3BUPEH U3BELUTAJ 3A OCOBUHWUTE HA JIEKOT

1. UIME HA MEOUUMHCKNOT NPOU3BOA
Utrogestan / YTporectaH 100 mg meku kancynm
Utrogestan / Ytporectan 200 mg meku Kancynm

2. KBANUTATUBEH W KBAHTUTATUBEH COCTAB

Utrogestan 100 mg: MNporectepoH {MukpoHuaupad) 100 mg
Utrogestan 200 mg: MporectepoH {(mMukpoHuanpau} 200 mg

3a yenocHaTa fMcTa Ha MNOMOLLUHY CyncTaHLMy Buawv rmasa 6.1

3. PAPMALEBTCKA ©®OPMA
Mexu karcynv 3a opanHa unm BarvHanHa yriotpeba

Utrogestan 100 mg: Senoxpemasu cpeprtii Kancynm
Utrogestan 200 mg: Genokpemasy OBasHu Kancynu

4, KNMMHUYKK OCOBEHOCTH
4.1TepaneBTCKKW MHOMKALIKMA

MepopanHa ynoTpeba

TmHeKonorya:
¢ [lopemeTyBara Mopaan NporecTepoHcKa MHCyLMeHUHja,

OcobeHo:
- MNpegmeHrcTpYaneH CUHAPOM,
- HeperyrnapHy MeHCTPYanmHn UMKIyCKH co AncoBynauunja nnw
aHoBynauumja,

- benurqa macronaruja,
- TlpegmeHonaysa.

» TpeTmaH Ha MeHonay3aa (kako A0JAaTOK Ha ecTporeHaTa Tepanuvja).

¢ CrepunureT nopasaum nyteaneH HeJOCTATOK.

AKYLIEDCTBO:
¢ 3axkaHysadku aBopTyc vnu npeseHUMja Ha xabutyanHu abopTycu nopagnu

Joka)aHa nyTeanHaTta nHcyduuneHyria.
¢ 3akaHyBau1Ko NpefBpPEeMEHO NopoayBatbe.

BaruHanHa ynotpeba

o CyBchepTunuTeT UV NPUMAapeH Wik CeKyHAapeH cTepunnTeT nopaau
aenyMHa Unv KOMnneTHa nyTeanHa wHcydulieHuuia, (ocobeHo
aucosynauwvja, nodpiika Ha nyTteanHarta asa npu uH BUTPO hepTunusauyja,
OBOLMTHA AoHauuja).

e 3akanyBaudkn abopTyc UM NpeBeHuUMja Ha xabutyandu abopTycun nopaau
nyTeanHa uHcyguumeHunja.




4.2 losnparee N HauuH Ha npumeHa

Mepopanxa ynotpeba
Dosunpare

FlpoceyHo gosunparse e 200 ao 300 mg Ha nporecTepoH AHEBHO, 3eMeH BO 1 wK
2 nogeneHn nosk, T.e. 200 mg Hasevep npen cnverse nnyc 100 mg HayTpo axko e
npenopavaHo.

- [pv nyTeaneH HeAOCTaTOK (MPeAMEHCTPYareH CUHAPOM,
WperynapHU MEHCTPYanHM UMKNycK, NpeaMeHonaysa, beHurHa
MacTonartuja): TpetTmaHot Tpeba ga ce cnposede Ha 10 gera op
uMKnycot, o6unuHo og 17-moT Ac 26-MOT ASH BKITYYUTEMHO.

- Tlpu TpeTmMaH Ha MeHONay3a; eCTPOreHckaTa Teparnuia He ce
npenopadvysa Aa Guae caMmocTojHa W Ce foAaBa NPorecTepoH BO
nocrneagHyTe 2 Hedenun Ha cekoja TPeTMAaHCKa CeKkBeHua, crnegeHo
CO OKOMY efiHa Hedena 6e3 XOpMOHCKa 3aMecTUTenHa Tepanyja
Npu Koja MoXe 4a ce jaBu KpBapere rnopaaw NpecTaHoK Ha
TepanwjaTa.

- [lpu 3akaHyBa4ko npeaABpeMeHo nopoaysawe: 400 mg Ha
nporecTepoH cexom 6 4o 8 yaca 3aBNCHO 04 KIMHWYKNTE pesynTaTu
3a BpeMe Ha akyTHaTa qxasa, CrefieHo Co [103a Ha oapxKyBame (Ha
npumep 2 x 300 mg gHeeHo) ce Ao 36-TaTta Hedena Ha OpemeHocTa.

MeTos Ha anMUHKUCTPpauunia
3a opanHa ynotpeba.

Barvuanua ynotpeba

desvpare

MpoceyHo gosnpanee e 200 mg Ha nporectepoH gHeeHo (T.e. 1 x 200 mg kancyna
unn 2 x 100 myg kancyna, 8o 2 nofenexu osu, 1 Haytpo v 1 Hasevep) oa bugat
cTaseHu anaboko BO BarvHaTa, N0 MOXHOCT ynoTpebyBsajki ansivkaTop. osata
MOXe fAa ce 3ronemy, BOo 3aBUCHOCT 04 peakuunTe Ha NaLueHToT.

- Tlpv genymHa nytearnHa uHcyduumeHumja (Qucosynaunja, HenpaBnnHy
MeHCTRpyanHuu uuknycu): TpetmaHoT Tpeba na ce cnpoeege Ha 10 gexa og
LUMKnycoT, 0OnyHo oa 17-MoT Bo 26-MOT AeH O LMKIYCOT, ¢o 4o3u og 200 myg
APOrecTePOH AHEBHO.

- [lpv cTepunuTeT CO KOMNRETEH NyTeaneH HEAQOCTAaTOK (oBOUUTHA
AOHauKja): fosaTta Ha nporectepod e 100 mg Ha geH 13 u 14 of TpaHedep
UmMKnycoT cneged co 100 mg Ha NporecTepoH HayTpo W HaBedep, o4 geHoeute 15
Ao 25 Ha ymknycoT. O gex 26, nosata Tpeba oa ce aronemu — BO paHa
BpemMeHOCT — HedenHo, og 100 mg Ha NporecTepoH GHEBHO Ce 4o Makcumym 600
mg Ha NPorecTepOH AHEBHO, Kako 3 nogenexuy nosn. Osaa Jo3sa Moxe ga ce
npoacKK A0 aeH 60.




- Bo nyreanHarta chasza va cynnemeHTaumja npn UB®, tpeTmaroT Tpeba na
noYHe o4 BedepTa Ha TpaHcpepoT, kako 600 mg Ha nporecTepoH Bo 3 nogeneHy
0031, HAYTPO, HanlagHe 1 HaBedep.

- [Tpu 3akaHyBa4HU abopPTYC MU NpeseHLnja Ha xabutyanHu abopTrycn
npeAusBUKaHKW of nyTeanHa nHcytuumneHumja, npoceydara gosa e 200 mg go
400 mg Ha nporecTepoH OHEBHO, KaK0 ABe nofesnieHn Ao3u ce Ao 12-Ta Hepena
Ha BpemMeHocTa.

MeTon Ha agMuHKUCTDaumMja
3a sarmHanHa ynotpeba: kancynuTe Mopa Aa ce BMeTHaT Anaboko BO BarnHa.

4.3 KoHtpanHaukayuu
OBoj MeAMLUMHCKA NPOAYKT He cMee aa ce ynoTpeOyBa BO CreaHuBe cutyalun:
- Cwnna aycdyHKuMja Ha upHKOT apob
- XMNepCeH3UTUBHOCT Ha akTUBHATA CYNCcTaHLMja Uin Ha Hekoj of
eKkcuunueHcuTe HaseaeHy Bo rnasa 6.1.
- CycnekTHa Unv NOTBPASHa Heonasuja Ha ACjKUTE 1K reHuTanHuTe
opraHmw.

4.4TlocebHU MpeaynpeayBaka W MEPKM Ha NPeTRnasnuMeocT

foa npenopa4any ycnosu Ha ynotpeba osa HE E KOHTPALIENTAB.

AKo TepaneBTCKaTa CEeKBEHL@ e NoYHaTa NpPemMHory paHo Bo MeceloT, ocobeHo
npen 15-TMOT AeH 0 LMKNYCOT, LIUKNYCOT MOXKe Aa Buae ckpaTeH 1 MoxXe Aa
ce nojaBut KpBapee.

Mpu BarHanHa ynotpeba xeHata Tpeba cekoja Kancyna fia ja BMeTHe Anaboko
BO BaruHara.

- AKO € NPUCYTHO YTEPUHO KpBapere, 4a He Ce NponuuyBsa npeg ga ce
YTBPAW NpUuUmMHATa, NocebGHO Co UCNUTYBaK-a Ha EHOOMETPUYMOT.

- Topapwn meTabonHUOT PU3UK WU PUSMKOT 0 TpomGoembonuja kon He
MOXaT LENOCHO da ce ueknyvar, npumeraTa tpeba Aa ce npexkvHe npu
nojasa Ha:

*  OYHW NMOPEeMeTyBaka Kako peflykiliuja Ha BUuagoT, aunnonuja u
peTVHasnHu BackynapHu neaun

e BEHCKM TpomGoemBonnckn nnn TpoMODTUYHIM NOjaBK, He3aBUCHO
of pacnopegoT

e CunHK Fnasobonku

- NaunertuTe Mopa ga GuaaTt Aobpo HaarneayBaHW ako umane UCTopuja
Ha BeHCKM TpomBo3un.

- AKo naumeHTKaTa pasBue aMmeHopea npw TpeTmaHoT, Tpeba aa ce
nposepu fanu e Gpemena.

MNoeeke og 50% on paHuTe cnoHTadn abopTycu ce nocneguua Ha reHeTcky
abHopmanHocTh. MHekUMnTe ¥ MEXaHWYKNTE NOPEMeTYBara MOXaT MCTO Taka
fa npeaun3BuKaart paHu abopTycu: eAUHCTBEHWMOT edeKT Ha NporecTepoHoT BO
OBME Criy4aun e [a ro O4nNoXM OTCTPaHyBakeTo Ha MpTBMOT embpuoH. [Topaawu
Toa ynotpebara Ha nporectepoHoT Tpeba Aa Guae orpaHKMYeHa Ha cUTyauum Bo
KOW cexpeumjaTta Ha corpus luteum e nHcyhurureHTHa.

YTporectaH CoapXu coja NeuuTuH N MoXe Aa Npean3BrKa XUMepCeH3UTUBHK
peakuuy (ypTrkapuja 1 anachunakTuieH Wok). . ;




4.5WnHTepakuum co apyrn MeauLIMHCKN POU3BOAY U Apyru popmn Ha
UHTEepaKkuuja

AIMUHUCTPaUMja Ha NporecTepoH 3a MUHUMYM 12 AeHa o UWKITYCOT € CUTHO

npenopavaxa npu eCTPOreHcKa XOPMOHCKa Tepanuja Ha MeHonaysa.

KomBuHauuja co Apyr MeaMLMHCKY NPON3BOAN MOXE Ja I0 3roremu
METaBoNM3MOT Ha NPOreGTEPOHOT LTO MOXE Aa FO CMEHN HEroBNOT edeKT.

OBa Moxe Aa ce MPUMEHN Ha:

- TloTeHTHW MHAYKTOPW HA €H3UMK KaKo WTo ce Bapbutypartu,
aHTMenunenTUUM (PeHUTouH), pucbaMmLnH, heHunGyTasoH,
CMMPOHONAKTOH W rpuceodiynerH. OBrue MeanUMHCKK NPOAYKTW ro
srornemysaar MeTabonm3moT Ha UPH1MOT apob.

- Hekout aHTUBMOTULIM (AMMULMITVH, TETPALMKIWHY): NTPOMERN BO
MHTECTMHanHaTta inopa sofaT Ao NpoMeHa Ha CTepougHUOT
EHTEPOXENaTuyeH LMUKIyc.

Buaejku OBVE MHTEPAKLMN MOXe Aa Bapupaar Mery nyreTo, KnvuHWJkuTe
pe3ynTaTit He ce NPeaABMANMBK CO CUTYPHOCT.

MporecToreHUTe MOXe Oa ja HapyLwar TonepasuvjaTa Ha riykosa v nopagu 1oa,
Aa ja sronemar notpe6ata 3a MHCYINUH Uiy Apyrn anTnanjabeTiun Kaj nauneHTy
co aujabeTec.

buopacnonoXxusocTa Ha NporecTepoHoT MOXe Ja Omnpe HamaneHa co rnyllewe
Ny sronemeHa CoO ankoxosn.

4.6 @epTunuter, GpeMeHOCT K AoeH:¢€

BpemeHocT

YnotpebaTta Ha YTpOrecraH He e KOHTparHAanUupana Bo OpemeHocCT,
BKITyYMTENHO CO NpBaTa Heaena Ha BpeMeHoCT (BnaeTe rnaea 4.1. akylepcky

TepaneBTCKN MHANKALN).

Hoere
Cekxpeuuja Ha NPOrecTepoHOT BO MajYMHOTO MIeKo He Buna npoyvyBaHa Bo

petanu. Mopaau Toa 61 TpeGaro aa ce n3berHysa Kaj XeHn Kou Aojar.

4.7 BnnjaHue Bp3 cnocobHOCTa 3@ BO3eHe UM PaKyBaH.e CO MalLiuHN
MoTpebHo e BHUMaHNe oco0eHO 3a Bo3aunTe U OHME KOW pakyBaat o MalllHK 3a
PU3NKOT OF MOCNaHOCT W/WNM BPTOrNaBwua NospaaH Co 3emarbe Ha OBOj nek 1o
opaneH nat. Osue npobnemu Moxe Aa ce n3berHar co 3emarse Ha Kancynute

npep cnuere.

4.8 Hecakanu aejcTBa
Mokpaj MOXHOCTa 3a AoKanHa upuTaymja (coja NeunTyH), Hema npujaseHa
3HavYajHa nokanHa uHTosepaHLuja (neyerse, Yellarme UM MaceH UCUeaok) Mpu

pas3nmMyHK KNMHWYKKA CTYnK.

3abenexaHu ce CrieHMBe Hecakauy AgjcTea Npu opanda agMuHucTpaumia:

oo




OpraHckn cucTeM BoobuvaeHu Hesoobudaed | Petxu Mrory
HEeCaKaHw N HECAKaHN HecakaH | PeTku
ebextn edeKTu " HecaKaHu
21/100; 21/1000; ethektn | edekty
<1/10 <1/100 21/10 =1/10 000

000;
<1/1 000

MopemMeTyBama Ha [NopemeTeHu MacToguHuja

penpogyKTUBHUOT LMKITYCY

CUCTEM ¥ gojkaTa AmeHopeja
WHTEepKypeHTH
1 KpBapera

fMopemeTysaba Ha Masoborku [TocnaHoeT Lenpecuja

LeHTpanHuoT KpaTtkoTpajHn

HEpPBEH CUCTEM ceHsaluum Ha

BpTOrNasuua

[acTponHTEeCTUHANH Moepakake MauHuHa

U nopeMeTyBaH-»a Oujapea

KoHcTunauuia

XenartobunujapHu XonecTaTcKa YpTuUkapwj

nopeMeTyBaiba XonTunua a

MopemeTysaka Ha Xroasma

NMYHUOT CUCTEM

NopemeTyBama Ha Yeuware

KoxarTa u AxHn

ITOTKOXKHOTO TKUBO

MocnaHocTa wnunu KpaTKoTpajHUTe CeHaaumy Ha BpTormasuua ce sabenexaHy

0COBEHO CO MCTOBPEMEH XMNOBCTPOreHn3am. OBve edekTy ncesHyBaar BeHall
Ge3 KOMIpOMUTALIMja HA KOPUCTa Off TPETMAaHOT Kofa A03UTe ce peayLypanit unu
KOra OCTPOreHU3MOT € MoKadeH.

AKO TepanesTckaTa CeKBeHLa e noYHaTa NpemMHory paHo Bo MeceuoT, ocobeHo
npen 15-TMOT AeH OF LUMKITYCOT, LMKNYCOT MoXe Aa Bupe ckpaTeH nnv moxe Aa
¢e NojaBl UHTEPKYDPEHTHO KpBapere.

MpOMEHN BO MEHCTpYanHuTe LMKITYCH, ameHopeja Ui MHTEPKYPEHTHO KpBaperse
MOXE Aa ce 3abenexar 1 reHepanHo fa ce nospsaTt co ynotpebara Ha

MPOreCTepoHN.

4.9Mpenosnpam-e

HecakanuTte AejcTea onvilaHy norope ce BoobUYaeHo 3Hauy Ha npegosvpatse.

Tvie ncyesHyeaaT Ges3 TpeTMaH Kora Ao3ara ke ce Hamanu.
He e 3abenexHo npego3vpame npu BarvHanya ynotpeba.

BoobBuyaeHaTta Ao3a Moxe Aa Guae ekcLecHMBHA Kaj Hekou ITyfe nopaan
NepsnCTeHTHA UK PeKYPEeHTHa HecTabunHa engoreHa nporecTepoHCKa
cekpeunja, 0coBeHa 0CeTNMBOCT Ha cybcTaHuMiaTa Unm eKLECUBHO HUCKM
KOHKOMMTEHTHM KOHLIEHTPaLWK Ha eCTPaanon 8o KpaTa. Bo opuye cmyaumm:

eIy,
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- posata Tpeba ga ce Hamam UK NPorecTepoHoT Tpeba pa ce
apmuHucTpupa HABEYER NPEL CMNMEHE, 10 gexa Bo UMKNYCOT, ako
Ce jaBaT NocnaHoCT Wi KpaTKoTpajHa BpTornasnua.

- TpeTmaHoT Tpeba Aa noyHe NoAoLHa BO LMKNYCOT (Ha NpuMep Ha geH
19 HamecTo Ha fAeH 17) aKo UMKNycoT € CKpaTeH Wi ce nojasaT
KpBapera

- fApoBepeTe Jann KoHUEHTpaLnTe Ha ecTpaanorn ce 4OBOMHW BO
nepvogdoT Ha NepuMeHoNay3a U NpY XOPMOH 3ameCTUTenHa Tepanvja
Ha MeHonaysa

5. ®APMAKOJTOLWKA NOOATOLN
5.1 ®apmakogmMHaMcKM cBOjcTBa
QPapmaxkoTepanenrcka rpyna: GO3DA04 CekcyanHn U yporeHnTanHy CMCTEMCKM

XOPMOHU

YTPOIECTAH , Koj cogp»u MUKPOHU3URAH NPOrecTepoH, 3Ha4ajHO 1 3ronemMysa
KOHLEHTPaLMUUTE Ha NNasMaTCKMOT nporecTepoH no opanHa ynotpeba. MNopaaw
TOa ro Kopurupa AeuyuToT Ha NPorecTepoH.

5.2 ®apMaKkoOKMHETCKU CEOjCTBA

OpaneH nat

KoHueHTpauunTe Ha NporecTepOHOT BO KPBTA Ce NoKavysaaT BO TeK Ha NpByoT
4ac Mo A03UPareTo U HajBUCOKY KOHLEHTPaUWy ce NocTurHyeaaT no 1 go 3 yaca
of AaBaeTO Ha NeKoT.

Of acnekT Ha TKMBHOTO PETEHLMOHO BPEME HA XOPMOHOT OHeBHAaTa Ao3a bn
Tpebano ga ce nogeny Ha Age nocebHn 4o3m Bo MHTepBan o okony 12 yaca co
Lief1 A4a ce fNOCTUIHE XOPMOHCKa KOHUEHTpauuja Bo Tek Ha 24 yaca.

MeTtabonusam: meTabonutuTe BO Nnasma U ypruHa ce UASHTUYHN Ha OHWe
HajaeHn nocne husnonoLlKaTa cekpelumja Ha oBapujanHuoT corpus luteum: Bo
nnasma Tue ce HajmHory 20-andaxvapokey penra-4 nperHeHonoH n 5-anda
auxuaponporecTepoH. 95% o ypuHapHaTta ekckpeyuia e Bo hopMa Ha
FIVKOPOHOKOHYIMpaHn metabonnutie, Npu Wwro rnaeeH e 3 anda-5 Geta
nperHaHeauon (MperHaqauon).

BaruHaneH mat

KoHUeHTpauumTe Ha NPOrecTEPOHOT BO KPBTA Ce NoKavyBaat BO TeK Ha NPBUOT
Yac Mo [03MParkeTO Y HajBMCOKM KOHLIEHTpauun ce nocTurHyaaar no 1 go 3 baca
0 LaBameTo Ha NEeKoT.

Cpeqnnxata npenopayana go3a NOCTUTHYBA it 0APXKYBa CTaBUNHU DU3NONOLLKK
NNasMaTCKkM KOHLEHTPaUuK Ha NporecTepoH CNUYHK Ha OHUE TP NyTeanHarTa
(hasa Ha HOpManeH OBYNATORPEH MEHCTPYaneH LMKNyC.

Mopagwu Toa, YTporecTaH MexkuTe Kancynu moxaT aa bupar ynotpebenu 3a
uHOYKUMja Ha afexksaTHa eHaoMeTpujanHa MaTypaluja u npomMouuja Ha
nMnnaHTaurja Ha eMOpPMOHOT ako e dyopMmpaH.




[Mpy nocTeneHo 3ronemysare Ha [O3UTE OBaa afgMUHUCTPaTHBHA PyTa
AOCTUTHYBA ClMYHE KOHLIEHTPaUWja Ha MPOTrecTepoHOT BO KPBTa Kako OHaa BO
MPBUOT TpUMecTap Ha BpemeHocTa.

Metabonusam: MeTabonuTUTe BO MIE3Ma M YPUHA Ce MASHTUHHMU Ha OHUE
HajaeHn nocrie (huanorioLlikaTa CekpeLja Ha OBapUjanHNoT Corpus luteum: Bo
nnasma Tue ce HajMHory 20-andaxuapokent aenTa-4 NperHeHonoH v 5-anda
RAX1AponporecTepoH. 95% o ypuHapHata ekckpeluja e Bo hopMa Ha
TAVKOPOHOKOYIMPaHU MeTabonuTi, Mpy WTo maseH e 3 anda-5 6eTa
nperHaHeauorn (nperHadHguon).

5.3MpeaxnuHnykmM nogaroum 3a 6eabeaHocTa
Hewma nucbopmauuu.

6. PAPMALEBTCKWU NOOATOLIN

6.1 /lucTa Ha ekcuunueHcu:

CogpxunHa Ha kancynaTa: Macsio of COHYOrmen, coja MeUuTvH.

OBBwBKka Ha KancynaTa: XenatH, rMmuuepon, TutaHuym guokeng (E171).

6.2 MHKoMnaTMGMNHOCTH
He ce npuMeHnnBN,

6.3Pok Ha Tpaeke
3 roavHu BoO 3anevaTeH Gnncrep.

6.41loceBHu MepKkn Ha YyBamse

OBoj MefmnLnHCKN Npoun3soy He Gapa cneumnjanHn ycrnosu 3a HyBarse.
NexoT pa ce 4yysa BO OPUIMHANHOTO NaKyBare.

Jlekor ga ce yyBa Ha MecTa HefOCTanNHY 3a deua.

6.5lpupona n coapxMHa Ha NakyBamweTo
Nakysare of 30 mekm kancynu no 100 mg so GrucTep nakyBare, 33 opanta

WM BaryHanHa ynotpeba. _
Nakysarse of 15 meku kancynm o 200 myg Bo BnMcTep nakysare, 3a opanHa

unu BaruHanHia ynotpeba.

6.6Moce6HN Mepky Ha NPETRA3IMBOCT NPU CTCTPaHyBakbe
Cekoj HeynoTpe6GeH MeayUMHCKM NPOAYKT Mopa Aa Ce OTCTPaHM BO COMMIAacHOGCT
CO nokanHara perynaTtvsa.

7. HOCWUTEN HA OOOBEPEHNETO 3A CTABAHE HA NNEKOT BO NPOMET

PAPMAXEM OOOEN
¥n. Kuuescka Bp. 1, 1060 Cronje

8. BPOJ HA HA OBOBPEHMETO 3A CTABAHE HA NIEKOT BO NMPOMET

9. JATYM HA NPBA ABTOPU3ALNJA/OBHOBA HA ABTOPU3ALINJA
YTporectaH nepoparnHa Wiy BarvHanna kancyna, mexka 100 mg Ha
23.09.2005/31.08.2010




YTporectaH nepopanHa unv sarmHanHa kancyna, meka 200 mg Ha
23.10.2006/31.01.2011

10. [OATYM HA NOCNEOHA PEBW3UJA HA TEKCTO:
12.2015
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