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1. HMME HA JIEKAPCTBEHMSI IPOJYKT 21 -07- 200

YT1porecran 100 mg kancyyiu, Meku
Utrogestan® 100 mg capsules, soft

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Besika meka karncysia YTporectan cbabpa kaTto akTuBHO BetecTso 100 mg nporectepoH
(progesterone).

3a MbJIHUA CIMTUCHK HA MOMOILIHHUTE BEIIECTBA BUIKTE TOUYKA 6.1.

I JJEKAPCTBEHA ®OPMA

Karncynau, Meku
Kpbriau, 0,1€10 XXbATH KancyJiu.

4. KIUMHHUYHHA JAHHH
4.1 TepaneBTHYHH NOKA3AHHA
[lepopanHO U BaruHaJIHO MPHJIOKEHHE.

IlepopanHo npuJIOKEHHE

[ ' MHEeKOoI0r U

o 3a0os1s1BaHUs, CBBP3aHH C NPOreCTEPOHOB AE(PHLIMT:
- [MpeMEHCTpYyaleH CHHAPOM;
- Hepe0BHA MEHCTPYALIUs, CI€ICTBHE HA OJIMIOOBYJ1ALIMA MJIH AHOBYJIALIMA:
- noOpoKkayecTBeHa MacTONATHSA;

- [peMeHonaysa.

® XOpPMOHATHO 3aMECTHTEJTHO JICYEHHUE CJIe/l MEHOMay3aTta (B AOMb/IHEHHE KbM Teparnus C
€CTPOreH);

® CtepuauTeT NOpaau HEAOCTATLYHOCT Ha JiyTeasiHaTa (a3sa.

AKYLIEPCTBO

s JleueHune Ha 3annawiBatll adOPT WM NPEAOTBpATABAHE HA MOBTOPHHU a0OPTH, ABJIKALLM CE€ Ha
JI0Ka3aHa HeI0CTaTbYHOCT Ha JiyTeanHara dasa;

® JleyeHue Ha NpeKAEBPEMEHHO paXkKaaHe.

BarnnaJjiHo npu/iokeHHe
BaruHaaHOTO NpUIOKEHHUE € AJITEPHATUBHO HA MEPOPATHOTO.
I [To-crnietMaiHO UMa CJIEJIHUTE NOKa3aHUs:

® [IporecTepoHOBO 3aMeCTBaHE MPU TOTAJIEH NPOrecCTePOHOB Ae(ULMT (AOHALMSA HA OOLIUTH) NPH
keHU 0e3 oBapvasiHa (PYHKLMSA;

® JlonbaBaHe Ha JyTeanHara ¢das3a npu in vitro onaoxaaul UMKsa (/VF);

. JlonbaBaHe Ha jyTeasHaTa (a3a npu CrilOHTaHHKW U UHAYUHPAHH LIMKJIH B C

cyOdepTunuTer, MbpBHYHA WK BTOPUUYHA OBApPHAJIHA HEOCTATBYHOCT, OC
aHOBY.1ALUA;



. B cnyuait Ha 3annawsail abopT WiK NPEeNOTBPaTABAHE HA NOBTOPHU aDOPTH, AB/DKALLM CE Ha
N0Ka3aHa HEJO0CTAaTbYHOCT Ha nyTeanHarta da3za (10 12 rectauvoHHa ceaMuLa).

2. Bevuky apyrd HHAYMKALKH 33 NEPOPATHO NMPUIOKEHHE HA MPOrecTEPOH NMPH YCIIOBHE, Ye ca
HaJTHLIE:

. HexKeNaHH epEKTH NP NEPOPATHO NPUIOKEHHE HA NPOrecTEpoH (COMHONEHTHOCT);

o MPOTHBOMOKA3aHHA 3a NEPOPATTHO NnpunokeHue (UepHoapobHo 3abonssaue).

4.2 /J0o3HpOBKA H HAYHH HA NPHJIOKEHHE

Heo6xonuMo € cTPMKTHO CMa3BaHe Ha J030BUTE PEKUMH NIPH BCUUKH NOKAa3aHHUA.

[TepopanHo npunoxeHHe:
O6uuaitnara no3a e 200-300 mg (2 nnu 3 xancynu), pazaeneHH B Asa rnpueMa (Harp. 2 Kancyiu pevep

npeau nsrade U oule 1 karicysna CyTpHvH, ako € HeoOXoauMo).

- [IPU HeXOCTATHLYHOCT HA JTYyTeaaHaTa (asa (MPeMEHCTPYaNeH CHHAPOM, HEPENOBHA
MEHCTpYaliya, NpeMeHonay3a, nodpokayecTBeHa MacTONaTHA): 103aTa € 2 WIH 3 KaliCyaH
ITHEBHO 34 LUMKBJ OT 10 aHK, oOukHOBEeHO OT 17 10 26 AeH HAa MEHCTPYaTHUA LIMKBIL.

- Py XOPMOHAJIHO 3aMecTHTeIHA Tepanua (X3T) ciex meHomay3a: He ce npenopbyBa
M30JINPAHO ECTPOTCHHO 3aMECTBAHE, [OPAJH ONACHOCT OT EHAOMETPHAIHA XMIIEPIUIa3HA.
[lporecrepoH ce mpMeMa KaTo afgioBaHT, [o3aTa € 2 Karncyad AHEBHO 3a 14 anu (nocneaHurTe
[BE CEAMULIM OT TEPANCBTUUHMUA LIMKDBA), ClIe] KOSTO XOPMOHAITHATA Tepanus ce cnupa 3a |
ceamuua. [To BpeMe Ha Tazu eIHa CeAMHLIA MOXeE Ja ce Haboasa KbpBEHe,

- pH JieueHHe HA npexaeBpeMenno paigane: 400 mg nporectepoH Ha BcekHd 6 0o 8 yaca, B
3aBUCHMOCT OT KJIMHHYHHTE pe3yaTaTH, MOJYUCHH MpU ocTpaTta ¢asa, noc/ieABaHH OT MPUEM Ha
noaaspxkatna go3a (Harp. 200 mg x 3 m»TH gHEBHO) a0 36 recrauMOHHA ceAMHLA.

BaruHanHUAT 0'bT HA NPUIOKEHHE NPH TE3H UHAMKALIMM CE H3MOJI3BA B ClTy4al Ha:
1. Xemnaronarus
2. Hexenanu edpexTH (COMHOIEHTHOCT), CJIEN MEPOPATHO MPUIIOAEHHUE Ha MPOTECTEPOH.

BarvHanHoO nNpuioxeHHe:
O6uuaiiHaTa nHeBHa a03a € 200 mg nporectepoH (N0 1 Kancyna CyTPHH H BEYEP NPEAH NAraHE), KaTo
KancynuTe Tpa0Ba Aa ce nocTassT Axi100KO0 BbLB BiaraauileTo. Ta3u 1o3a Moxce Ja C€ YBE/INYH B
32BUCUMOCT OT MHAWBHAYATHHA KIIMHWYEH OTTOROP HAa NALMEHTA.

- Npy HEAOCTATHIHOCT HA JIYyTEAAHATA (paza (HapylLLUECHHA B OBYallUATa, HEPEJAOBHA
MEHCTpYAallus): JHEBHATA 4034 € 2 KancyaM aHeBHo (200 mg) 3a nepuon ot 10 aum,
o0OMKHOBEHO OT 17 10 26 neH Ha MeHCTPYallHUA LIHKBII.

- npy HAQEPTRIHTET, CBLP3aH ¢ REAOCTATLYHOCT HA AyTeaaHaTa Ppasa (AOHAHHY HA
OOIIHTH) NbPBOHAYANHATA 1032 € | kancyJsa Ha 13-Ha M 14-K4 1€H OT UMKBJa Ha
NPeXBbPAAHETO, NOCIe OT 15-ua A0 25-Ua AeH OT UKKbaa o | Karncyna CYTPMH H BeUuep npeau
naraHe. Ot 26-us AeH U B CTyuail Ha OpeMEeHHOCT, 103aTa Ce yBeauvapa ¢ | kancyJsa Ha JeH
BCAKA CEIMULIA, IOKATO CE€ JOCTHUIHE MAKCHMAJIHA IHEBHA 1032 OT 6 Kancy/M Ha JieH,
pa3feneHy B TPU aruIMKauMM. Toea npeAnycaHuMe TpadBa na npoabku A0 AeH 60,

- NpH J0ALJBAHE HA IyTeA HATA aza npH in vifro onaoxaam nuksa (IFV): npenopbusa ce
npunoxeHne Ha 600 mg kancynu Ha AeH (6 Kancyiu, pasnpenencHi B TPH alUTMKALMH CYTPHH,
Ha oben U Beyep npeau asraxe), 3anoupaky ot AcHs Ha HCG nHxXeKkuuAaTa.

- A0MbJABAHE HA JYTEATHATA $Aa3a NpA CHIOHTAHHHE H HHAYUWHPAHK HHKIH B CIYyMAHTE HA
cyOdepTHAHTET, MHPBHYHA HJIH BTOPHYHA OBAPHATHA HEAOCTATHLYHOCT, 0COOEHO NpH
0JIMTO-, AHOBY.IAIIHSA: NPENOPbYBA C& MPUIOKEHHE HA 2-3 Kalcyau AHEBHO, o1 17- -
LYKbIa B npoabkeHHe Ha 10 gun. B cnyyar Ha aMeHOpesa WIH AUarHOCTHLL
OpeMeHHOCT, eueHHeTO TpAOBA na C€ MOBTOPH, KONKOTO € Bh3MOXKHO MO-CK 2

- B C.Ty4Aal HA 3anjamsam adéopT HIH NpeJoTBpATHBAHE HA NOBTOPHH 2
ce HA JO0KA3AHA HEAOCTATRYHOCT HA AYTEAJIHATA (pa3a: NpenopbyBa ce
KarncyJiu AHEBHO B [B€ alUIHKauHH N0 |2-Ta recTalMOHHA CEAMMLIA.




4.3 [IlporaBonokazanus

- TEKKH HApyLIEeHUA Ha YepHoapoOHaTa PyHKUHA;

- aKTHBHA AbJIOOKA BEHO3HA TPOoMOO03a MJIH aHAMHE3A 32 TAKOBA ChCTOAHHE;

- aprepvanHi TpoMOOeMOONHYHH HAPYLIEHHA W/TH AHAMHE3Aa 34 TAKUBA CHCTOAHMA,

- NoAO3MPAHNA UK JUATHOCTHLMPAHHU XOPMOHO-3aBUCHMHI HapyLWEHUA UM TYMOPH Ha MaTKara,
repaaTa Wik Si4HULIHTE;

- aHAMHE3a 3a pak Ha repaara;

- HEAHarHOCTHUMPAHO BArHHANHO KbpBEHE;

- CBPbXYYBCTBHTEHOCT KbM AKTUBHOTO BELUECTBO, COEB JIELIMTHH WIH KbM HAKOE OT MOMOLIHUTE
BELLECTBA, U30POEHHU B TOUKA 6.].

4.4 Cnenuanen npeAynpexieHua B NpeAnaiid MEPKR NpH ynorpeda

JleuenueTo, Korato ce H3BLpLUABA CBIJIACHO NPENOPBYUBAHHUTC JO3IHPOBKH, HC € KOHTPALUCIITHBCH
METOA.

MeHCTpyanHHAT LUK MOXKE a € CKbCEH U [a ce HabnioaaBa KbpBEHE, aKO NPHEMBT € 3anO4HaT
npexaieHo paHo, ocodero npeau 15 JeH Ha MeHCTpYaTHUA LHMKBIL.

[1pn nepopaiHO NPHIIOKEHHUE CE MPENOPbLYBA NPHEMBT AA € HA IMIAJHO, @ HE B YACOBETE Ha XPAHEHE.
[1pu BarMHaMIHO MIPUNOKEHHE, KANCYIUTE TpAOBa Aa C€ NOCTABAT ABJOOKO BbB BNAraTHIIECTO.

[1py HanuuKe HA MaTOYHO KbpBEHE YTporectaH He OHMBa 1a ce NMpeaAnycBa 40 YCTAHOBABAHE Ha
NPHYYHATA 33 KbPBEHETO, 3a NPEANIOYHTAHE Ype3 SHAOMETpHAIHA BHoncus.

Tobit KaTo He MOXKe 1a ce U3KIIOUM PHCK OT TpoMOOoeMOOIMA U METADONTUTHH HAPYLLEHHA, JICHEHUETO
TpAOBa Ja CE NMPeyCTAHOBH NPH MOABa HA HAKOE OT CJICAHHUTE ChCTOAHMA:

- HapyLIEHHA Ha O4YUTE KaTo 3aryda Ha 3peHUE, AHIUIONHA, BACKYapHH JIC3UH Ha pETHHATA;

- BeHO3eH TpoMbOoeMOONH3BM WM TPOMOOTHYHHK CHOUTHS;

- TEXKKO rnapodonue.

[launenTH ¢ anamuesa 3a TpoMbodnedbuT TpadBa na ObAAT BHUMATEIHO NPOC/easBaHH.

[Tpn amMeHOpes No BpeMe Ha JIEUEHHETO, MALMEHTKATA TPAOBA Aa CH HANPaBH TECT 3a OPEMEHHOCT.

[Toeeue OT nonoBHHATA paHHH CIOHTAHHH aDOPTH C€ NPUYHHABAT OT F€HETHYHH YCI0XKHEHUA. OCBeH
TOBA, T€ MOrar fa ca NPHYHHEHH OT HHPEKLIHH WIH MEXAHHYHH TpaBMH. B Te3H ciyuam,
eAHHCTBEHHAT PE3YATAT OT yrnorpedara Ha nporecTepoH uie € 3abaBsHe Ha OTACNAHeTO Ha MbPTBHA
nnoAa. [lopaau ToBa, ynorpebarta Ha nporectepoH TpabBa aa ce pe3eparpa camo 3a CyHanTe Ha
AEPULIMT Ha KOpNYC JIyTEYM.

3a neyeHue Ha nocTMeHonay3anHd cumnToMu, X3T Tpabea na Ovae 3amouHara camMo NpH HanWYHUeE Ha
CHMNTOMH, KOHTO HEMAaTHBHO MOBAHABAT Ka4YE€CTBOTO HA XHBOT. BbB BCHUKH cyyaH Tpabea aa ce
HANMPABA BHUMATENHA NPELEHKA HA PUCKOBETE M [10/13aTa MNOHE BeAHbXK roguiuHo U X3T rpabsa na
Obae NpoAbKEHA, CAMO aKO MoN3aTa NPeBb3X0KAa pUcKa.

[Ipn X3T, YTporectan 100 mg kancynu ce npeanucear 3a€AHO ¢ eCTPOrCH-ChAbPKalll MPOAYKT.
MudopmaumsaTa 3a TO3M NPOAYKT TpAOBa Aa ce UMa npeAsH/ 3a oucHKa Ha obmna puck npu X3T.

[Ipeau 3anouBane HA X3T eBenTyanHa 6peMeHHoCT TpAO8a ga Obae M3kmoucHa. TpaESFAR.LQ CHEME
TbJIHA MEAULIMHCKA H CeMeHHa aHaMHe3a. [lauuentre TpaOBa n1a MHUHAT QHU3MK / ﬁﬁﬁﬂiﬂ%
CMEUHAJICH AaKLICHT BbPXY TErNnNOoTO, KPbBHOTO HANAMAHE, ChPLETO, FbPAUTE, TEAQRM ODg%

EHIOMETpHAIHA OLIEHKA (aKO € HeoBXOAMMO), KpakaTa H koxara. [lepuonnuffug th
NpenopbyBaT HaH-MaJIKO HA BCEKH LUECT MECELA MO BPEME Ha IEHEHHETO.,

Cohcroanud, H3uckBawy HabnwaeHue npu X3T



AKO HAKOE OT CNEAHHTE CbCTOAHUA € HATUYHO WM €€ € 0DOCTPSIIO N0 BpeEME Ha NPEAXOAHA

XOpPMOHATHA Tepanus win HpeMeHHOCT, ce Hajiara nauxeHTkara Aa Obae HabmonasaHa. Tpabsa ga ce

HMa NPEABMU, Y€ Te€3H CHCTOSHMA MOFaT Aa ce NOBTOPAT KWITH 4a CE BIOILAT 110 BPEME HA IEYEHHETO C

YTporectaH. TakHBa CbCTOSIHUA Ca:

- MHOX(ECTBEHA CKJIEpO3a,

- enuiencus;

- 3axapeH quaber ¢ un 6e3 CbAOBHM YBPEKNAHHUS,

- nobpokauyecTseHo 3abonapaHe Ha rLpAaTa;

- PHCKOBH (PAKTOPH 32 ECTPOreH-3aBUCMMH TYMOPH, T.€. |-Ba CTEMEH HAC/IEICTBEHOCT HA PaK Ha
rppaara;

- YepPHOAPOOHH HAPYUICHHA;

- XHIIEPTOHUA;

- ChPACUHH, YepHOOPOOHH WiH OBLOPEUYHH HAPYLIEHHS;

- MHIpEHa;

- acTMa;

- Xopes MHUHOP;

- TETAHHS;

- OTOCKJIEpO3a,;

- neitomuoMa (MaTouHu GUOPO3HKM TYMOPH) UIH EHAOMETPHO3A;

- aHaMHe3a HJIH PUCKOBH (PaKTOPH 3a TPOMOOEMOONTHUHH HADYLUCHHS,;

- CUCTEMEH TYITYC EPUTEMATO3YC;

- aHaMHe3a 3a EHAOMETPHANHA XUneprulasus.

[lpuruHy 3a He3abaBHo cnvpaHe Ha X3T

Tepanuara Tpabea na 6bae npexkbeHaTa He320aBHO B CAETHHUTE CITy4aH:

- MosABa HA MUIPEHO3EH TUM rNMaBobOIME 32 MBPBY NBT

- 10ABa Ha CHMIITOMH Ha 3aMyWIBaHE HA KPbBOHOCHUTE CbAOBE, HAMp. 3pUTEHH HAPYUICHHA,
- ’KBATEHHLA, XOJIECTa3a, XeTaTUuT

- OpeMeHHOCT

- 3HAYMTEITHO NMOBULIIABAHE HA KPHLBHOTO HAJIAIaHE

- 334eCTABAHE Ha eNWISeNTUYHHTE NPHNaabLH

- pasBUTHE HA BEHO3HA TpomboemMOonHa

XHIepIuia3ys Ha €eHAOMETPHYMA U pak

[Ipe3 nbpBHUTE MECEIH Ha JIEUSHHETO MOXE 11a ce Habnonasa NpoOHBHO KbPBEHE Y 3aLariBaHe. AKO Te
C€ MOABAT M3BECTHO BPEME CJEA 3AMOUBAHE HA JICUCHUETO WK NPOABILKAT el CnUpaHe Ha
TepanuATa, TpsAOBa 1a ce ThPCH NPUYHHATA, KOETO MOXKE Aa HANOXKH OUOINCHA Ha EeHAOMETPHYMA C
OrNen H3KJIUYBAHE HA MAJIUTHEH CHAOMETPHAJIEH MpoLEC.

[Tpu enupemuonornuHo u3cneasane Million Women Study (MWS), 5 roauuina ynotpeba Ha
koMOuHHUpaHa (CeKBeHLHANHA UK HenpeKbcHaTa) X3 T He yBeMUAaBa PUCKA OT EHAOMETPHANIEH PaK
(RR 1.0 (0.8-1.2).

Pak Ha rypaaTa

3a BcHukHd X3T, eKCUECUBHHAT PUCK CTaBa BUJUM B pAMKHUTE Ha HAKOJIKO FOJHHM ynotpeba u ce
NOBH1NABA C NPOABL/DKHUTEIHOCTTa Ha nprema Ha X3T, HO ce BpbLUA A0 H3XOAHHUTE CTOMHOCTH 3a
HAKONKO (Hafi-MHOTr0 3) rOAMHHU CNEA CMUPAHE HA JICYEHHUETO.

KoMOuHHpaHa ecTpOreH/nporecrare repanus

PangoMmu3npaHo, rauebo-koHTponrpaHo npoyusaHe Women's Health Initiative sti
eNUIeMHONOTHYHH WichenpaHus (Bxu. Million Women Study (MWS)) nokazear yB




pPa3BMTHE HA PaK Ha MbPNATa NPU XKEHH, NpueMailyn koMOuHHpaHa ecTpored/nporecrareH X3T 3a
HAKONKO FOAWHHU (BHXKTE TOUKa 4.8).

B npoyuBanetro MWS OTHOCHUTENHUAT PHCK 3a pak Ha rbpaara ¢ KoHrorupaiu ectporesu (CEE) nnu
ectpaauon (E2) e no-ronsm, koraro ce nobasy nporecrared, HE3aBUCHUMO CEKBEHLIHATHO WIH
HENPEKbCHATO M HE3aBHCHMO OT THIIa HA nporecrareda. Hama qokasarencTaa 3a pazivka B pyCKa
MEeXXAY pa3/IMYHUTE HAYHHH Ha NPHIOXKEHHE.

X3T, ocobeno koMOHHYpaHaTa eCTpPOreH/ nporecTared Tepanus, MOBHMLIABA NYBTHOCTTA HA
MamMorpadckute H3o0paKkeHHs, KOETO MOXKE 1a MOBAHAE HeOIaronpuaTHO paAHONOTHYHOTO
OTKPHBAHE HA paK Ha rbLpAara.

Kenurte Ha X3T Tpadsa na MHHaBaT peAOBEH Nperien Ha rbpauTe U TpAdea na ObAAT HHPOPMHUPAHH
Kak caMH Aa rd npernexzaar. [IperniopbunTeHO € NpoBEKAaHE Ha PeIOBHH MAMOrpagcku
H3caeABaHHA (aKO ce cMeTHE 3a HeoOxoaumo). XKenuTe ¢ PpaMunHa aHamMHe3a 3a paK Ha repJaTa
TpaGBa Aa ObaaT BHUMATENHO HabNoAaBaHH MO BpEME HA JICYEHHETO.

Benozen tpomboembonnznsm (BTE)

EnnaemMuoNOrHYHU NpOYUBaHUA npeanonarar, ye ynorpedbara Ha X3T € cBbp3aHa ¢ NOBHLIEH PHCK 34
pa3BHTHE Ha AWIOOKA BeHO3HA TpombO3a MK My IMOHaIHA eMOOoIHA.

YCTaHOBEHO e, ue MpH 34paBH xeHH, kouTo npueMaT X3T, Opoar Ha ciyyaure Ha BTE, xouTo Onxa
ce MOABWIIM 34 MepHO OT 5 TOOHHHK, € Mexay 2 U 6 (HaH-Onu3ka oueHka 4) Ha 1000 xeHH Ha BB3pacT
50-59 roauuu 1 mexay 5 u 15 (Hai-6nu3ka ouerka 9) Ha 1000 xeHu Ha Bb3pacT 60-69 rogvHu.
BepoaTHOCTTA 32 NOsABa Ha TakoBa CbOMTHE € MO-ronsma npes nbpBara roguHa Ha nededue ¢ X3T,
OTKOJKOTO NO-KbCHO.

[Topaam yBenuueHusT puck 3a pa3Butue Ha BTE ce usuckea nosuueHo BuMmaHue npy X3T npu
XKE€HH, KOMTO Ca C BUCOK PHUCK 33 pa3BMTHE Ha AbN0OKa BeHO3HA TpomboO3a unu nyaMoHanHa eMobonms.
O6wonpu3HaTuTe puckoBH dakTopu 3a BTE BxoyBar xupypruuecka HHTEpPBEHLIUA,
NPOABIKHTENHO 00e31BUXKBaHE, 3aTibeTaBaHe (Muaeke Ha TenecHo terno > 30 kg/m2) u cucteMeH
NYyNyC €pUTEMAaTO3YC.

Ako ce pa3sue BTE cnen 3anousane Ha Tepanuara, npuembT Tpsadea aa 6vae cnpad. [lauuventrure
TpaOBa Aa ObAAaT NOCHBETBAHH Aa CE€ CBBPIKAT ChC CBOA JIEKAP BEAHAra, aK0 YCETAT HATHYHETO Ha
noTeHuHaneH TpomoOoemBonruueH cumnTom (Hanp. 60AE3HEH OTOK Ha Kpaka, BHe3anHa Oonka B

bPAKTE, 3a0yX).

HsamMa eqMHHO CTAHOBHUILUE 33 MOTEHUMAIHATA pOoJisA Ha paswMpenuTe BeHH nipyu BTE.

PucksT oT BTE MOXe BpeMeHHO Ja ce yBeNWYH NpH AbAroTpanHo 00e3ABUKBaAHE, rONIMa TPAaBMa
HJIM FOJIEMA XHPYPruyecka uHTepseHUMs. [Ipy cmydaute Ha NPOABIDKUTENHO 00e31BHIKBAHE Clie
XHPYpPruyMecka HHTepBeHLus, TpAOBa da ce MMa NpeABU BPEMEHHO NPEYCTAHOBABAHE HA TEPANUsATa
npean MHTepBeHUMATA (4-6 CEAMHLUH NO-PAHO) WIH NPH HACTLIMIOTO O0E3IBHKBAHE U
Bb300HOBABAHE HA JICHCHHUETO CJIEA NbJHO pa3ABUKBAHE HA MAUHEHTKATA.

[1pu nauyuenTy c aHamue3a 3a BTE unu TpombodunHu cheTosHua, Tpa08a Aa ce M3BbLPIUH
BHUMATEJTHA oueHKa Ha non3ata ot X3T cnpamo pucka. JKeHHuTe, KOMTO BeUe ca Ha AHTHKOAryjaHTHa
Tepanus, U3UCKBAT BHUMATE/IHA NIPEOLICHKA ¢ OrJie]] nnoa3ara H pucka ot X3T.

Koponapua 6onect Ha cbpuero (KbC)

HsMa gokasaTteicTBa OT paHAOMH3HMPaHH, KOHTPOJMUPAHU NMpOoy4BaHHA 3a Osaron
NPOALKUTENHATE KOMOHHHpAHA TEpalng ¢ KOHIOTHPAHHA ECTPOreHH U MEAPOKC
BbPXY CbPACHHO-CBHAOBATA CUCTEMA. [BE rONeMH KAMHHYHH npoy4usanusa (WHI
Estrogen/Progestin Replacement Study/) ca nokazany Bb3MOXEH PUCK OT CbpAey



3a00oneBaeMoCT Nnpe3 MbpBaTa 'OAYHA OT ynoTpedara 1 Mrcara Ha no/i3a Karo Uusaio. 3a Apyrure
npoaykTH Ha X3T uma camo orpaHuyeHd JaHHH OT paHAOMH3UPAHH, KOHTPOIMPAaHH MPOYYBaHHA,
OLEHABALIH NOJI3aTa 332 ChPAESYHO-ChA0BATA 3a001€BAEMOCT H CMBPTHOCT. [lopaau ToBa He € CUIrypHO
JaJTH TE3HW pPel3y/ITaTH ce OTHACST K 3a Apyrd X3T npoaykrH.

HMHucynT

Ilpa npoyusanero WHI ce ycTaHOBABa NOBHLIEH PHUCK OT HCXEMHUYEH HHCYIT NPU 34PaBH XKEHH NO
BpPEME HA NeYeHHe ¢ NPOABbJIKMTEIHAa KOMOHHUpaHa Tepanua ¢ ectporedd U MPA. YeraHoseHo e, ue
OpoAT Ha cAyuHuTe, B KOMTO O1Xa NOAYUHIIM HHCYAT 3a 5 roauuiex neproa, € ot 0 no 3 (Haii-61u3ka
ouerka 1) Ha 1000 >xeHn Ha BB3pacT 50-59 roguuu u ot 1 ao 9 (Hali-6,1M3ka ouenka 4) Ha 1000 >xeHu
Ha Bb3pacT 60-69 roanun. He € H3BECTHO Jany TO3H MOBHILEH PHCK C€ OTHACS H 3a Apyru X3T
MPOIYKTH.

IApyru cbCTosHus

Hama ybeaurenuu aoxasartencrsa 3a nonodbpsapaHe Ha KOrHUTHBHATa QyHKUHA. MMa HAKOH
A0Ka3aTecTRa OT npoyueaHero WHI 3a nOBMIUEH pUCK OT Bb3MOXKHA AEMEHLIUA OPH KEHU, KOUTO
cnen 65 roauMiiHa Bb3pacT ¢a 3ano4yHaIH Aa npyueMar npoabkuTenHo komOuHupanu CEE u MPA.
He e u3BeCTHO nanH T€3M HAXOJKH CE€ OTHACAT 3a [T0-MJ1aJIH XEHH B [TOCTMEHOMNay3a WM 3a ApYry
npoayktH Ha X3T.

B peaxu cnyuan 1o0poKa4yecTBEH U B OLLE NO-PEAKH CTY4aH MAIMIHEH TYMOP Ha YepHus Apod npu
OTAENIHM Clydan Ha KHBOTO3acTpaluaBalia MHTpaabaoMUHAIHA xemoparus ¢e Habmoaaear cnea
MPHEM HAa XOPMOHATHH BEUISCTRA, KAaTO TE3H, ChAbPKALLH C€ B Y TpOrecTaH kancynu. Tpsbsa na ce
HMa MpeBH BEPOATHOCTTA 32 PaK Ha YepHHUs Apo0 Mpu nossa Ha DONKa B rOpHATa YacT Ha KOpeMma,
YBEJIMMEH HepPeH APOO WIH CUMITTOMH HAa HHTPaabAOMHHANHA XEMOparus.

4.5 B3aumojeiicTBHe ¢ JPYTH JIEKAPCTBEHH NPOAYKTH H APYrH POPMH HA B3IAHMOJACHCTBHE

Ynotpebata Ha NporecTepoH 3a nepuoa or MUHUMYM 12 1HH Ha LMKDBI € CHIHO NPenopbYMTENHA M0
BpeMe Ha XOPMOHAJIHO 3aMecTHTeNHA Tepanus (X3T), Bxiousallla €CTPOreH.

EAHOBPEMEHHOTO NPHIIOMKEHUE ¢ IPYTH JIEKAPCTBA MOXKE Aa YCKOpH MeTadoIM3Ma Ha MpOrecTEpOoH,
KOETO BOJMW A0 MPpOMAHA B edeKTa My.

Tosa BaXKH B C/IEAHUTE CITy4aH:

- CHJIHM €H3WUMHH MHAYKTOpH Kato O0apOMTypaTH, aHTHENWIENITHYHH areHTH ((PEHUTOHH),
pudaMnuLKH, GeHIOYTa30H, CIIMPOHONAKTOH H Irpu3eodynBHH. Te3n nekapcTba yCcuaBar
meTabonuama B YepHus Apo0;

- HAKOW aHTHOMOTHLM (AMIMULIWIHH, TETPALMKIIMH): HACTBIIBA NPOMAHA B UHTECTHHAMTHATA
¢dopa, KOeTO BOAW A0 NPOMAHA B EHTEpOXENaTanHUA KpbroBpaT Ha CTEPOMINTE.

Tvi karo Te3u B3aUMOAEHCTBHA MOTAT Ja BApUpaT HHIWBHAYATHO, KIMHUYHUTE PE3YJITaTH HE BUHArH

MOTaT Aa C€ NPESABKAAT,

[1porecTepod Moxe aa nosnusie MeTabonu3Ma Ha rinoKo3ara (HaMalifaBa rioKO3HUS TOJIEPAHC), KOEeTO
BOAM 0 YBeJIM4ABAHE 103aTa HA MHCYJIMH H HAa APYTUTE aHTHAHAOCTHH JICKAPCTBEHH NMPOAYKTH IpH

nuabetruum.

4.6 Depruanrer, GpeMEeHHOCT H KbpMeHe

an}'lG}KEHHBTﬂ HAa YTPOFECTB,H MCKH KaIICYJIKM HC € MPOTHBONOKA3aHO [10 BPEME HA/OBE MK

/

MbPBHUTE HAKONKO ceaAMHLH Ha GpemMeHHOCTTA (BHXKTE TOYKa 4.1. TepanerTH4HH fpxizAge




He ca npoBexaaHK W3NUTBaHKs 3a €(peKTa HA YTpOrecTad BbPXY JaKTaUUATa W HE € H3BECTHO JaIH
MPOrecTepoOH Ce EKCKPETHPA B KbPMATa HA XOpa, NOpajii KOETO He CE NpenopbyBa NPpHEM Ha
V1porecTtan (OpajIHO WX BArHHANHO) MO BPEME HA JTAKTaLMA.

4.7 EdexTH BLpXxy cnocobHOCTTA 32 modHpaHe H paboTa ¢ MALIHHH

[Tpu nepopanHo npuiokeHWe Ha YTporecTaH ca A0KNaaBaHK C/1Y4aH Ha CbHIHBOCT M 3aMaiBaHE MNpH
MaLHEHTH.

Heobxoanmo e noBHllieHo BHUMaHHE MpH wiodupaHe U paboTa ¢ MAWHHH, NOPaJAH PUCKa OT
CHHJIIHBOCT H 3aMaiBaHe NpH nepopaiHo npunokeHue. [lpyd npyueM Ha KancyauTe Beuep Npeau jaraHe
ce MPpeaoTBPATABA M0sMBATA HAa TE3W HEXKE/IaHH peaklvH.

4.8 HexeaHH NTeKAPCTBEHH PEAKIIHH

Hexxenanure JEKAPCTBCHH PCAKLIHHA CC KJ'IEICHC]JHLIHP&T B 3aBUCUMOCT OT HECTOTaATa H 10

CHCTeMO-OpraHHu Knacose. [1o yectora e ce onpeaenaT karo caeasa: MHOro yectu (>1/10), yecTn
(>1/100, <1/10), neuectu (=1/1000, <1/100), peaxu (>1/10000, <1/1000), muoro peaku (<1/10000) u
C HEM3BECTHA 4ecTOTa {OT HAJIWYHHTE JaHHH HE MOXKE 114 CE HANMPABH OLICHKA).

JoknaaBaHu ca CIeAHUTE HeKeJIaHH peakL{UH:

CHucTemMo-OpranHu YecTH HexkenaHU peakLyy Hedyecty HexenaHu peakuyy
KacoBe >1/100; <1/10 >1/1000; <1/100
Hapytuexus Ha | HapyleH MEHCTpYalieH LIUKBIT
Bb3MPOH3IBOANHTENHATA AMeHoped
cHCTEMA KbpBeHe HM3BBH MEHCTPYAIHMA

LIHKBJ]
Hapywenus Ha | ['naBobonue CBHIHBOCT
HEpBHATA CHUCTEMA KparkoTpakHo 3amaiiBaHe
Xenaro-dunuapHu XonectaTHYHa XXbITCHUALA
HapyLLIEHHA [Ipyputyc

CTOMalIHO-UPEBHH HAPYLUEHHSA

CBHNHUBOCT W/HITM KPAaTKOTpaHO 3aMaiiBaHe ce HaOI0aaBaT MNPy NAUMEHTH C HUCKH HHBA Ha
ecTporeH. Te3n HexXenaHKH peakHH ca oOpaTUMH MIPH HaMalaBaHE 403aTa Ha Y TporecTaH WiH
NOBHLlIABAHE A03aTa HA €CTPOTEH, 0€3 a ¢€ KOMNMPOMETHPA TePaNeRTUUHHAT ycnex.

B13MOXHO € CKhCABAHE HA MEHCTPYAIIHHUA LIMKBIT WIN KbpBEHE MO BPeMe HA LIMKLIA, aKO JICUEHHETO €
3aMo4YHaTO NPEeKaJICHO paHo, 0CO0CHO npean 1 5-THa ACH Ha UMKBJIA.

HaGniopapaHu ca NpOMEHH B MEHCTPYANHHMSA IMKBJI, AMEHOPES U KbPBEHE 10 BPEME Ha LUMKBJIa, KOUTO
ca CBbP3aHu ¢ ynorpebara Ha MpOreCTUH MO NPHUHLKII.

CobobillaBaHe Ha MOAO03UPAHN HEXKENAHH PEaKLIHU
CboOluaBaHeTo HAa NOJO3UPAHU HEXETAHH PEAKLIMY ClIE] pa3peluaBaHe 3a ynorpebda Ha TeKapCcTBEHUS
NPOAYKT € BaxkHO. TOBa MO3BO/ABA a NPOABILDKH HaOMIOASHHETO HA CHOTHOLICHHETO NON3a/pPUCK 32

nexapCTBeHHA NMPoAYKT. OT MEAHLIMHCKUTE CNIELHANUCTH CE U3HCKBA 1A CLOOLIABAT BCAKA

Ne 8, 1303 Codun, Ten.: +35 928903417, yebeaiiT: www.bda.bg

4.9 IIpeno3supane



B noseueTo cnyyan HeXeNaHUTE peakyud, ONMCaAHHU B NpeAX0AHaTa TO4YKa, €A CHMNTOMH HA
npeno3upaHe. HaMa qoknaaBaHud cnyvau Ha npeao3vpasHe rnpy BaruHanHo npuaoxkeHue. Ilpu
HaMalgBaHe Ha 103aTa, Te3H CHMITTOMH OTILYMABAT CIIOHTAHHO.

[Ipy HAKOM NaLMeHTH, obnuaiHaTa 1032 MOXKE A2 Ce OKKE TBHPAE BUCOKA MPH HATMYHE HA
MEPCUCTHPALLA HITH MOBTAPALLA C€ HEKOHTPOIHPAHA CHAOTEHHA CEKPELHA HA MPOreCTEPOH,
3IHAYMTEIHA YYBCTBHTENHOCT KbM MPOAYKTA HJIK CBITbTCTBALLIKM HHWCKH HHBA HA €CTPAUO]I B KPbBTA.
B Te3u ciyuau TpsOBa aa ce npeanpueMe HAKOe OT ClleHUTE AEHCTBHUS:

- B cayuait Ha CHHJIMBOCT WM KpaTkOTpaiHo 3aMaiiBaHe, 103aTa TpsOBa Aa ce Hamanu
nocrenedHo. PecniekTHBHO, YTporecTad TpsaOBa Aa ce npuaara Beyep Npeau JgraHe, 3a nepHo
oT 10 aHM HaA LMKDBIL.

- B cny4yal Ha KbpBEHE M0 BpeME HA MEHCTPYaATHUA UMKBI HIH CKBCABAHE HA UMKBIA,
NeYeHUeTo TpAOBa Ja 3aNO4UHE AO-KbCHO IO BpeMeE Ha UHKBJA (Hamnp. Ha 19-ug AeH OT uMKbAaa
BMECTO Ha 17-ua).

- JeHu B nepumeHOnay3a WK )eHH, NPOBe)KAALLH XOPMOHATHO 3aMECTHTENHA Tepanus, Tpadea
Aa C€ M3CJeABarT, C Oriell YCTaHOBABaHe Ha 3a10BOJIMTE/IHH HABA HA eCTPagHOJ B KPbBTA.

5. ®APMAKOJOInmdyHM CBONCTBA

5.1 ®PapmaxoaHHAMHYHH CBOHCTEA

(DapmakoTrepanesTHyHa rpyna: Ilukodo-nonoBa cucremMa H NOAOBH XOPMOHH
ATC xoa: GO3DA0O4

YTporectaH (chbabpiica NpOreCTEPOH) 3HAYUTENHO MOBHIUABA HMBATA HA NMPOTECTEPOH B IJ1a3MaTa cliel
OPATHO KW BAMHHATHO MPHUITONKEHHE, KATO MO TO3H HAUYUH MOXKE Ja KOPUTHpa MPOTreCTEPOHOB

neDULMT.
5.2 @apMaKOoKHHETHAYHH CBOHCTRA

[TepopanHo npunoxeHue: [lopHiIapaHe HA HHBATA HA MPOreCTEPOH B KPbLBTA 3aN04Ba OT {IbPBHUA 4Yac
CIIE/ NEPOPATIEH NMPHUEM, KATO MAKCHMAIHATA [U1a3MEeHA KOHLEHTpaLUA HA NporecTepoHa ce
Habnoaara mexay 1-ua v 3-us yac cnen npuema. [lopaau BpemeTo Ha 3agbpiKaHe Ha XOPMOHA B
ThbKaHTa, oblara qHeBHa 003a TpAOBa na ce pa3fenH Ha ABe A03H, MPUEMAHH HA UHTEPBAJIH OT
npubau3suTenHo 12 yaca, 3a 1a MOKe 1a C€ OCUIYPH HaCHLUAHe 3a eiug 24-4acoB neproa.

BarnHanHo npunoxeHue: [1py npunoxkeHure Ha cTaHaApTHATa [PENOPBLYUTENHA J03a MOraT Ja ce
AOCTHIHAT U MOAALPAKAT CTAOUNHH GH3HONOrMYHM HHBA HA NJ1a3MEHUS NPOreCTepoH, NOAOOHH HA
Te3M, AOCTUrALUM Ce NpY JyTeanHa (pa3a Ha HOPMANEeH MEHCTPYaJleH LIMKhJ.

YTporecTaH Kancysid NMoAroTBA €HAOMETPHYMA 33 MMILTAHTUPAHE Ha 3apOAHILA.

[Ip1 BMCOKH A03H, JOCTHralLUH CE Ype3 Bb3XOAAULO YBEJIHYaBAHE HA 103aTa M TO3W HAYHH Ha
NPUIOKEHHE, MOTaT Ja CE AOCTHIHAT HUBA Ha NMPOreCTEpPOH B KPbBTA, OJIM3KK 40 HHMBATAa M0 BpeMe Ha
MbPBHS TPUMECTBP OT OpPEMEHHOCTTA.

MetabonuzbM: MeTabonUTHTE B YpUHATA M MJ1a3Marta ca nogoOHH Ha Te3u, HAaMEepeHK NpH
(PH3KONOrHYHATA CEKpELIHA Ha KOpmyc NyTeyM. OCHOBHHTE My MeTabONHTH B I1a3mara ca 20-andga-
XHAPOKCH-AenTa-4-MperHeHONOH H S-anda-auxuaponporectepoH. OCHOBHMAT MeTabONUT B ypyHaTa
e 3-anga-5-6eta nperHanauon.

53 IlpeaknHA%HH NaHHH 3a Oe3onmacHOCT

He ca n3BecTHY NOMBIHUTENHH NPEAKNIHHUYHHA AaHHH 33 0€30MacHOCT, pa3u4HH A4
NpeacTaBeHUTE B APYTH pa3ae/iiv Ha KpaTKaTa XapakTepHUCTHKA Ha NEeKapcTBeHUA fipdny




6. OAPMAIIEBTHYHH JAHHH
6.1 CnuchbK HAa NOMOILUHHTE BelllECTBA
Kancyano cvovpocumo:

CrbHUOrie10BO Maco, paHHUpaHo

CoeB NEeUHTHH

Kancyana obsuska:

XKenathu

[ nuuepon

TutaHoB aMokcua (E171)
[1peuncrena soaa

6.2 HeCbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha rOaAHOCT

3 roauHu

6.4 CpneunaaHH ycaoBHS HA ChXPaHeHHE
Jla ce ¢bxpansBa noa 25°C.

6.5 Buau cuLaAbpPXKAHHE HA ONAKOBKATA

KaproneHa kyTus, cbabpkatua 1 unu 2 PVC/Al 6nucrepa.
EnuH 6nuctep chabpka 15 Mexy Kancymu.

6.6 CneunanHH npeanasHu MepKH NPH H3XBLPJASHE H paboTa
Hsama crierinaiHu H3MCKBaHMA.

Heu3noa3BaHUAT NPOAYKT HJIM OTNAABYHUTE MATEPHAIM OT HEroO TpA0Ba 1a Ce HIXBBLPIAT B CbOTBETCBHUE C
MECTHHTE MU3HUCKABHHS.
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