KPATKA XAPAKTEPHCTHKA HA NIPOAYKTA

1. HME HA JEKAPCTBEHHS ITPOAYKT

w31 ibJiHWTENHA ATEHUMR N0 NEKAPCTBATA |
"*‘oo-" '

Yrporectan 400 mg BarMHAIHH Kancyyiv, MEKH MKA XBOBXTWDUOTIILKA HB NOGYXIG - [TDUAGK SIS 1

Utrogestan 400 mg vaginal capsules, soft owpor Ml A OV80
1 =St — L |
" Pazpeuwierue Nt 2 8 -01- 2075

2. KAYECTBEH H KOJJMYECTBEH ChCTAB SGIMAMP - 67266y LU OL
O 200 N JUROURY AUV

Bcaka kancyna cpabpika 400 mg nporecrepol (progesterone). Jotpere R —— —J

IToMOLIHO BEIECTBO ¢ H3BECTHO ACKCTBHE. COEB JICLIHTHH,
3a IThJIHHA CMHCEK Ha MOMOLIHHTE BEILECTBA BHOKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

BarnHanHa karncysna, Mexa.

Mexu npoXBJIroBaTH XKBJITEHHKaBy Kancynu (npubnusurento 2,5 cm x 0,9 cm), cpabpkalin MasHa
Oene3nnkapa CyCIeH3HA.

4. KINMHHYHH JAHHH
4.1 TepaneBTHYHH NOKAIAHHA

YTporecTaH € NoKa3aH 3a NPeAOTBPaTIBAHE Ha cnoHTaHeH abopt IPH XEHH ¢ KbPBEHE Ipe3

IThPBHS TPEMECTHD Ha OPEMEHHOCTTA M ¢ aHaMHe3a 3a MOBTApALLH Ce CIIOHTaKHY abopTu (BHXKTE
Touka 4.2 1 5.1).

4.2 [o3HpoBKA H HAYAH HA NPHIOKEAHE

JleyeHueTo BHHaru Tpabea na Opae HHAWBUAYANH3IHPAHO 3a NMalHeHTa, PELICHHETO 3a ICUEHHE HA
’KEHH, KOMTO ¢a HMAJIH NOBTapALLUM e CNIOHTaHKH abopTh, Tpabea na 6bae B3€TO cneln Nocnensallo
H3CNEeABAaHE U 14 € MO MPELICHKA Ha JieKkap4.

EOSHMBKE

Camo 32 BaraHango NPHJTIOKCHHAC,

[IpernioppumTtennara no3a ¢ 400 mg nBa NbTH AHEBHO (CYTPHH U Beuep). JleueHuero tpabea ga
3aMoYHe Npe3 MbPBHA TPUMECTEP Ha OpeMeHHOCTTa, IPH ThPBUTE MPU3HALM HA BATHHATHO KbpPBEHE

(BiDKTe TOYKA 4.4 CneuuanHy npeaynpexacHHus U Npeana3Hd MEpKH npH ynotpeba) H Tpsabea aa
NpOABJDKU A0 16-Ta recTauMoOHHA CeAMHLA.

Ileduampuuna nonyrayus
Hsma cHOTBETHO MPHIOKEHHUE HA Y TPOTECTaH B MEAHATPHUHATA NOMyNauHs.

Cmapuecka ev3pacm
HaMa CHOTBETHO NMPUIOKEHUE HA Y TPOreCTaH ITpH NAalHeHTH B CTApYeCcKa BB3PACT.

Ha4yyH Ha NpUICKEHHE
Baruranuo

Besika kancyiia YTporecraH ce noctaei Ab100K0 BbB BAAraiuILETo.




4.3 IlporuBonoxa3anHn

¢ (CBPLXYYCTBUTENHOCT KbM AKTHBHOTO BELLUECTBO WM KbM HAKOE OT NMOMOLIHUTE BELIECTRA,
H36poeHn B Touka 6.1.

KbaTeHdua

Texxka yepHoapobHa ancdyHKUKS
HeanarHocTHUHpaAHO BArHHATHO KbpPBEHE
KapudHOM Ha rbpaaTa Uay reHUTaJIHUR TPaKT
Tpombodnebur

TpombemboOAHUHH HapyLLUEHHS

Mo3bUEH KPLROUIIIHNB

[Mopdupus

ANeprus KbM SAKH WIH cof (BHXKTE TO4Ka 4.4).

44 ChnenyHalHH NpelynpexAeHHA H NPEANAIHH MEPKH NPH ynoTpeda

[lpeaynpexaeHus:
TpabBa na ce ®3BBPLINA LUATOCTEH MEAWLIMHCKH Mpersiel rnpeaM 3anoysaHe Ha NEYSHHUETO H PeAOBHO

(10 BPpCMC Ha JICHCHHCTO.

YT1porectaH Tpabea na Obae M3MOA3BaH CaMO MNpH 3acTpaluasall clioHTaHeH abopT No BpeMe Ha
MbPBUTE TPH MeceLa oT OpeMenHocTTa 1o 16-Ta ceamuua ot OpemenHocTTa M TpsadBa na ce npunara
CaMO BarMHAJIHO.

YTporectaH He € NOAXOAALL 38 KOHTPaUelTHB.
JleuenueTto Tpabera aAa 6bae NpekpaTeHO NPH AMArHOCTHLHPAHE Ha 3a4bpPXKaH CIOHTAHEeH abopr.

IlpeanasHyu MEpKH:

Bcsako BarnHanHO kbpBeHe TpAOBA BUHArM Aa ce u3cne/sa.

YTporecTan ChbALPKA €COEB JICHHTHH Y1 MOXE [1a NPCAH3BHKA PEAKLIHH HA CBPbXHYBCTBHTENHOCT
(YpTHKapus UM aHAPHUIAKTUYEH LIOK MPH CBPBLXYYBCTBUTENHM nauMeHTH). Thi kaTo UMa
BEPOSTHOCT 3a BPb3Ka MEXAY ANEPrua KbM COA H aneprus KbM rbCThUM, MALKEHTH C &1€Prus KbM
¢dbCcTHUM TPAOBa na U3DArBaT NpHeMa Ha YTporecTaH (BHXTE TOYKa 4.3).

4.5 B3iaumoaeficTBHE ¢ APYIA JEeKAPCTBEHH NPOAYKTH H APYrH POpMH HA B3aHMOAeHcTBHE

YTporectan MOXe a noeiiuse AeHCTBUETO HA OPOMOKPHUIITHH U 12 YBEJIMYH NNa3MeHaTa
KOHLUEHTPaUUs Ha LUKAOCTIOPHH. YTPOrecTaH MoXe [a MoB/Msge pe3ynTaTuTe ot nabopatopHu
TECTOBE Ha YEPHOAPOOHHUTE W/HIK €HAOKPHHHHUTE GYHKLIMH.

MeTaGonn3MbT Ha Y TporecTaH ce yCKOpABa OT JiekapcTBa ¢ pudhaMHUMH (KaTo pHdaMnHULKH)
M aHTHOAKTEpHaNHU CpeacTBa.

MeTaGonU3HpaHETO Ha NPOreCTEPOH OT YOBELIKH YEPHOAPOOHH MHKPO30OMH C€ HHXHOHpa OT
ketokoHazon (1C50 <0,1 uM). KerokoHa3zon € uszgecteH MHXUOUTOP Ha unToxpoMm P430 3A4,
CnenoBatesiHO T€3W AaHHH NPEANOAArar, 4¢ KETOKOHa30/1 MOXeE Ja YBeNHYH OHOHANHYHOCTTA Ha
nporecrepoHa. KNIMHHYHOTO 3HaYEeHHE HA in VItro pe3yTaTHTE HE € H3BECTHO.

4.6 @epTHAHTET, OpeMEHHOCT H KbpMeEHeE
bpeMeHHOCT

He e yctaHoBeHa spb3ka Mexay ynoTtpedaTa Ha nMporecTepoH OT Ma#ikara no epe
OpeMeHHOCT W eTanHyu mandopmaLum.




KspMene
YTporecraH He e NOKa3aH No BpeMe Ha KbpMeHe, JJoN0BMMH KOJIHUYECTBA IMPOreCTEPOH ce

eKCKpeTHPAT B KbpMArTa.

DepTUIHTET
Toit xaTO TO3H NEKApCTBEH MPOAYKT € MOKA3aH 38 MPEAOTBPATABAHE Ha CIOHTAHEH adopT NMpH JKEeHH,

HE € H3BECTEH BpelieH €QEKT BbPXY (PEPTHIHTETA.

4,7 Ed¢exTn BLpxy cnocofHoCTTA 32 MopupaHe H pabora ¢ MAHAH
YTporecTaH MOXKE J1a HMa YMEPEHO BIIHAHHE BBPXY ¢nocobHOCTTA 3a IodupaHe U paboTa ¢ MalilMHK.
4.8 Hexenann JekapcTBeHH peakmHH

JlokanHa HENMOHOCUMOCT (rapeHe, Chpbex WIH Ma3eH cekpeT) € HabmonapaHa , HO YeCTOTaTa €
H3KJIIOUHTEHO PAJKA.

Koraro ce Hanon3ea, kakTo ce npenopbiBa, MOXKE 1a HaCTHITH NpeXoaAHa YMOpa HJIH 3aMaasHOCT B
PaMKHTC Ha 1 - 3 yaca cnen [MPHCMa Ha JICKApCTBOTO.

[Tpu knacupaHeTO HA HEXKE/IAHUTE PeaKLIHK C& H3MION3BAT CNEJHHTE KOHBEHLHH 38 YeCTOTa: MHOIO
uectu (>1/10); yect (>1/100 mo < 1/10); Heuecru (=1/1 000 mo < 1/100); peaxn (=>1/10 000 no < 1/1
000); mHoro peaxu (< 1/10 000); c Hen3BecTHA YecTOTA (OT HAUTHYHUTE IAHHH HEe MoXe Aa Obae
HamnpaBeHa OlIEHKa).

Cucremo-opraseH knac (COK) C Hen3BecTHA vecToTa (OT HATMYHHTE
JaHHH He MOXe Ja O1Je HanpapeHa
OLIEHKA).

Hapymenus Ha koxxaTa H NOAKOXKHATA TbKaH [IpypuTyc

HapyiieHus Ha Bb3NPOXU3BOAMTEHATA CHCTEMA H I'bpAaTa | BarnHaned KpbBOH3NHB
BaruHanHo TeyeHHe

O6mu HapyleHHs K eeKTH Ha MACTOTO HAa IPHIOXKEHUE | YcelllaHe 3a mapeHe

CrofulasaHe Ha NOAO3UPAHH HEXKENTAHH DEAKIIMH
Cpo01aBaHeTO HA MIOJIO3UPAHH HEXKEAHH PeakLUMH Cliell paspeluaBane 3a ynorpeba Ha JIeKapCTBeHUA

MPOAYKT € BaXXHO. ToBa NO3BOJIABA Ja NPOBDKH HAGMIOAEHHETO HAa CHOTHOLIEHHETO T10/138/PHCK 3a
JIEKAPCTBEHHS NPOAYKT. OT MEAHIIMHCKHTE CNCLHANTHCTH C¢ K3IMCKBA Jia choOllIaBaT BCAKa
NOAO3KPaHa HEXENaHa peaklHs upe3 U3muinKuTenHa areHuHs no aekapersara yi. ,.Jlaman ['pyes” Ne
8, 1303 Codms, Ten.: +35928903417, yebeaiit: www.bda.bg.

4.9 Ilpeaosznpane

CHMITOMMTE Ha NpeNo3UpaHe MOTaT Ja BKIIOMBAT CBHIIHBOCT, 3aMasHOCT, eyGopHus WIH JUCMEHOped.
[TaumeHTHT ce nocTass nod HabaroAeHHE H ako € HeOOXOAHMO, My Ce OCHI'YPABa CHMITTOMATHYHO H
MOAXBPHALLO JICUESHHE.

5, GOAPMAKOJOI'HYHH CBOMCTBA

5.1 PapmMakoxaHAMHEYHH cBoHcTBA

(dapmakoTepanesTHYHa rpyna: [TofoBH XOpMOHH M NpenapaTy, MOBAWABALIH O
nporectoreHd, ATC koa: GO3DA04




Mexarnuzem na deiicmaue

[TporecTepoHbBT € €CTECTBEH €HAONEHEH XOPMOH Ha XKBJITOTO TANO H € Hai-BaXKHUAT XOPMOH Ha
MCBATOTO TAIO M MnaueHTaTa. Bu3aehcTsa BbpXy eHAOMETPHYMA, KOHTO NMOL HEMOBO BAHAHUE
npeMHUHaBa OT nponudepaTiBHa B CEKpeTOPHA (pa3a. YTporecTaH npuTeapa BCHUYKH XapaKTepHH
CBOMCTBA Ha €HAOTNEHEH NPOrecTePoH, B TOBA YHC/IO AKTHBHPAHE HA NMb/HATa cekpeTopHa daza Ha
€HAOMETPHYMa, KAKTO M reCTareHeH, aHTHECTPOreHeH, ¢1ab aHTHaAHAPOTeHEH H aHTHAI10CTEPOHOB
edekT.

DdapmakoarMHaMHUYHUTE e€(EKTH NPH 3annallBall ¥ NOBTapsALL Ce€ CIOHTAHEH abopT ca, ue
NpOrecTeEPOHLT MOIYJ/IHPAa MMYHHHUTE OTFOBOPH Ha MaiKaTa 3a 3aluuTa Ha rnioja, noaodpsaea
yTeponialeHTapHaTa UMpKylaUKs, NoAaAbpKa LUESocTTa Ha WWHKATa Ha MaTKaTa Mo BpeMe Ha
OpeMEeHHOCT, HaCbp4aBa PENaKCALMATa HA MHOMETPHYMA, HHXHOKPA NPOU3BOACTBOTO Ha
MPOCTarNaHAHHK U NPUTEXKABA NPOTHBOBL3NAHTENHH CBOMKCTBA.

Knunuunu npoyueanun 3a eQpuxacrocm/bezonacrnocm

EdukacHocTTa 1 6e30nacHOCTTa Ha MUKPOHH3HMPaHHA NPOreCTEPOH 3a NPEIOTBPATABAHE HA
CMOHTaHEH alopT Npu XeHH, ¢ ABOMHH PUCKOBY (GaxTOPK 3a KbpBeHE B paHHA OPEMEHHOCT H
npeaMLLIHA aHAMHe3a 3a CNoHTaHHKU abopTH, 6elue oueHeHa B npoyysaHeTo PRISM. [Monszara ot
neveHueTo ¢ BarwHaneH nporectepod 400 mg npa NbTH JHEBHO HapacTBa ¢ HapacTBalMa Opoi
npeaMILtHH crnoHTaHHH abopTy. [lon3ara 40CTHrHA CTATUCTUYECKA 3HAYUMOCT B NIPEJBAPHUTENHO
onpeacneHaTa NoArpyna »KeHH ¢ TpH WK Nnopeye NpeadiliHi CNOHTAHHH abopTa H KbpBEHE NO BpeMe
Ha HacToAlaTa OPEMEHHOCT; NPOLEHTBLT Ha kKuBopoaeHuTe € 72% (98/137) ¢ nporecTepoH cpely
57% (85/148) ¢ nnauebo (paznuka B uectorara 15%; cvoTHOLIEHHe Ha pucka, 1.28, 95% CI, 1.08-
1.51; P=.004). 3a Ta3u rpyna HeobxoauMuat 6poit 3a neuenue ¢ 8 (95% CI, 7-10). Ot rneana Touka
Ha 6ezonacHocTTa nporecTepodsT oT 400 mg ce noHacs aobpe.

5.2 @apmakoKHHeTHYHH CBOHCTBA

YTporecraH ocHrypsaBa nokaneH egekrt BbpXy BaruHaTa U matkata. EdbukacHOCTTa Ha BaruHanHus
MPOrecTEPOH € CBBLP3aHa ¢ 00UIOTO KOAHYECTBO NMPOreCTepoH, HATPYNAaHO B EHAOMETPHYMA, & He C
KOJIHYECTBOTO, KOETO ce abcopbupa cucTemHo.

Abcopbuus

MuKpOHH3HpaHHAT nporecTepoH ce abcopObupa 6bp30 cnel BarHHaNHO NPWIOKEHHUE. 3a pa3iMKa OT
NEPOpPaTHUA MporecTepoH, BarHHATHHAT NPOreCTEPOH HE NPEeThpNasa MeTaboNU3BM NPHU NBPBO
NPEMUHABaHe B CTOMALLHO-YPEBHHA TPAKT H 4epHus Apol. B pesyarar Ha ,.edexTa Ha nbPBOTO
npeMuHaBaHe npe3 Markara' ce HabnoaaBaT OTHOCHMTENHO BUCOKH KOHLUEHTPALIMK B MATOUYHHUTE H
O1U3KHTE ThKAHH C HUCKA CHCTEMHA €KCMO3HUMA Ha TIPOreCTEPOH H HErOBUTE METabONHTH.

[Tha3zmenaTa ekCno3nLMa cie MPUACKEHHE Ha pasiMuHHd BarMHaaHu go3u (Hanp. 200 mg ao 600 mg)
€ HENTMHEHHA K HapacTBa Mo-MAJIKO OT MPONOPLMOHANHO Ha Ao3aTa. B ¢b0o0WeHo K1HHHYHO
NpOYy4BaHe, NPUNAraHeTO Ha AHEBHA BarMHanHa no3a or 600 mg nporectepoH BoaH 00 cTabUAHK
[LNa3MeHH KOHUEHTpaLMK Npe3 UAJOTO BPEME Ha NPHIIOKEHHE C HAH-BHCOKATa CPeaHa N1a3MeHa
KOHUEHTpaLHa, paBHa Ha okono 11,6 ng/mi.

Pasnpenenexue
BarpHanHo npunaraHvMaT MUKPOHU3UPAH MPOrecTePOH NPEThPNABA NbPBUA METAOOMUTEH LUUKDLI B
MaTKara, NPUYUHABAHKH NMO-BUCOKK HMBA HA XOPMOHA B MaTKaTa U OJIH3KUTE ThKAHH.

MaikoTO KOJIHYECTBO [POrecTepoH, KOETO ce abcopOHpa ce TpaHCMOPTHPA YPE3 KPbBTA H nnmq)ara H
(50% - 54%) v TpanckopTHH (43% - 48%).

buoTpaHchopmalus
Cnen BarHanHO NpUACKEHHE HADOAABAHUTE M1a3MEHU HUBA HA MPErHEHONOH
AUXHIPONPOTECTEPOH Ca MHOTO HHCKHM NOpaau Juncara Ha first-pass merabonusp




EnvMuHUpaHe

- 95% oT nporecTepoHa ¢ eIMMHHHPA C ypHHaTa rnoa jopMarta Ha rfOKOPOH KOHIOTHPaHH
MeTabOoNUTH.

5.3 Ilpeaxk/iHHHYHH NAHHH 3a Oe3onacHOCT

[TpexNHHUYHUTE JAHHH HE Pa3KPHBAT NOTEHUHMATHA ONMACHOCT 3a Xopara, No30BaBaiku ce Ha
KOHBEHUHOHANHUTE (GapMaKOIOrHYHH NPOYUBAHHA BbPXY ePHKacHOCTTa M He3onacHocTTa.
6. ©OAPMAIEBTHYHH JAHHH

6.1 ChnHcbK HA NOMOWHHATE BellleCTBA

Kancyno cvovpocuvo:
o (CnbHYorneaoBo Macio, pabhuHHpaHo
o (CoeB NEUNTHH

Kancyiana obeuska.
e JKenatuH
e [auuepon(E422)
e Twuranos auokcuna (E171)
e [lpeunctena Bona

6.2 HecpBMeCTHMOCTH

Henpnnoxumo

6.3. Cpok Ha roaHocr

3 roanHH

6.4 ChnenHanHH YCIIOBHR HA ChXpPaHEHHE

Ha ce cbxpaHaBa B OpMrMHANHATa onaxoska (byTunkara).

6.5 BHa H chaObpKAHHE HA ONAKOBKATA

Ytporectan 400 mg BarnHanHu kancynu, MekH, ce npeanara B8 HDPE 6yTunka, cbabpkawa 15
Kancy/u, cbC 3aliMTeHa oT aeua O0ana nonunponuieHoea (PP) kanauka ¢ BUHT ¢ kbcallo ce cpedupHo
¢donno. byTHnkara ce 10CTaBs B KAPTOHEHA KYTHA.

6.6 CoeuHaJHA NpeaANa3HH MePKH NPR HIXBbPJIAHe H paboTa

Heu3non3paHUAT NpOAYKT HJIH OTNMAABHHUTE MATCPHAITH OT HETO TPHGBEI Ad C€ HIXBBHPJIAT B
CBhbOTBCTCTBHE € MECTHHTE HIUCKBAHHA.

7. IPUTEATEJ HA PAJPEILEHHETO 3A YIIOTPEBA

Besins Healthcare Ireland Limited
16, Pembroke Street Upper,
Dublin 2,

D02 HE63
Hpnanpus




8. HOMEP(A) HA PA3PEIIEHHETO 3A YIIOTPEBA

PerucrpauuoHeH Ne

9. JATA HA ITBPBO PAZPEHTIABAHEMTIOAHOBABAHE HA PASPELHIEHHETO
3A YITOTPEBA

,[[a*ra HA4 MbPBO pa3peliaBaHC,
IlaTa Ha NOCNEAHO NMOAHOBABAHC.

10. JATA HA AKTYAJ/IUZUPAHE HA TEKCTA

09/2024




