KPATKA XAPAKTEPHUCTHKA HA ITIPOAYKTA

1. AME HA JIEKAPCTBEHHUA ITPOJAYKT

Vrporecran 100 mg kancynu, Mexka
Utrogestan 100 mg capsules, soft

2. KAYECTBEH B KOJIHMMECTBEH CBhCTAB

Beska Mexa kancynma YTporectaH ChABpXa KaTo akTHeHO Bemectso 100 mg nporecrepon (progesterone).

3a IEITHAA CHCHK Ha TOMOIMHHTE BEHIECTRBA BIDKTE Touka 6.1,

3. JEKAPCTBEHA @OPMA

Kancynu, mexs
Kpbrau, 6:1em0 X BJITH KAIICYJTH,

4. KIHHAYHH JAHHHA
4.1 TepaneBTHINR DOKATARAA
HepopaiHo H BaATHHATHO TPAIOKEHHE.

Hepopanno npAICKeHHe

T'unexonorng
* 3abongpaHHA, CBBP3aHH ¢ MPOrECTEPOHOB ASHLAT,
— TIpeMeHCTPYAleH CHHAPOM,

NSNENHATENHA ATEHUNS N0 IEKAPCTBATA

Kpamia xapaxmepuomisct Ha npogyxma - Fpuacxenue 1
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— HEpEeAOBHA MCHCTpYAliHs#, CIEACTBHE Ha OJHIOOBYAAIHA HIIH AaHOBYJIALTHA,

—  nobOpoxadecTBeHA MACTONATH;

— NOpeMeHOTIay3a.
L ]
e  CTepHIHTET NOPAaTH HEAOCTATHYHOCT HA MyTeanHaTa (asa.
AKy1eperso

XOpMOHaJ'IHO 3aMCCTHTENHO ICYCHAC CIIEHA MEHOIAaY3ara (B JNOITBIIHCHHS KbM TCPAITHA C BCTPOI"CH);

e Jleyenne Ha sarnnamsaig aopT WIH NpeJOTBpATARaHE HA MOBTOPHH alOPTH, AWDKANIH ce HA N0Ka3aHa

HEIOCTATHYHOCT Ha NTyTeanHara dasza;
¢ JleueHHe HA NPEKIAEBPEMEHHO pakiaHe.

Barmmanso npaaoxkenne
BarvHanHOTO MPHIOXKEHHE € ATTEPHATHBHO HA NMEPOPATHOTO.
1. Tlo-cnenpasinoO MMa CISAHHTE TOKA3AHHA:

e [lporecTepoHOBC 3aMecCTBaHe MPH TOTAJEH HPOreCTEPOHOB AeHIMT (IOHAIHA HAa COLUTH) TIPH KEHH

6e3 oBapuanta ¢yHKLH;

Jlorrbnsane Ha IyTeanHara §asa npu in vitro omnoxaam wuksn (IVF);
Jomsnpane Ha IyTeanHara ¢a3a npH CIOHTAHHM ¥ HHAYLEpaHH [HKIH B cTydauTe Ha cyOdeprunurer,
ITHPBHYHA HIHM BTOPHYHA OBapHaliHa HEAOCTATEYHOCT, 0CO0EHO NIPH OITHIOaHOBYIALHS,

o B ciyvaii Ha 3afUranBan aGopT WiM NPENOTBPATABAKHE HA AOBTOPHH abOpTH, TB/DKANIH C¢ HA AOKA3aHa

HeJIOCTAaTHYHOCT Ha AyTealHarta (dasza (10 12 recraumoHHa ceaMHia).

2. Bowdxs Qpyri MEAWKALHE 32 NEPOPaTHo IPAIOKEHHE Ha POTeCTEPOH MPH YCIo
*  HeXesaHH €(eKTH NPH NepopaHO NPUIIOKEHHEe Ha TIporecTepoH (COMHONE 1
* MPOTHBONOKA3AHNA 3a NEPOpaAIHO NpUIOKeHHe (JepHONpoSHO 3abonasane). (
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4.2 lo3upoBKa B HATHH B2 NPAJIOKEHHE

HeobxoMMo € CTPHKTHO Cria3BaHe HA JO30BHTE PEKUMH NPH BCHUKH NOKa3aHMA,

HepopalHo npunokeme:
OGnuatinaTta go3a e 200-300 mg (2 WK 3 Karncy/H), pasaeneHH B Ba MpHEMa (Hanp. 2 Kalcy/IM Bevep

TIpe/n NAraHe H ome | Kancyna cyTpHH, ako € HeoOX0nHMO).

~ JIpH HEAOCTATLYHOCT Ha JayTeaanaTa (gasa (IpeMeHCTpyaneH CHHIPOM, HEpeIOBHA MEHCTPYallHd,
TpeMeHOnay3a, J0OpoKaYecTBeHa MACTONAaTHA): I03aTa € 2 WiH 3 KANCy/IH AHeBHO 33 IMKEX or 10
JHH, 0OHKHOBEHO oT 17 Ao 26 Aed Ha MEHCTPYaNHWS WAKLIL,

— 1pH XOpPMOHANHO 3aMecTHTeNHA Tepanns (X3T) ciien Menomaysa: He ce APENopbYBa H3OIHPAHO
SCTPOrCHHO 3aMecTBaHe, MOPaJAM OMACHOCT OT CHAOMeTpHanHa xumepmnasua. Ilporectepon ce
TIpHeMa KaTo aAloBaHT, [03aTa € 2 Kancysnu JHEBHO 3a 14 JHH (NOC/IEeZHMTE [BE CEIMKIM OT
TEPaneBTHIHMA IMKh), Cie/l KOETO XOpPMOHANIHATa TepanHd ce cnipa 3a |1 ceamuua. [To Bpeme hHa
Ta3M eHa CEAMMIIA MOXKE Aa c€ HaloJara KbpPBEHe.,

— [pH JieYeHHe HA Opexaespemennc paxaame: 400 mg mporecTepoH Ha Beeku 6 7o 8 vaca, B
3a8BHCHMOCT OT KJIHHHYHHTE PE3yNTaTH, MOJYYeHH [pH ocTpara dasa, NOCNCABSHH OT NpHeM Ha
noaaspekama noza (Hanp. 200 mg x 3 obTH AHEBHO) A0 36 recTALHOHHA CEAMHIIA.

BarvHATHHAT TET Ha MPHACHKEHKE [TPH TE3 WHANKALIHY C€ H3TON3BA B CTydai Ha:

1.
2.

Xenaronarus
Hexenanu edexrn (COMHOIEHTHOCT), CIEA MEPOPATHO NPUIONKESHHE HA IIPOTECTEPOH.

BaruHanHo mpuaoxeHwHe:
Ob6uuaiinata qaeBHa jo3a e 200 mg nporectepon (o 1 xancyna CYTPHH H Bedep MpeAM JIATaHE), KaTo

KancymuTe TpaOea Na ce mocrapsar ABAGOKC BHB BIArAMHINETO. Ta3H [03a MOXE Aa C¢ YBEIWYH B
3aBHCHMOCT OT HHAWBHAYANHHS KIIHHHYEH OTTOBOP Ha MALHEHTa.

TIpH HEJOCTATHYHOCT Ha JyTeannara (paza (HapymleHus B OBYTAIHATA, HEPENOBHA MEHCTPYaHs):
AHeBHaTa Ji03a € 2 kancym nuesHo (200 mg) za nepuon or 10 apm, obuxHopeHo o1 17 10 26 ne Ha
MEHCTPYATHHA LHKBJL.

npH ¥WHGEPTANATET, CPbP3RH € HEJOCTATHIHOCT HA JIyTeandatra ¢aiza (XoHANHA HA OONMHTH)
ITBPBOHAYANHATA 1032 € | Kaficysia Ha 13-Hs W 14-M% JieH OT UHKB/IA Ha TIPEXBBPASHETO, Toc/e oT 15-ug
RO 25-uf JAeH OT UHKBJIA N0 | Kancyia CyTpHH H Beuep npenu narade. Or 26-ua nen u B Cyyad Ha
OpeMeHHOCT, N03aTa ce yBeNMuapa ¢ | Kancyna Ha [OeH BCAKa CEAMHIA, HOKATO Ce JOCTHIHE
MaKCHMajHa AHEBHA A03a oT 6 KaNCylMHM Ha JISH, pajfencHH B TPH annukaimi. ToBa npeanHcaHHe
Tpsbba na MpoL/KH 10 Aen 60.

OpH AONLJBABE HA JIyTeajdHAaTa $aiza npm in vitro onnoxzam nrksa (IFV). mpenoprusa ce
npuiokenue Ha 600 mg kancynd Ha JeH (6 Kancy/nn, pasnpe/eeHH B TPH alTAKAlMK CYTPHH, Ha o0en
H Bedep Ipead aarane), zanousakiku or ness sa HCG umkexipnaTa,

AOODBLJBAHE HA JyTeaaHaTa ¢a3a OPH CHOHTAHEM H HHIYNHPAHH NHEKIH B ¢JIydyanTe Ba
cyGdeprainrer, IbPBHYAR WIH BTOPHYHA OBADHAIHA HEAOCTATLYHOCT, O0coleno npm oHro-,
AHOBYJANHA: TPENOpPhYBA Ce DPWIMKEHHEe Ha 2-3 Kancyld AHEBHO, OT 17-HA fieH Ha UMKbJa B
npoxbpkeRHe Ha 10 nua. B cywaii Ha aMeHopes WIH JHATHOCTHIMpaHa OpeMEHHOCT, JIEYEHHETO
Tpa6Ba Na ce IOBTOPH, KOJIKOTO € BE3IMOXHO MO-CKOPO.

B CIyval HA janiamBam aGopT HAR NPeAOTBPATEBAHE HA NOBTOPHH alopTH, ALjuKAmE ce Ba
ACKA3AHA HENOCTATHYHOCT Ha JyTeanmara ¢asa: Npenopbusa € NPHAOKeHHE Ha 2-4 Kancyim
JHEBHO B JIB¢ aIUIHKALHM A0 12-Ta recrallMOHHA CeiMHIIa.

4.3 [IpoTHBONOKA3ARAS

TCHKKH HAPYIICHHA HA HepHOAPOGHATa (GyHKIHA;

aKTHBHA THN00Ka BeHO3HA TPOMOO3a HIH @HAMHE3A 32 TAKOBA CHCTOAHME;
apTEpHAITHH TPOMOOEMOOIHYHM HAPYIIeHHA WIH AHAMHE3A 33 TAKHBA ChCTOA
NOXO3MPaHH HJIH AHATHOCTHIYKPAHH XOPMOHO-3aBHCHMH HAPYIIEHHA HIH TYMO
FBP/JATA WK SHIHHULINTE;




— aHaMHe3a 3a paK Ha rePIATA;

—~  HeNHATHOCTHIIMPAHO BATMHAHO KbPBEHE;

—  CBPBXMYBCTBHMTE/IHOCT KBM BKTMBHOTO BELIECTBO, COEB JICHWTHH WIH KbM HAKOE OT MOMOMIHHTE
BelllecTBa, H30poeHH B TodKa 6.1.

4.4 CnenBa/ing OpeAyNpeKIeHAN B IPEIIa3HH MEPKH NPH ynoTpeda
JleuenueTo, KOTATO €€ HABBPLIABA CHIJIACHO MPENOPLYBAHNTE JOSHPOBKA, HE € KOHTPALETITHBCH METOR.

MeHCTpyanHHAT UHKI MOXKE 3 € CKBCEH M 1a ¢¢ Habmosapa KbPBCHE, aK0 MPHEMBT € 3all0YHAT NPEKANCHO
pano, ocobeHo npeH 15 1eH Ha MEHCTPYaTHKA LUKEL,

HpH NEPOPATIHO NPHAOKEHHE Ce NpernopbiBa NPHEMET Ja € Ha ITIagHO, 4 HC B HacOBETE Ha XPaHCHE. HpPl
BAMHHAIHO IPHIOKCHHAC, KANICYITHTE TpﬂﬁBa J1a Ce MOCTARAT ABI00KO BbB BAATAJMIIETO.

Hpn HaJIH9HE Ha MAaTOYHO KbPBCHO Y'rporecran He OHBa J1a ce OpeAINHCBa A0 YCTAHOBABAHE Ha IIPHYHHATA
3a KbpPBCHETO, 3a NPCANTOYHTAHC YpPC3 eHAOMCTpHAaNMBA OHoncHA.

Tsii KaTo He MOXe Jia C€ H3KTIOUH PHCK OT TpoMBoeMBONHS B MeTaGONHTHH HApYIIEHHA, leYeHHeTo TpaOBa
I ce MPEeyCTaHOBH [IPH N0SBa HA HAKOE OT CIIEAHUTE CHCTOSHHA:

—  HapylieHHs HA O9HTe KaTo 3ary0a Ha 3peHwe, JUIUIONHS, BACKyJIapHH I€3HH HA PSTHHATE,

—~ BeHO3eH TpoMDOoeMOONMIEM HIH TPOMOOTHIHH CHOMTHS;

—  TexxKo r1apobonHe.

TTaumeHTH ¢ aHaMHe3a 3a TpoMOodeduT Tpabea na 6bAAT BHMMATENHO NPOCTEAIBAHH.

TIpu amMeHOpes 10 BPeMe Ha JIeYeHHeTO, alMenTKaTa TpAOBa Aa CH HaNpaBH TecT 33 OPEMEHHOCT.

TloBeue OT MONOBHMHATA PAHHH CHOHTAHHH abOpTH Ce MPHYMHABAT OT M'eHETHIHH YCIOKHEHHS. OCBeH ToBa,
TE MOTAT Ja ca NPHIHHEeHH 0T HH(EKIMH I MEXaHUYHH TPAaBMH. B Te3H clly4au, eMHCTBCHHUAT Pe3yaTaT
OT ynoTpebara HA POTECTEPOH 1lie € 3afapaHe Ha OTHeNIAHETO Ha MBpTBUA mwioa. ITopaaw ToBa, yotpebara
HAa NporecTepoH TpaOBa Aa ce pe3epBHpa caMo 3a CIy4auTe Ha Ae(HLUT Ha KOPITYC IYTEYM.

3a neuenne Ha mocTMeHomayzamn# cuMmnToMu, X3T TpabBa aa Gbje 3amodHara camo NMpH HajldYHe Ha
CHMITTOMH, KOHTO HETATHBHO TTORKABAT KAYECTBOTO HA *KHBOT. BBB BCHUKHM Ciydad Tpsbsa /a ce HanpasH
BHUMATETHA TIpelicHKa HAa DHCKOBETEé H ToJ3aTa nore Begubx roaumuo u X3T 1paGea ma Omze
HPOAB/DKEHa, CaMO 2KO T10J13aTa NPEBBIX0HA PHCKA.

IIpu X3T, VYTporecran 100 mg kancynM ce NpeAnHcBaT 3acfHO C €CTPOreH-ChABPHKAIL IIPOIYKT.
Hudopmaumara 3a TO3H NPOAYKT TpAOBA Ja ce MMa IPEIBHA 3a OLeHKa Ha oGums puck mpu X3T.

Tpean 3anousaue ua X3T epenrryanna Gpemenyoct Tpabea na 6pae u3kmostena. Tpabea na ce cHeme mbjina
MEIMIIAHCKA H ceMeiHa aHamHesa. IlaimeHTHTE TpafBa Aa MHMHAT (H3HKAIEH Iperjiel CbC CICLHaNeH
AKNCHT BBPXY TEIIOTO, KPBBHOTO HAMATAHE, CHPUCTO, I'BEPAMTE, TA3OBHUTE OpraHH C eHAOMETPHAIHA OLCHKS
(ako e HeoOx0aMMO), KpaKara H Koxara. [lepHOAMYNM M3CIEIBAHKA CE TPENOPBYBAT HAM-MATKO HA BCEKH
MECT MECELE O BPpCME Ha JICHECHHETO.

CrcToannd, u3Kckpamy HabmoneHne npy X3T

AKO HAKOE OT CICAHHTE CHCTOSHHA € HAMHYHO WIH ce € ODOCTPAIO O BPEME Ha MpeaxoiHa XOpMOHAIHA
Tepanud HWIH GpeMEHHOCT, Ce Hajara malHeHTKara Aa Owpae HaGmonasana. Tpabea na ce uMa NPENBHL, e

CBLOTOSHHS ¢a:

— MHOXKECTBEHA CK/IEPO3a;

—  CIHICIICHA,

-~ 3axapeH AHabeT ¢ wiu 6e3 CHAOBH YRpPENAAHHS;
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- HZoBGpokauecTBeHO 3a00nsaBane Ha rbpIATa;

— PpHCKOBH (aKTOPH 32 eCTPOreH-3aBHCHMH TYMODH, T.¢. 1-Ba cTenieH HACIEACTECHOCT Ha PAK Ha I'bpAaTa;
—  4epHOAPOOHM HapyIeHMs,

—~  XHNepTOHuS;

-  ChpHedHH, YepHonpoOHu Wwin Op0peyHH HapyIIeHHd,

~ MHIpeHa;

—  actMa;

—  XOpes MHHOp;

— TETaHWH;

-~ OTOCKIepo3a;

- neifoMuoMa (MaTounu HpuOPOsHE TYMOPH) HIH SHIOMETPHO3a;

- aHaMHe3a HWIH pHCKOBH daxTopH 3a TpoMOoeMOOMTHA HapyIIeHHS,
—  CHCTEMEH IIYIYC ePHTEMATO3YC;

— AHAMHE3a 33 CHAOMETPHAIHA XHUIEPIUIa3HA.

Tlpuunnn 3a nezabasHo cnmpane Ha X3T

Tepanuara TpaOea Aa 6be npeKsCHATA He3a0aBHO B CACTHHTE CITyqaH:

- [OABa Ha MHTPEHO3€H THII rNasoboJIHe 3a IThPBH ITET

— [OfBA HA CHMITTOMM HA 34ITyIIBaHe Ha KPHBOHOCHHTE CHAOBE, HANp. 3PHTCAHK HAPYIICHHA,
— XBHITEHHIIA, XONIECTa3a, XeMaTHT

-~ OpeMeHHOCT

—  3HAYHTETHO MIOBHINABAHE HA KPHBRHOTO HANATAHE

—~  3a4eCTABAHE HA EMHICIITHIHHTE NPUIATbLH

—~ Ppa3BHTHE Ha BeHO3Ha TpoMOoeMOOIHA

Xunepnnaiug Ha eHJOMETPHYMA H PAK

IIpez mbpBHTE MeCeLM Ha JEICHHETO MOXe fia ce Habmozasa poOHBHO KBPBEHE M 3aliallBaHe. AKO Te ce
MOABAT H3BECTHO BPEME CJIE]] 3aNi0IBAHE HA JIEYEHHETO HITH IPOAB/DKAT CJIE/I CIIHPAHE HA TepanusTa, Tpsdea
Ja ce ThPCH NPHYHHATA, KOETO MOKE [a HANOKE OHONCHA Ha CHAOMETPHYMa ¢ OMJIe[ H3KIICHBaHE HA
MAJIHIHEH eHIOMEeTPHANICH IIPOIIEC.

Tipx enmpemuonorwaso mscinessane Million Women Study (MWS), 5-rogumsa ynotpe6a Ha KoMOHHHpaHa
(cexpenumansa wim HenpekseHata) X3T He yBennuasa pucka or esnomerprancH pak (RR1.0 (0.8-1.2).

Pak #a repaara

3a Bcuuku X3T, eKCLECHBHHAT PHCK CTABa BHANM B PAMKHMTE HA HAKOJIKO TOJMHM ynotpe(a H ce MOBHIIaBa
¢ MPOXBDKHTENHOCTTA Ha pHeMa Ha X3T, HO Ce BPbLIA 0 W3XOTHHTE CTOMHOCTH 32 HAKOJIKO (Hali-MHOro
5) rOxMHHA cIEX CMpaHe Ha JeYeHHETO.

KomGuHupaHa ecTporeH/nporecTareH Tepanis

PannomusupaHo, miaueGo-KOHTpoNHpaHo mpoyusane Women's Health itiative study (WHI) u
EMMAEMHMONOTHYHH  w3cneasanus (pxi. Million Women Study (MWS)) noka3par YBeIW4eH pHCK OF
Pa3BATHE Ha PaK HA FbPAATA IPH XKeHH, pHeMalld KoMOHHKpaHa ectporew/nporecrareH X371 3a  HAKONIKO
rouHe (BrokTe Touka 4.8).

ectpagnon {E2) e no-ronsmM, korato ce fobaBu nporecrare, HE3ABACHMO CEKBE)
H HE3aBHCHMO OT THINA Ha NporectarcHa. HaAMa fmoKasaTencTBa 3a pasiiHKa,
Ha4YHHH Ha OPpHIOKECHHE. ,/:&



X3T, ocofeno koMOHHHpaHaTa eCTPOTeH/iporecTare Tepanis, MOBKLIABA IUTETHOCTTAa HA MaMorpadckuTe
Hsoﬁpaxcemm, KOETO MO2KE J1a TIORJINAC HeﬁﬂaI'Dl'lpPHITHO PAmAOIIOTHYHOT O OTKPHBAHE HA PaK Ha rpplaTta.

Yenure na X3T Tpabsa na MHHABAT PeOBEH Nper/ie] Ha rkpAuTe U TpabBa aa GbaaT MEQOPMHpaHH KaK
caMH fia TH Mpernexar. [IpenopbUHTeNHO € NpoBeXkIaHe Ha PeJOBHH MaMorpackn W3cne saHuA (aKo ce
cMeTHe 3a HeobxoamMo). JKenure ¢ GaMIHa aHAMHE3a 33 pak HA rePAaTa TpsGBa na OBLAAT BHEMATENHO
HabmoaaBaHu 1o BpeME Ha JICUEHHETO.

Benosen TpomGoemGomuzem (BTE)

EnuaeMHoNOruaHH NpoyYBaHus NpeAnosiarat, e ynorpebata na X3T e ceppsaHa ¢ MOBHIIEH pHCK 32
pasBuTHE Ha ALI6OKA BeHO3HA TpoMO03a WIH NyIMOHAIHA eMOOIHS.

YCTaHOBEHO €, Ye NMpH 3apasH xeHH, kKouto mpuematr X3T, Gpost Ha ciaydante Ha BTE, xouro Gixa ce
NOSBHIH 32 TIEPHOL, OT 5 TONHHH, ¢ MexAy 2 M 6 (Haii-6amska olenxa 4) Ha 1000 xeHn Ha BB3pacT 50-59
FOIMHE B MexTy 5 M 15 (Haii-6im3ka onenxa 9) Ha 1000 sxenn wa Bp3pact 60-69 romunu. BepoATHOCTTa 32
NOfABA HA TAKOBA CHOMTHE € IO-TOJIAMA TIpe3 THpBaTa roguHa Ha neveHue ¢ X3T, OTKOJIKOTO Mo-KBCHO.

TMopaau ysenuyeHnaT puck 3a paspurhe Ha BTE ce w3ucksa nopumeno pHuManne npu X3T npn xkeus,
KOWTO ca ¢ BHCOK PHCK 3a pa3BHIHE Ha ARTOOKa BeHO3Ha Tpom003a HIH mymMoHaIHa emOomus.
O6wmonpu3Harute puckosH daxtopd 3a BTE BKRmMouBar Xepypruyecka HHTEPBEHLIHA, MPOXL/KHTEIIHO
obesapwkBade, 3atrecTasade (Muaaeke Ha renecno terno >30 kg/m2) u CHCTeMeH ITyIyc epHTEMAaTo3YC.

Axo ce pasere BTE cien sanousase Ha TepanmaTa, NpEEMBT TpadBa aa 6pae copaH. [lanqHeHTKHTE TpabBa
Jia OBJAT NOCHBETBAHM fa CE CBBLPAAT ChC CBOA JIEKAP BEAHAIA, AKO YCCTAT HAMYHETO HA NOTCHLKANCH
TpoMBoeMBonuden cuMITToM (Hanp. GonesHeH 0TOK Ha Kpaka, BHezamnHa Gonka 8 repauTe, 3a1yX).

HsMa eRHHHO CTAHOBHIIE 34 NOTEHUHATHATA PoJIA Ha pasmupennaTe send npu BTE.

PrcksT o1 BTE Moke BpeMeHHO [a ce yBenw4# mpH AbiroTpaliHo ofeamBiksaHe, rofAmMa TpasMa HIH
roJIiMa XHPYprHYecka HHTepseHuys. [Ipk cnyyanTe Ha NPONRIDKATENHO 00E3IBIKBAHE ClTe[l XUPYPrudecKa
WHTEpBeHIMA, TpAOBA Na ce HMa NpeIBHA BpEeMEeHHO NPEYCTAHOBABAHS Ha TepallsTa peay HHTCPBCHIHATA
(4-6 ceaMHIM MO-paHO) WIH NPH HaCTHITHIOTO ofe3/BIDKRaHe W BE300HOBABaHE HA JIEICHHETO C/IE] TBITHO
pasIBHKBAHE HA MAMEHTKATA.

Tlpr naupenTH ¢ aHamHesa 3a BTE wnn TpoMGodmiAM CheTosHHSA, TPAOBA Aa ce M3BBPUIA BHHMATENHa
olieHKa Ha nonsata oT X3T cnpamo pucka. HeHnTe, kOdTO Bede ¢a Ha QHTHKOArylIaHTHA TepamnHs, H3HCKBaT
BHHMATEJTHA NPEOLICHKA © Orme non3ata # pucka ot X3T.

KoponapHa 6omecT Ha cupueTo C

HaMa poxazatencTsa OT paHAOMH3MDAHM, KOHTPOJIHDAHM HpoyYBaHMs 3a GnaronpusTeH edekr Ha
HPOXBIDKHATENNHATA KOMOMHHMpaHa Tepalii ¢ KOHIOTHpaWH €CTPOr€HH H MEAPOKCHIIPOTECTEPOH ALETar
BBPXY CBPASYHO-CBHAOBATA CHCTeMa. Jlpe ronemy wmmwasn npoydysanus (WHI u HERS /Heart and
Estrogen/Progestin Replacement Studyl) ca nokasanu BL3MOXKeH PHCK OT CHPACYHO-CH/IOBA 3a001€BaeMOCT
npe3 mepBaTa FO[MHA 0T ynoTpeGara M JIAICATa HA MON3a Kato 1yuio. 3a Apyrure nponykrd Ha X3T uma
¢aMO OTpaHHYEHM [aHHH OT PaHAOMH3MPaHH, KOHTPOJMpAHH NpOYYBAHHH, OfNEHABAN{ HOI3ara 3a
ChpPASUHO-ChAOBaTA 3aboneBaeMocT M cMbpTHOCT. IlopanH ToBa He ¢ CHIypPHO AANH TE3H pe3yNTaTH ce
OTHAcAT H 3a ApyrH X3T npoayxr.

mcym




1000 sxern Ha BB3pacT 50-59 rommem u or 1 no 9 (Hai-6muska oueHxa 4) Ha 1000 xenn Ha BB3pact 60-69
roauHy. He e H3BECTHO JAIH TO3M MOBHINEH PHCK € OTHACA H 3a ApyrH X3T mpoxykra.

ChCTOAHHH

Hsama yOemurennn nokasarencrea 3a nonobpseaHe Ha koraurHeHaTa QyHrima. Mma HAKOB J0Ka3aTencrsa
or npoyusaHero WHI 3a noBHIIEH PHCK OT BBH3MOKHA AEMEHUMA IIPH JKCHH, KOHTO cneil 65 romuiiHa
BB3pACT €4 3a0YHANM Aa TpHeMar npoxsokurenso kombunmpand CEE n MPA. He ¢ u3pecTHO fland Te3H
HAXOJKM Ce OTHACAT 34 [IO-MIIA/H XKEHH B IOCTMEHOMNAY3a WIH 33 NpYTH NpoaykTH Ha X3T.

B penku ciygan Jo6poKaueCcTBEH | B OIIE NO-PIKH CTy9aH MANMrHeH TYMOp Ha 9€pHHA ApoS 1pH OTAEHHH
CMy4ad Ha S>KHBOTO3acTpallaBalla MHTpaa0IOMEHAanHa Xemoparns ce HaOmojasar ciell NpHEM Ha
XOPMOHAIIHH BEINECTBA, KATO TE3H, CHABPXKAIMM ce B YTporecran kamcymu. TpsaGea ja ce MMa HpesBHT,
BEPOATHOCTTA 32 pakK Ha YepHMA Apo6 IIpH MoABa Ha GONka B TOPHATA 9acT HA KOPEMA, YBEIMUEH JepeH Apob
HJIH CUMITTOMH Ha HHTpaabroMHHaNHa XeMOpark.

4.5 BaaumoaeiicTBHE ¢ Ipyru JekapcrBeH# NPOAYKTH B APYrHE (popMH HR B3aHMOAeHCTBHE

VYnorpebara Ba OporecTepoH 3a BEPHO] OT MHHHMYM 12 JTHH HA [HKEJI € CHIHO NMPENOPHIHMTE/IHA IIC BpEME
Ha XOpPMOHAIIHO 3aMecTHTenHa Tepanus (X3T), BRIOYBama €CTPOreH.

EHOBpPEMEHHOTO NPHNOKEHHE C APYTH JEKAPCTBA MOKE 3 YCKOPH MeTaboim3Ma Ha MPOTECTEPOH, KOeTo
BOZIH 10 IPOMAHA B eeKTa My.

Toea BakH B cHeHATE CITy4YaH:

~ CHIHH €H3HMHH HHIYKTOpH KaTo 6apGHTYpaTd, aHTHeNHIeNTHYHM areHTd ((enuroun), pudamnnime,
terinbyTason, cMpoHONAKTOH H rpuzeodyneuy. Tesd NekapcTBa YCHIBAT MeTaboNH3Ma B YESPHHS
Apos;

~  HAKOH aHTHOHOTHMIM (AMNMLAMH, TETPALMKIHH). HACTHIBA APOMSHA B HHTeCTHHAIHATA (AOpPa, KOeTO
BO/IM JI0 NPOMSAHA B CHTEPOXENaTANHHA KPBrOBPAT Ha CTEPOMIATE,

Tsii KaTo Te3H B3aHMOACHCTBHA MOTAT J]a BAPHPAT HHAHBHAYAAHO, KIHHHYHHTE Pe3yITaTH HE BHHATH MOTaT

Ja ce npenBHIAT.

IporecTrepon Moxe 13 NOBITHAC MeTaboIH3Ma Ha TIIOK03aTa (HaMaisa TIOKO3HHA TOIEPaHC), KOETO BOAM
10 YBEITM4ABAHE JI03aTA HA HHCYIIMH M Ha JPYTHTE aHTHAHAGETHH ICKAPCTBCHH NPOXYKTH TIpH AnabeTuiy.

4.6 ®epTHAETET, GPEMEHHOCT B KbpMERe

ITpunosxenuero Ha YTPOrecTaH MEKH KanCy/M HE € MPOTHBONOKAIAHO IIC BpEMe OPEMEHHOCT, BKJI. ITHPBHTE
HAKOJIKO CeIMHITM Ha GpemenHoCTTa (BrokTe TOuKa 4.1. TepaneRTHIHM NOKA3aHEA).

He ca NPOREXKAAHH H3IMHTBAHWUA 338 e(belcra Ha YTI}OPECT&H BBPXY JNaKTallHATa H Heé ¢ H3IBECTHO IOaNmH
APOTECTEPOH €& EKCKPETHPA B KHPMATA Ha XOpa, MOpaid KOSTO HE Ce MPEenophyBa NPHEM Ha YTporectas
(OpasHO WIH BaTHHATHO) 110 BPEME Ha JIAKTALMS.

4.7 Edexra BBpXY ciiocobrocrTa 33 mopupane u paGora ¢ MANIHAA

Ilpn mepopanHo npuAOKeHMe Ha YTporecTad ca JOKITAfBAaHH Cy4aH HA CHHJIMBOCT H 38MaiiBaHe Npw
TIALHEHTH.

Heobxonumo e nosHiieHo BHMMaHHeE NpH modupate U paboTa ¢ MAIUMHH, TIOpaaH
3aMalBaHe NMpH NEpPOpaTHO IIpHIcKeHue. [IpH MPHEM Ha KanCyJIHTe Bedep Mnpeau
M0ABATa Ha Te3H HEIKEIIAaHH PeaKiH. / _




4.8 HexxenaRH JeKAPCTBeHH PeAKIEH

HexenaHuTe NEKAPCTBEHM PEAKIHH Ce KIACH(HIIMpAT B 3aBMCHMOCT OT 9€CTOTara H 10 CHCTEMO-OpraHHH
knacose. T1o gectora Te ce OMpeeNsT KaTo cieABa: MHOro YectH (>1/10), wectn (>1/100, <1/10), nevectn
(>1/1000, <1/100), penxer (>1/10000, <1/1000), MHoro peaxu (<1/10000) u ¢ HemspecTHa uecroTa (0T
HAJIMYHHTE JAHHK HE MOXE JIa C€ HANPaRH OLeHKa).

OKJIaJBAHH Ca CIICAHHTE HCKCIIaHH peaKijiH:

CHereMo-OpralHaH KJIacoBe UecTH HeXCeNTaHH PEakLvMK HeqecTd HeXXeTaHH peaxiiHH
>1/100; <1/10 >1/1000; <1/100
Hapymenns Ha HapymeH  MeHCTpyaneH — LHKBJE
[BB3MIPOH3BOAMTE/IHATA IAMesopes
CHCTEMA KbpBeHEe H3BBH MEHCTPYAIHHA LUHKBI
Hapymenus Ha HepeHatal nagoSonue CBHIHBOCT
CHCTEMA KpaTkoTpaiiso 3aMaiiBate
X enaTo-6HTHApHH ' XonecTaTyHa XEITEHHIA
HAPYIIEHAS {IpypuTyC
ICToMalHO-YpeBHA HAPYHICHHA

ChHIMBOCT H/HIH KpaTKOTpaiiHO 3aMaliBane ce Habmoaasar NPH NAHCHTH ¢ HHCKH HHBA Ha ecTporeH. Tesn
HEXENaHH peaKuuH ca o0paTHMH HpH HaMajisBaHe F03aTa Ha YTPOTECTAH WiM NOBHIIaBaHe N03aTa Ha
€CTPOTeH, 63 /1a C& KOMIPOMETHPA TEPANCBTUMHHAT YCIIEX.

BE3MOXHO € CKBCABAHE HA MEHCTPYATHHS HMKBI WIH KbPBCHE IO BpeMe HA HHKBIA, aKO JIEUEHHETO €
3AMOYHATO NPEKATIEHO paHo, 0coDEHO Mpear 15-THA AeH HA LHKBIIA.

HabmonaraHu ca npoMeHy B MEHCTPYAIHHA LIMKBJI, aMEHOPES W KbPBEHE MO BpEMe Ha IHKB/IA, KOHTO Ca
CBEp3aHH ¢ ynoTpebara Ha IPOTeCTHH A0 NPHHLIAIL

Crobmasane Ha NONOIHPAHH HEXENAHH PEAKIIHH
C’bOﬁH.laBaHCTO Ha nonos}{paﬂn HEeXeIaHH peakmm cnen paspemanaﬂe 3a ynmpeﬁa Ha nexapcrseﬂnﬂ

HNpOAYKT € BaxkHo. Tosa no3sonaBa A2 NPOXIDKH HaOMONEHWETO HA CHOTHOIICHUETO TOM3@/PHCK 34
nexapcTBeHHA MPOAYKT. OT MeIMIMHCKMTE CIIeIHA/IMCTH CE M3HCKBA Jla cHOOINABAT RCAKAa TOJO3MPAHA
HEKENaHa peakimd gpes Mameinurenna arennua no jexapereara yiu. "Hamsn [pyes” Ne 8,1303 Codus,
Tes.: +35 928903417, yeGeaiit: www.bda.bg

4.9 Ipeno3upane

B noeedeTo ciyvau HexenaHWTe peaKLMH, ONMCAHH B NPEXOJHATA TOYKA, ¢4 CUMIITOMY Ha IPEO3HpaHe.
Hsma noxnaasasu cydau Ha NPEAO3ApaHe NPH BarMHANHO Ipuimkenwe, [Ipd Hamanssane Ha 103413, Te3H
CHMITTOMH OTILEYMABAT CIIOHTAHHO.

IIpu naxow mannenTH, obMvaiiHaTa J03a MOME Ja ce OKaxke TBLPJE BHCOKA MPH HAIHYME HA NEPCHCTHPALIA

WIH MOBTAPAINA C€ HEKOHTPOJIMpAaHa €HAOTECHHA CEKpeLHA Ha MpOrecrepoH, HAYMHTEIHA YyBCTBHTEIHOCT

KEM HPOIYKTa WIH CHIIFTCTEAIIH HHCKH HHBA HA €CTPANUON B KPHBTA.

B resu cnyqan Tpsadea na ce peanpHEME HAKOE OT CACAHHTE ACHCTBMIL

—~ B cnydali Ha chHIMBOCT WIM KPaTKOTpaiiHO 3aMaiisake, Jo3aTa TpabBa na ce HaManu MOCTETICHHO.
PecnextHBHO, YTporecTaH Tpa6Ba Aa ce MpHiara pedep NpeH Jsraxe, 3a neprol ot 10 IHA Ha LHKDIT.

~ B ciyuaii Ha KbpBEHe IO BpeMe Ha MEHCTPYATHHS HKBA WK CKbCABaHE Ha LHKEIA, JICYCHHETO TpAGBa
Jia 3aTl0YHe MO-KhCHO O BPpEME HA LMKbA (Hanp. Ha 19-us AeH OT IMKEIA BMECTO Ha 17-




5. PAPMAKOJIOTHYHHA CBOBCTBA
5.1 >apmaxkosnEAMHEYEH cBOHcTBA

dapmakorepanesTuuna rpyna; [IMK090-N0n0Ba CHCTEMa B HOJOBU XCPMOHH
ATC kop: GO3DAO4

Vrporectan (ChAbpXa NPOreCTEPOH) 3HAYMTENHO NORMIIABA HHRATA Ha TPOreCTEpPoH B IUIAIMATA ClIER
OpalIHC HIIH BarHHagHO NMPHNO0XKEHHE, KATO 10 TO3H HAYMH MOMKe Na KOPHIHpa NporecCTepoHOB nedmum.

5.2 ©apMaKOKHHETHHH CBOHCTBa

Ilepopanno npuncxkenue: I[fopumiapane Ha HABATA HA [IPOTeCTEPOH B KPBBTA 3a1104Ba OT OBPBHA 4Yac ClIe]
nepopajicHd NpHEM, KATO MAKCHMAITHaT2a IUIa3MeHa KOHUCHTpallHA Ha l'lpOl"QCTCpOHﬁ ce Haﬁmonana MEXAY
1-ua 1 3-ms uac cnen npuema. [opamu BpeMeTo Ha 3aXbpKaHe HA XOPMOHA B THKAHTa, 00maTa THEBHA 1032
TpsDEBa 1a ce pa3feny Ha ABe 03, IPHEMAaHH Ha WHTepBAIH oT npHONMsATeHO 12 vaca, 3a za MOXKe Ja ce
OCHI'YPH HacHIIIaHe 3a Iienud 24-4acoB NepHOA.

Barunanno npuioxenne: [Ipn npunoxkersne Ha CTAHJAPTHATA [IPEIOPHIHTENHA 1032 MOTaT 1a Ce
AOCTUIHAT M ONABPKAT CTAOHIHH (PH3HONOTMYHA HUBA Ha [U1A3MEHH NIPOTECTEPOH, Nono0HH Ha
TE3H, JOCTUTAIIM CE NPH yTeaTHa (a3a Ha HOPMATIEH MCHCTPYAIEH 1HKEIL.

YTporecTaH KancyaH NOArOTBS €HAOMETPHYMA 33 HMILTAHTHPAHE Ha 3APO/HIIA.

l'IpH BHCOKH I03H, NOCTHTAIH CE MPE3 BE3XOAAINO YBCIAYABAHES HA 03aTa H TO3H Ha4YHH Ha
TIPUIIOXKEHHS, MOTaT Ja e IOCTUIHAT HUBA Ha TIPOTeCTEPOH B KPBBTa, OM3KH 0 HMBATa MO BPEME HA
IEPBHA TPAMECTEP OT OPEMEHHOCTTA.

Merabonuzem: MeTaGoIHTHTe B YpHHATA M TUIa3MaTa ca MOAOOHH Ha Te3H, HAMEPEHH Np# PU3KHOROrHIHATA
cekpels Ha Kopryc myTeyMm. OCHOBHMTe My MerafomuTu B miasmara ca 20-ampa-XMapoKcH-aenTa-4-
NPEerseHoONoH ¥ S-anda-guxuapornporecrepod. OcHoBHuAT MeTaboaur B ypunara e 3-anda-5-Gera
TNpErHavjgAao.

5.3 Ilpeax mAE9AR AaHHH 32 GeonacHocT

He ca H3BECTHH HOITBJIHHTE/IHH NpeAKIMHAYHA JaHHH 3a 6€301acHOCT, MPEACTABEHHTE B IPYTH PasfieNid Ha
KPaTKaTa XapaKTepHCTHKA HA NEKAPCTBEHHA NIPOIYKT.

6. PAPMAHEBTHYHH JAOHH

6.1 CoachLk Ha NOMONHATE BEIECTBA
Kancynno cvovporcumo.
CTEHYOTIIEIOBO MAcio, pabHHHpaHO
Coes netruH

Kancynna obsusxa:

Kenatuu

I'mamiepos

Turaror auokcuy (E 171)

IfpeurcTena Bona

6.2 HecBhEMECTHMOCTH
Henpunoxumo
6.3 Cpox Ha roxmoct

3 roguuu




6.4 CoenHA/IHH YC10BHA HA CHXPAHEHHAE
Ja ce cexpanssa nox 25°C.
6.5 Baa B chabpKaBHe HA ONAKOBKATA

KaproHeHa KyTHd, chabprkaina 1 wim 2 PVC/Al 6akctepa.
Exun 6nrcTep chabpika 15 MEKH Kancymd.

6.6 Cnenuannu npeANa3sH MEPKH IIPH H3XBbpJgHe H paboTa

Hama cnenmaniy H3HCKBaHUA.

Heusnonspanuar MPOAYKT WIH OTNATBYHHTE MATEPHATH OT Hero TpAdBa Ja ce M3XBHP/AT B CHOTBETCTBUE C
MECTHHTE H3HCKBAHHA.

7. MPATEXATEJ HA PASPEHIEHHRETO 3A YITIOTPEBA

EKODAPM I'PVYIT A]l

yi. ,,Atanac Jlykos® Ne29, er.3,

1407 Codwa, brarapHs

ten.: (02) 906 90 70

daxc: (02) 906 90 71

8. MPHTEXATEJI HA PABPEIIEHHETO 3A ITAPAJIEJIEH BHOC

“becta Men” EOO/, yn. "KeHuo Cropues" Ne§, 5350 Tpasna, boarapus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20000688

9. JATA HA ITHPBO PASPETIABAHEMOJHOBABAHE HA PASPEOIEHHAETO 3A YIIOTPEBA

Jata Ha nepBo paspewiasane; 17 Hoemepr 2000 r.
Jara Ha mocneano mogHoesaeane: 05 wonu 2011 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
07/20620
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