBEHIIMAIHO HITH
HENPEeKBCHATO W HE3aBUCHMO OT THIIa Ha nporecTareHa. Hsima mokazarenctsa 3a pa3iuka B pHCKa
MEXy Pa3/IMYHHUTE HAYHHHU Ha MPUIOKEHHE.

X3T, ocobeHo koMOMHUpaHATa eCTPOTeH/TIPOrecTareH Tepanusl, NMOBULIABA ITLTHOCTTA Ha
MaMorpapcKuTe H300paXeHHs, KOETO MOXKe Jia TOBIIHsE HEGNATOTIPUATHO PaIHOTIOrHYHOTO
OTKpHBaHE Ha paK Ha I'bpAaTa.

JKenure na X3T Tpabsa na MUHABAT PeOBEH MPEre/ Ha IbPAKMTE U TPsAOBa Aa Ghaat HHGOpMHUpaHu
KaK cam [ia I' periiexaar. IIpenopbuuTenHo e npopexaaHe Ha peoBHH Mamorpadcku
u3cieaIBaHKs (ako ce CMETHe 3a Heobxoaumo). JXKeHuTe ¢ pamuiHa aHaMHe3a 3a pak Ha TbpaaTa
Tpa6Ba na 6b1aT BHUMATENHO HabIOaBaHH 110 BPEME Ha JIEYEHHETO.

BexoszeHn Tpomboembonuzem (BTE)

Enupemuonornynu npoy4upaHus npearonarar, ye ynorpedara Ha X37T e cBbp3aHa ¢ MOBHIIEH PUCK 32
pasBUTHE Ha AbIOOKa BEHO3HA TPOMOO03a UITH My IMOHAIHA eMOOJTHA.

YcTaHOBEHO €, 4e MpH 34paBH xeHH, kouto npueMat X3T, Gpost Ha ciyyante Ha BTE, kouTo 6uxa
CC MOSBIJIM 33 NIEPHON OT 5 FOJIMHM, € MEXAY 2 U 6 (Haii-6;uska onenka 4) Ha 1000 sxeHH Ha BB3pacT
50-59 roaunn u Mexay 5 u 15 (Ha#-6u3ka ouenka 9) Ha 1000 sxeHH Ha Bb3pacT 60-69 roguHy.
BepoarHocTTa 3a mosiBa Ha TakoBa CHOWTHE € MO-ToNsAMAa [Ipe3 MbpBaTa roKHa Ha jeueHue ¢ X3T,
OTKOJIKOTO MO-KBCHO.

[Mopanu yBennuenuat puck 3a paseutue Ha BTE ce usnckea nosuiueHo Buumanue npu X3T npu
JKCHH, KOMTO €a C BUCOK PUCK 3a Pa3BUTHE Ha IbJOOKa BeHO3HA TpoMO03a HiIH Iy IMOHATTHA eMOOSIHS.
O6wonpusnatute pruckoBu daktopu 3a BTE BouBaT XMpypruuecka HHTEPBEHIIMS,
NPOABIDKUTENHO 00e3ABIKBaHE, 3aTIbcTaABaHe (MHaekc Ha TenecHo Terno > 30 kg/m2) 4 cucTeMeH
JIYIIyC €pUTEMATO3YC.

Axo ce passue BTE cnen 3anousane Ha TepanusTa, nprueMsT TpsaGBa aa 6bae cnpsd. [lanuenTkure
TpsAbBa fa 6BAaT MOCHBETBAHHM Jla CE CBBPXKAT ChC CBOS JIEKAp BE/IHAra, aKoO yCETAT HAJIMYUETO Ha
noTeHuManeH Tpom6oeMOoIUYeH CHMIITOM (Hamp. 60JIe3HEH OTOK Ha Kpaka, BHe3anHda 605ka B
rbpayTe, 3a0yX).

Hama enyuHO cTaHOBHMILE 32 MOTEHIHAIHATA POJIsl HA pasiMpeHuTe BeHu nipu BTE.

PucksT 0T BTE Moxe BpeMEHHO J1a ce yBENHUH NIPH ABIrOTpaiiHO 06e3ABUXKBAHE, rojisMa TPaBMa
WK ToIIMa XUpyprudecka uureppernus. Ilpu cnyyanre Ha npoasKUTENHO 00€3ABIKBAHE ClIE]
XHPYpPruyecKa MHTEpPBEHLMSA, TPAOBA Na ce UMa NPEeJBUA BPEMEHHO [IPEYCTAHOBSBAHE HA TEPAIKATA
npeay MHTepBEHUUATA (4-6 CEIMUIM NO-PaHO) MM NIPH HACTBHIIMIIOTO Obe3ABIKBAHE U
BB300HOBSBaHE Ha JICYSHUETO CJIe[| [TBJIHO Pa3dBIKBAHE HA MAl[MEHTKATA,

ITpu naumentu ¢ anamuesa 3a BTE win TpoM6odunuu ceetostius, Tpsabra aa ce u3BbpIIHT
BHUMAaTesIHa OueHKa Ha non3aTta oT X3T cnpamo pucka. XKeHuTe, KOUTO Bedye ca Ha aHTHKOATYJIaHTHA

TCpanus, H3HCKBAT BHUMATE/IHA IPCOLICHKA C OIJIC[ M10J13aTa U pyCKa OT X3T.

Koponapna 6onect Ha cepueto (KBC)

Hsma nokasartencTsa OT paHIOMHU3UPaHH, KOHTPOIHPAHH MPOYYBAHHMS 3a Gnarorn
NPOBIDKUTENIHATA KOMOWHHUPAHA TEPaNKs ¢ KOHIOTMPaHH eCTPOreHH U MEPOKE
BBPXY ChPIAECYHO-CHIOBATA CUCTEMA. JIBe rojaeMu KIMHUYHK npoyuBanns ( WHI
Estrogen/ Progestin Replacement Study/) ca noka3anu Bb3MOXEH PUCK OT Chp/e



3ab051eBaEMOCT Npe3 MbPBAaTa rojivHa OT YNoTpeOara U JIMICATA Ha 110133 KaTo UANo. 3a ApyruTe
npozxyxti Ha X3T WMa caMo orpaHH4eHH JaHHH OT PaHAOMU3UPAHH, KOHTPOJIMPAHH MPOY4BAHMUS,
OLICHSIBALLM M0JI3aTa 32 ChPIAEYHO-Ch0BaTa 3a6071€Ba€MOCT U CMBPTHOCT. [Topaau TOBa He € CUTypHO
JaJIM T€3M Pe3y/TaTu ce OTHACAT U 3a Apyrd X3T npoaykTy.

Hucynr

IIpu npoyusanero WHI ce ycTaHOBsiBa MOBHIlEH PHUCK OT MCXEMHYEH MHCYJIT IIPH 3APABU XKEHH 110
BpeMe Ha JICUCHHE C MPOAB/DKUTEIHA KOMOMHMpPaHa Teparnus ¢ ectporedd 1 MPA. YeraHoBeHO e, ye
OpoAT Ha CITyunTe, B KOMTO GHXa MOMYUYHIH UHCYAT 3a 5 roquiieH nepuon, e oT 0 go 3 (Haii-6mi3ka
oueHka 1) Ha 1000 >xenu Ha BB3pacT 50-59 rogudu u ot 1 10 9 (naii-6;1u3ka onenka 4) Ha 1000 sxeHu
Ha BB3pact 60-69 ronunu. He e n3BecTHO Jany TO31 NOBHULIEH PUCK Ce OTHACS ¥ 3a Apyrd X3T
NPOAYKTH.

JIpyry chCTOSAHUS

Hsama y6eaurennn noxasartencrsa 3a nofoopsiBaHe Ha KOrHMTHBHATA GyHkiys. HMa Hiakou
AokasatesicTBa oT npoy4ysaHero WHI 3a noBuieH puck oT Bb3MOXHA IEMEHLHS TIPH KEHH, KOUTO
cnen 65 roaMiHa BE3pACT Ca 3aMOYHANH Ja IPUeMaT NpoabKuTeNHO komGunupanu CEE u MPA.
He e u3BecTHO NNk Te31 HAXOJKHM Ce OTHACAT 3a MO-MJIaJM JKEHH B OCTMEHOMAY3a MITH 32 APYTH
npoayktu Ha X3T.

B penxu cnyyan 106pokadecTBeH U B Ol MO-PeAKH CIIydau MAIMTHEH TyMOp Ha YepHHUs Apob npu
OT/IeJIHH CIIyYau Ha )XMBOTO3aCTpallaBailla MHTpaabOMHHAITHA XeMOparus ce HabJIIoJaBaT Cie
NpHUEM Ha XOPMOHAJIHM BELIECTBA, KATO TE3H, ChAbPKALIK ce B YTporectan kancynu. Tpatsa na ce
MMa NpeaBU/ BEPOSTHOCTTA 32 pak HA YepHMA Apo6 MpH NosBa Ha O0JKa B rOpHATa YacT Ha KOpema,
yBeJIM4Y€eH YepeH Apod MK CHMITOMH Ha HHTPaabIOMHHAIHA XEMOpParus.

4.5 B3aumoaeiicTBHE ¢ IPYTH J1eKAPCTBEHH NPOIYKTH U APYrA (OPMH HA B3aHMo/eicTBHE

Vnotpebara Ha IPOTECTEPOH 3a MEPUO OT MUHUMYM 12 [IHK HA UMKB € CUITHO NPENOPHYHTETHA 10
BpEME Ha XOpPMOHAITHO 3amecTuTenHa Tepanus (X3T), BiioyBalia ecTporeH.

EnHoBpeMeHHOTO NpHIIOKEHHE C IPYTH JIeKapCTBA MOXKE [la yCKOPH METaboU3Ma Ha IIPOrecTepoH,
KOETO BOIH A0 MPOMSHA B edekTa My.

ToBa BaXy B CJICHUTE CITyYaH:

- CHJIHH €H3UMHH WHIYKTOPH KaTo 0apOUTypaTH, aHTHENWIENITUYHH areHTH ((PEeHHTOUH),
pudamnuiuH, GeHunGyTa3oH, CIMPOHONAKTOH U rpu3eodysuH. Tesu JeKapcTBa yCHIBAT
MeTabosu3Ma B YepHHS Apob;

- HSIKOH aHTHOMOTHIIM (AMITHLIWIIHH, TeTPALMKIIMH): HACTHIIBA IPOMAHA B HHTECTHHATHATA
¢bnopa, koeTo BoaM [0 MPOMSIHA B CHTEPOXENATAIHHA KPbIOBPAT Ha CTEPOUIHUTE.

Tb# kato Te3u B3aUMOJEHCTBHA MOTaT [a BAPUPAT UHAUBUAYATHO, KIMHAYHUTE PE3YJITATH HE BUHATH

MOrar Jia ce NpeaBHIIAIT.

HpOl" CCTCPOH MOXKE 1a ITOBJIHAC MeTaboI3Ma Ha [VIFOKO3aTa (HaMaJ'IHBa TJIFOKO3HHUA Tonepch), KOE€TO
BOH OO yBCJIHYaBaHE N0O3aTa HA HHCYJIMH U HA JPYTHTE aHTIfII[Ha6eTHI/I JICKapCTBEHH INPOAYKTH MPH

auabeTuiy.

4.6 @eprTHaAHTET, GPEMEHHOCT H KbpMeHe g

IIpusnoxeHHETO Ha YTporecTaH MeKH KarCylM He € IPOTHBOMNOKA3AHO MO BpEME Ha,
I’bPBHTE HAKOJIKO CEAMMIM Ha GpeMeHHOCTTa (BHXKTe TouKa 4.1. TepaneBTH4HM 11



He ca npoeexxaany u3nuTeaHus 3a edekra Ha YTporecTad BbPXy NaKTaUKATA U HE € M3BECTHO ANy
NPOrecTepOH ce eKCKPETUpa B KbpMaTa Ha XOpa, [I0paJ¥ KOETO He ce MPeropbyBa NpHeM Ha
VYTporectan (OpaJlHO MIIH BarWHaJIHO) 110 BPEME Ha JIAKTaLIUSI.

4.7 EdexTn BBpXy ciocoGHOCTTA 32 modupane u pabora ¢ MAIIKHH

le/l [IEPOPATHO MPUIIOKCHUEC HA YTpOFeCTaH Ca JOKJIaABaHH Cly4yaHd Ha CbHIUBOCT H 3aMailiBaHe npur
ManyueHTH.

Heo6xomumo e noBHIlIeHO BHUMaHUe NPy wwodupare U paboTa ¢ MaLIMHK, MOPaJX PHCKA OT
CBHJIMBOCT U 3aMaiBaHe MpH nepopanHo npunoxenue. [Ipu npueM Ha kancynuTe Bedep npea Jsarade
Ce NpeNoTBPaTABa OABATA HA TE3U HEXENIAaHH PEaKIIUH.

4.8 HexenaHnn JeKAPCTBEHH PeAKIHH

Hesxxenanure JIekapCTBEHH PEaKLMK ce K1aCUOHUMPAT B 3aBUCHMOCT OT YECTOTATA U IO
cucTeMo-opranHu kiacoge. [1o yectora Te ce onpeaenar karo cieasa: MHOro uectd (>1/10), uectn
(21/100, <1/10), neuectu (>1/1000, <1/100), peaxu (>1/10000, <1/1000), muoro penku (<1/10000) u

C HCHU3BECTHA 4YECTOTAa (OT HAIAYHHUTC JaHHH HE MOXE 1a C€ HallpaBH Ol.leHKa).

I[OKJ'[a)IBaHH Ca CJICHHUTE HEXKEJIaHU pCaKIHu:

Cucremo-opraHHu Yecty HexeNlaHH peakiiii HeuecTu HexxenaHu peakiiyu

KJIaCOBE >1/100; <1/10 >1/1000; <1/100
Hapymenus Ha | Hapyled MeHCcTpyasieH LHUKBI
BBL3[IPOU3BOJUTE/IHATA AmeHopes
cucTema KbpeeHe HM3BBH MEHCTpyaliHHs
LHKBI
Hapymenus Ha | ['maBoGonue CoHIMBOCT

HEPBHAaTa CUCTEMA

Kpartkotpaiino 3amaiiBane

Xemnaro-6unuapHu
HapyleHus

XosecTaTu4Ha XX bJITEHULIA
IIpyputyc

CTOMaLIIHO-'-IpeBHH HapylLi€Hus:

CBHIMBOCT M/HIIM KPaTKOTpakHO 3amaiiBaHe ce Hab0/1aBat MPH NALMEHTH ¢ HUCKH HUBA Ha
ecTporet. Te3u HexKeNaHu peakLHH ca o6paTHMH NPH HaMasIBaHe f103aTa Ha Y TPOrecTaH WK
MOBUILABAHE N03aTa Ha ECTPOreH, 6€3 Ja ce KOMIPOMETHPA TEePaNeBTHYHHSAT YCIEX.

BB3MoXxHO e ckbcaBaHe Ha MCHCTpYaJIHHA LIHKBJI WK KBPBEHE IO BPEME HA LIMKBJIA, aKO JICUEHHUETO €
3al04HaTo NpeKajJc€Ho paHo, ocobeHo npeau 15-THs e Ha LHHKBJIA.

Ha6J'IIOﬂaBaHI/I Ca MPOMCHH B MCHCTPYAJIHHUA LUKBJI, AMEHOPEA U KbPBCHE MO BPEME Ha LIHUKbJIa, KOUTO
ca CBbp3aHH C yn0Tpe6aTa Ha MPOreCTUH MO NPUHLIUIL.

CrobinasaHe Ha MOJO3HPAHN HEIKENAHU DEAKIIMH
CpobuwaBaneTo Ha MOAO3HPAHH HEXeaHH PeakLlMy Cile/| paspeLuaBaHe 3a ynoTpeba Ha JIeKapCTBEHHS
NpoAyKT e BaxkHo. Tosa mo3sonsBa 1a NPobIDKH HAaOMOAEHHETO HA CHOTHOLIEHHETO M0J13a/PUCK 32
neKapcTBeHHs NPOLYKT. OT MEANLIMHCKHUTE COELMANUCTH Ce U3HCKBA 12 ChoOIIaBaT BCAKA ...
MOJ031paHa HeXelaHa peakuus upe3 M3mbiIHuTe Ha areHuus 110 JleKapeTBara yil. ,,
Ne 8, 1303 Codus, Ten.: +35 928903417, yeGeaiit: www.bda.bg

4.9 Ilpepozmpane




B noBeyeTo cyuau HexeNaHUTE PeaKLiik, OMMCAHH B NPEIXOAHATA TOYKA, CA CUMIITOMH Ha
npenosupane. HaMa noknagsanu ciydau Ha Npeao3upaHe NpH BarMHAIHO Npuioxkenue. [pu
HaMalgBaHe Ha 103aTa, Te3M CUMIITOMH OTLIYMSIBAT CIIOHTAHHO.

Ipu Hiakou naurenTy, obuualiHaTa 1032 MOXe J1a ce OKaXe TBBPJIE BUCOKA NPH HAJH4HE Ha
NEPCUCTHPALLA UITH TOBTAPSILIA C€ HEKOHTPOIMPAHA €HIOT€HHA CeKPELIMs Ha MPOreCTEPOH,
3HAYHMTE/IHA YyBCTBUTEIHOCT KbM MPOJAYKTA WM CHITBTCTBAILM HHUCKH HUBA HA €CTPAIHO/ B KPbBTA.
B Te3u ciyqan Tpsa6Ba na ce npeanpreme HAKOE OT CIEAHHUTE NSHCTBUS:

- B ciyuaii Ha ChHIMBOCT HIIM KPAaTKOTpailHO 3aMaiiBaHe, f103aTa TpAOBa [a ce HaMasiu
nocreneHHo. PecriekTuBHO, YTporectan TpA6Ba fa ce puiara Beyep Npeid JIAraHe, 3a NepHo.
ot 10 JHH HA LMKBI.

- B cnyuait Ha kbpBeHe O Bpeme Ha MEHCTPYaHHs LIMKBI WK CKbCABAHE Ha LMK,
Jie4eHUeTo TpAGBA J1a 3a1104HE MO-KBCHO MO BpeMe Ha LMKbAa (Hanp. Ha 19-us JeH oT LyKbIa
BMeCTO Ha 17-us).

- JeHu B nepUMeHONAY3a WK KeHH, IPOBEXK AL XOPMOHAIHO 3aMECTHTENHA TEPAMHs, TPAOBa
Ala €€ M3CJIeBAT, C OIJIC/l YCTAHOBSBAHE Ha 3a[J0BOJIHTENIHY HHBa Ha €CTPAIMOI B KPBBTA.

5. @®APMAKOJIOTHYHH CBOMCTBA
5.1 ®apmakoaHHAMHYHH CBOMCTBA

dapmakoTepaneBTHyHa rpyna: ITHKO4O-I0/I0OBa CUCTEMA H NOJIOBU XOPMOHH
ATC kon: GO3DA04

YTporecraH (CbAbPka MPOreCTEPOH) 3HAYMTEITHO NOBULLIABA HUBATA HA MPOTECTEPOH B IIA3MAaTa CIIEL
OpaJIHO WJIH BarMHAIHO NPHUJIOKEHHE, KATO N0 TO3M HAYHUH MOJKE [1a KOPUIr1pa MpOrecTEPOHOB
Jae¢uLuT.

5.2 @®apmMakoKHHETHYHH CBOHCTBA

Ilepopanto npunoxenue: [ToBHiaBaHe HA HUBAaTA Ha IPOrECTEPOH B KPBBTA 3aM04Ba OT [ILPBHS Hac
CJI€Zl MEPOPAJICH [PHEM, KATO MAKCHMAUIHATA [1143MEHA KOHLIGHTpALMs Ha POrecTEpOHa ce
Habmonasa mexay 1-ust u 3-us yac cnes npuema. [lopaau BpeMeTo Ha 3aABPXKAHE HA XOPMOHA B
ThKaHTa, o61ara qHeBHa /103a TpsAGBa [1a Ce pa3/e/iv Ha JBe [I03H, TPHEMAHH HA HHTEPBATH OT
npubau3uTenHo 12 vaca, 3a 1a MOXE /1a €& OCHI'YPH HACHIUAHE 32 LEUs 24-9aC0B NEPHOL.

Barunanno npunosenue: IIpy npunosxeHye Ha CTaHJAPTHATA NPENOPHYHTEIIHA 1033 MOTAT /1a Ce
AOCTHIHAT M NOJABPXKAT CTAOMITHA (PU3HONOrHYHH HHBA Ha [Ia3MEHHs! IPOreCTEPOH, NOA0OHH Ha
TE3H, NOCTUTrallM Ce NPH JiyTeanHa $paza Ha HOPMaJIeH MEHCTPYaJIEH LIMKBI.

YTporecTaH Kancyny NOArOTBS eHAOMETPHYMa 3a MMIUIAHTHPAHE HA 3aPOJIMIIA.

I1pu BMCOKM [103M, JOCTHUrAIIHM CE Ype3 BB3XOAALIO YBEIHYAaBAHE HA 03aTa U TO3M HAYKH HA
MPHUIOXKEHHE, MOraT [a ¢ JOCTHIHAT HUBA Ha MPOTECTEPOH B KPBBTA, OJIM3KH /10 HUBATA 110 BpEME HA
IbPBU TPUMECTHP OT GPEMEHHOCTTA.

Merabonusbpm: meTabonuTuTe B ypriHaTa U [1a3MaTta ca no00HH Ha Te3H, HAMEPEHH TIPH
¢u3nonoruyHaTa cexpeus Ha Kopiyc ayreyM. OCHOBHUTE My MeTabOMTH B TL1a3MaTa ca 20-anda-
XHPOKCH-/e/1Ta-4-IIPETHEHONIOH U 5-ada-auxuaponporectepod. OCHOBHHAT MeTabOUT B ypHHATA
e 3-anda-5-6era nperHaHIMON.

5.3 IlpeaxkIMHHYHH JAHHH 32 0€30IIACHOCT

He ca u3ecTHm AOIMBJIHUTEIHU NPEAKIIMHUYHU JaHHH 3a 6630naCHOCT, Paziiu4H
NPEeACTaBCHHTE B APYTH PA3/C/IM HA KpaTKaTa XapaKTCPpHUCTHKa Ha JICKapCTBCHHU




6. PAPMANEBTUYHHA JAHHW
6.1 CHnuCBHK HA IOMOIIHHTE BellleCTBA
Kancynno cvovporcumo:

CpHYOIIIE0BO MaCI0, pahUHHUPAHO
CoeB JeuUTHH

Kancynna obsusxa:

XKenatun

[Nuuepon

TuranoB auokcun (E171)
ITpeuncTena Boga

6.2 HechbBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

3 roguHu

6.4 CrenuaJHU yc/I0OBHA HA ChHXpaHEHHE
Ha ce cexpansiea non 25°C.

6.5 Buau chabpKaHHE HA ONAKOBKATA

Kapronena kytus, cpappxama 1 unu 2 PVC/Al 6nuctepa.
Enun 6nuctep coabpxka 15 Mexu Karcyi,

6.6 CnenuajHu NpeANa3sHH MepPKH IIPH H3XBBPJIsiHE H paboTa

Hsama cneunaniy u3ncKBaHusl.

Hewn3non3sauust npoaykT WiK OTNaAbYHUTE MATEPUAIU OT HEroO TPAOBa 1a ce M3XBHPIIAT B ChOTBETCBHUE C
MECTHUTE M3UCKABHHS.

7. NNPATEXATEJI HA PASPEIIIEHHETO 3A YIIOTPEBA

EKODAPM I'PYIT AT

yi. Atanac JlyxoB No29, er. 3,

1407 Codus, Benrapus

ten.: (02) 906 90 70
taxc: (02) 906 90 71

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Per. Ne 20000688

9.  JATA HA ITbPBO PA3PEIIABAHE/NIOJHOBSIBAHE HA PA3PEIIEHH
YIIOTPEBA /7

Hara Ha nepBo paspeuraBaue: 17 €oemspu 2000 r.
Jara Ha nocneaHo nogHossBane: 05 ronmu 2011 1.
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