KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHHUS [TPOJYKT T M3 npogyRmE ]

IIpoayrekc 25 mg HHXKEKIHOHEH Pa3TBOp e L e e e ruasaiicions |
Prolutex 25 mg solution for injection £ G r

2. KAYECTBEH M KOJIMYECTBEH CBHCTAB I S

Bceku ¢nakon (1,112 ml) ceabpxa 25 mg nporecrepoH (progesterone) (TeopeTHYHa KOHLICHTpALIUA
22,48 mg/ml).
3a MbJIHMA CNMCHK HAa MOMOLLHMTE BELeCTBA BHXKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

HMH>XeKUHOHEH pa3TBop.
buctbp Oe3uBeTeH pa3TBop.

4. K/IHMHHWYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

[IponyTekc e noka3aH NMpH Bb3PacTHH 3a MOAIbpKaHe Ha JyTealHata (pa3a KaTo 4acT OT nporpama 3a
NeYEHHE C aCUCTHPaHU penpoAYKTUBHHM TexXHONOoruH (APT) npu 6e31101HM KEHH, KOUTO HE Ca B
CBCTOAHHE @ U3MONA3BAT WIH IMOHACAT BarHHAJIHU Tpenapars.

4.2 JI03HpPOBKA H HAYHH HA NPHJIOKEHHE

gﬂ:]ll POBKa

Bw3pacmnu
BeHbk JHEBHO MHXKEKTHPaHE Ha 25 mg, OT JEHA HA M3BJIMYAHETO Ha AiLeKIeTKaTa, OOMKHOBEHO /10
12-Ta ceaMuULIa Ha NOTBBPACHA OPEMEHHOCT.

Ts# kaTo noka3aHuaATa 3a [IpoayTekc ca orpaHM4YEHH 0 JKEHH B IETEpOJHA Bb3pacT, MPENOPBKHUTE 3a
JI03UpaHe NpH Aella M XOpa B cTap4yecKa Bb3pacT HE ca MOAXOASALIH.

[IponyTekc ce npunara noAKoXkKHO (25 mg) OT nauKeHTa ciie/l HHCTPYKTaX WIH HHTPaMyCKYJITHO
(25 mg) OT CneLHaTUCT.

CrnennajHi nNoNnyJauHH

Iayuenmu ¢ cmapuecka év3pacm
He ca ceOpaHM KJIMHUYHM JaHHH NMPU MAUMEHTH HA Bb3pacT Ha/l 65 roaxHHU.

bvopeuno u ueprnodpobno yepexcoane
JIuncea onut OT ynorpe6ara Ha [IponyTeke Npu NalMeHTH ¢ HapylieHa YepHoApoOHa uiu ObOpeyHa

GyHKUMS.

ITeouampuuna nonynayus
BezonacHocTTa M epukacHocTTa Ha [Iponyreke npu aeua (ot 0 no 18 roauHu) He ca yc
Hsima croTBeTHa yrnoTpeda Ha [IponyTeke B neaMaTpyHyHaTa nomyJjiauus Wid MpH nail
cTapuecKa Bb3pacT 3a [MOKa3aHHeTO MOAAbpKaHe Ha JTyTeaaHara (asa KaTo 4acT OT Mp
JIEYEHHE C ACHCTUPAHM PenpoAyKTHBHH TexHoMoruu (APT) npu Oe3rioqHH KEeHH.




Haunn Ha npuIoKeHRe

Jeuenuero ¢ Hponyrexe TpabBa pa ce 3anoune noa RAOMOISHUETO Ha JeKap ¢ ONUT B JICHCHHUETO Ha
npobiueMu ¢ peprumreTa.

IIponyTexc e npeHa3HavueH 32 HHTPAMYCKYITHO MiTH OJKOMKHO MPHIIOKEHHE.

Humpamycxkyano npunodicenue

Habepere nogxopdina o6nact (deTupuriiaens GeApeH MyCcKyJl Ha JACHOTO WITH J1180TO 6€1p0).
INouncTere ¢ TaMnoOH W30PaHOTO MACTO, MOCTABETE MBIOOKA HiDKeKIHA (MriaTa o bruj oT 90°).
IlpogyxTeT TpabBa na ce uHKeKTHpa 0aBHO, 3a 1a ¢ CBelle 40 MUHHMYM JIOKATHOTO YBpEeXKIaHe Ha
THKAHHTE,

[100KONCHO RPUROICEHUE

Habepere moaxoasama odaact (npegHaTa 4acT Ha 6eapoTO, AONHATA HACT HA KOPEMA), MOYHCTETE C
TaMIIOH U30PaHOTO MACTO, CTHCHETE 3APABO KOXKATA W BKapaifTe HIMaTa oA srea o1 45° go 90°.
[TpogyxTsT TpabBa Na ce MIKeKTHpa OABHO, 3a Jja ¢e CBEAE O MUHHMYM JICKATHOTO YBpeXaHe Ha
THKAHWTE.

4.3 Ilporuponoxazanng
ITponyTtexc He TpAOBA Ja Ce H3M0/I3Ba IPYX MHAWBHIU C HAKOE OT CISAHHTE ChCTOSHHA!

CBpBbXYYBCTBHTEIHOCT KbM MPOTECTEPOH WU KbM HAKOE OT MOMOLIHHTE BEIIECTBA
HenuarHocTULMpaHO BarHHAMHO KBPBEHE

HzBecten 3aappkal abopt WIH eXTONMYHA DpeMEeHHOCT

Texka yepHOApOOHA THChHYHKUMA WM 3a60mABaHe

A3BecTeH WM NOAO3HPAH PAK HA IbpATa WIH HA TeHWTANHHA TPaKT

AKTHBHA apTEpHaiHa MA¥ BeHO2HA TpoMOoeMOOINA WK TeXBK TPOMOOPIeOMT, WK
aHAMHE3A 33 TAKMBA CEOMTHA

o llopgpupus

¢ AHaMHe3a 33 MIMONATUYHA XhITeHHLA, TexKa GopMa Ha NPYPUTYC WIMA MECTALHOHEH
neMQGUuronI no BpeMe Ha OPeMeHHOCT.

4.4 Cnennansd npeaynpexIcHus U NpeINa3Ha MepKH apH yoorpeda

[punoxenneto Ha Ipomyrexc Tpabsa Ha ce NpekpaTy, ako ce NMOAO3NPA HAKOE OT CAEHUTE
CBhCTOAHUS: HHDAPKT Ha MUOKApAd, MO3bYHO-CHAOBH HapyLICHM, apTepHATHA WIH BEHO3HA
TpoMOoeMbonus, TpoMOOogIebUT WK TpoMOOo3a Ha PETHHATA.

[1pn naudeHTH ¢ Jieka 20 yMepeHa YepHoapoOHa THcHYHKLMA ¢¢ NpenopbuBa NOBULICHO BHUMAHKE,

I1pv nanyeHTH ¢ YMepeHa 4o TexKa Os0peyHa JMCPYHKUHA Ce NPSNophYBa MOBHIICHO BHHMAHHE,
ThH KaTO MOXKE 14 HaCTBhIIH HATPYTNBAHES HA IMKIOIEKCTPHHNA.

TlauueHTHTE ¢ aHAMHE3A 3a aenpecks TpaGsa aa 6saaT BHHMaTenHo Habmroaasanu. ObMucneTe
npexparaBaHe, ako CUMITTOMUTE Ce BJIOHIAT.

Tui KaTO NPOTECTEPOH MOMKE Aa MPHYMHHE H3RECTHA 3aJPBKKA Ha TEUHOCTH, ChCTOAHHA, KOUTO MOTAaT
na GBLAAT NOBIUSHU OT TO3W DAKTOP (HAID. eRHACTICHA, MHTPEHA, 4CTMA, ChPIEYHa Wik Ob0peuHa
AUChYHKIMA ) U3HCKBAT BHAMATETHO HAOIIOMCHHE.

Hamanapane Ha HHCYIHHOBATA YyBCTBHTSIIHOCT H OTTAM Ha TIIOKO3HMA TOJIEPAHC ¢ HabMoAaBaHO
TIp¥ MAJTBK POt MALMEHTH HA KOMOHHHPAHH JIEKAPCTBA © €CTPOTeH M NporecTored. MexaHu3MBT Ha
TOBA HAMANABAHE He € M3BecTeH. [lopaay Tasu NpHuHHA NalHeHTHTE ¢ AHabeT Tpabea 1a Ok

Ynotrpebara Ha NOMOBH CTEPOHAHM CHIIO MOXKe Aa YBEIINYKA PHCKA OT ChAOBH JIE3HH H
Ce MPEeJOTBPATAT TE3H MOCACAHK YCIOKHERN, TPOBa ja ce BHAMaBa NpH notped
pH MyIIauM M [IPH TE3M ¢ PHCKOBH GaKTopy 3a aTepockieposa. Ynorpebara Tpadsa
npekpaTeHa B clyyaif Ha MPEXOAHH HCXSMMYHH ChOHTHH, 10484 HA BHE3aNHY TEXKH
HapyILiEHHs HA 3PEHHETO, CBBP3aHHU C ManWIapeH OTOK WM KPBBOH3IHB B PCTHHATA,




BHe3anHOTO NpeKpaTABaHe Ha JO3MUTE IIPOrECTEPOH MOXKE 1a MPUUHHH NTOBHILICHA TPEBOKHOCT,
MOTUCHATOCT U NPeAPAa3NOJMmKEHHE KbM I'bPUOBE.

Ilpenn na ce 3anouHe jeweHuero ¢ [Iponyreke, nanueHTKaTa 1 HEHHUAT NApTHREOP TPAOBa na ObaarT
nperieaaly Ot JeXap 3a CLEHKA Ha NMPHYMHHKTE 3a OSIMIOANETO WIH YCIOXKHEHUATA 110 BpeMe Ha
OpeMEHHOCTTA.

Togsa nekapcTBo ChAbPKA MO-Manxo oT 1 mmol natpuii (23 mg) B 1030Ba €IUHKLA, T.€. NO CHIIECTRO
e "De3 HaTpuit". -

4.5 B3anmojelicTeHE ¢ APYTH JieKAPCYBEHH NPOTYKTH 4 APYrA GopMH HA BIAHMOJEHCTBHE

JlekapcTBa, 3a KOMTO € H3BECTHO, Ye MHAYUMpAT YepHoApoOHaTa uutoxpoM-P450-3A4 cHcrema
(nanp. pubamMnuunH, kapbdamazenuH, rpuseodynsud, denodapouTan, GeHUTOMH HIH XBJIT KAHTapHOH
(pacTHTENHY NPOAYKTH, ChABpKAILKA Hypericum perforatum), MOTaT Ja YBEIHYAT CKOPOCTTA Ha
SITHMHHHPaHE W N0 TO3H HAYHMH 14 HAMAIAT OMOHaIUYHOCTTa Ha [IPOrecTepoHa.

3a pa3nMKa OT TOBa, KETOKOHA30M M APYTH HHXHOMTOPH Ha uproxpom P450-3A4 morar aa HaMamaT
CKOpOCTTA HA CTHMHHMPAHE M 10 TO3H HAYHH A& YBEIMYaT OHOHAIMYHOCTTA Ha IPOTeCTepOHa.

Toi KaTo NpOreCTepoOHLT MOJKE /ia MOBJIMAE Ha AHA0ETHHS KOHTPOIL, MOXKE a C€ HAIOKH KOPDHTHPaHe
Ha J103aTa HA [IPOTHBOAHAOETHHA JIeKAPCTBEH NPOAYKT (BK. Touka 4.4).

ITporecroreduTe MOrar ga HHXUOHMpaT MeTabonu3Ma Ha LMKIIOCIIOPHH, KOSTO BOJH [0 MIOBHINCHH
IUIa3MEHH KOHLSHTPALMK Ha LHKIOCTIOPHH H PHCK OT TOKCHYHOCT.

EdexTsT Ha CHIBTCTBALIMTE HHXKEKIIMOHHH MPOAYKTH BBPXY SKCMO3KUUUATA Ha MIPOreCTePOH OT
[Iposyreke He e oneHeH. He ce npenopbusa enHoBpeMeHHaTa yoTpeda ¢ Apyry IeKapcTBa.

4.6 DeprrianTeT, OPeMEHHOCT H KhpMeHe

OepTRANTET
[TpomyTexc ce HAMON3RA 3a JIEYSHHETO HA HAKOK GOPMH Ha WHGEPTHIHTET (BK. ToUKa 4.] 3a MBIIHN
MORPOOHOCTH).

bpeMennoct
[IpomyTeke € mokaszaH 3a NOAabPKAHE Ha JiyTealHaTa (paza KaTo yacT ot Nporpama 3a JedeHue ¢
ACHCTHPaHH peNpOLyKTHBHH TeXHONOTHH (APT) mpu 0e31ioJHA KEHH.

Hma orpanuueHH W HeyOeaUTETHY JaHHK 332 PUCKA OT BpPOJEeHU aHOMATHH, BKITIOYHTEIIHO 'CHHTAITHH
aHOMAJTHK pu OebeTa 0T MBIKKHA HITH XKEHCKH MO/, CISH BhTPEMATOYHA EKCIO3HIMA 10 BpEME Ha
6peMeHHOCTTa. HeCTOTHTE HA BPOACHHTE aHOMAINM, CTIOHTAHEH a00pPT M CITyYad HA €KTONMWYHa
OpeMEHHOCT, HaOJIONABaHH 10 BpeMe Ha KIHHUYHOTO H3NUTBAHE, ¢4 CPaBHHMH C YECTOTaTa Ha
CHLOMTHATA, OnMcaHa B 00IaTa omyJlauys, BbIPEKX Y€ 001aTa eKCIO3KIHA € TEBpAe HUCKA, 32 Aa
MOJKE /12 C€ HAMpaBAT 3aK0YCHHA.

Knpmene
ITporecTepoHsBT ¢€ KCKpeTHpa B KbpMara U [IpomyTeke He TpabBa na ce W3Ioi3Ba o BpeMe Ha
KbpMeHE.

4.7 Eg¢exTn BbpXy cnocoGHOCTTA 32 IOodHpaHe H paboTa ¢ MalIAHHA

[IponyTekc MOB/IKABA B MAIKA H/IH YMEPEHA CTeTeH crocobHOCTTa 32 1o(upaHe H paboTa ¢ MalIMHH,
IIporecTeponsT MOXE 13 IIPHYMHE CHHIIHBOCT W/H/IY 3aMasHOCT; NOpaAy TOBa Ce NPEMOPBYBA
MOBUIIICHO BHUMaHKE NpH wohbopHUTe U paboTeIyMTe ¢ MAIHHH.

4.8 Hexenann JeKapCTBeHH PeaKIHA

Haii-yecto crobaBaHiTE HEXKETIAaHHW JIEKAPCTBEHH PEAKIIHU 110 BpeMe HA JICYCHHE C
BpEME Ha KIHHHYHOTO M3MMTBAHE C4 PEAKIMM Ha MACTOTO Ha MPUIOKSHHE, HAPYIHIE
BYJIBOBArHHAJIHH HapyllIeHUS.




Tabnuoara no-g0iry NOKa3Ba OCHOBHUTE HEJKENIAHH NEKAPCTBEHH PeaKidH NPH XXCHU, JIEKYBAHH C
[IponyTeke B OCHOBHOTO KIIHHHYHO H3MHTBaHe. Jl[aHHKTE ¢a MIpeACTABEHH 110 CHCTEMO-OPTraHeH KiIac

(COK) u yectoTa.
Cucmemo-opzanen kiac | Muozo yecmu Hecmu Heuecmu
(COK) (= 1/10) (= 1/100 00 <1/10) (> 1/1000 00 <1/100)
TICHX1YHA HapyLUEeHUA [TpomeseHo
HACTPOCHHE

HapyuieHus Ha HepBHaTa I'raBoGonue 3aMasgHOCT,
cHCTEMA | CBHIHBOCT
CTOMaIIHO-YPEBHH [logyeaHe Ha KOopeMa CroManHo-4YpeBHU
HapyLIeHHUA Kopemna 6onka CMYILEHHA

Fanene

[ToBpbiuiake

KoHcTumanus
HapyuieHns Ha KoXaTa U [Ipypuryc
NOAKOXHATA ThKaH Obpus
HapymeHus Ha Cna3bpm Ha MaTkata | YyBCTBUTEMHOCT Ha HapyiileHud Ha
BB3TIPOH3BOAWTETHATA Barnnanex IEPIOHTE repaaTa
CHUCTEMA U IbpAaTa KpHBOH3IMB boaka B repaure

Barunanso reyenue

ByneoparuHanes

NPYPUTYC

BynsoparunaneH

JHCKOMQOPT

BynBoBarmHajiHO

BEB3NAJICHHE

CuHIpOM Ha

CBPBEXCTUMYIIALIMA Ha

sivauoaTe (CCH)
O6IUM HapyDIEHHS H Peaxumy Ha XeMmaTtoM Ha MACTOTO Ha | YUyBCTBO HA ropeiHHa
eeKTH Ha MICTOTO Ha MACTOTO Ha HHKCKTHpaHe Hepasnonoxenue
NPHIOKEHHE NpUNIOxKEHHE™ VIUTBTHIBAHE Ha bonka

MACTOTO Ha

UHKEKTHPAHE

Ymopa

*Peakiy Ha MACTOTO Ha TIPHIIOXKEHHE, XaToO ApazHeHe, OoNka, MpypHTYC U MOJYBaHe.

Edberomu na xigca 1eKapcmea

CnenHuTe HapYIUEHHA, BBIIPEKH Y¢ He Ca JAOKIAABAHH OT NalMCHTH B KIIHHHYHH MpOyYBaHH,
u3noa3eaily IIponyTeke, ca OMUCaHu NPH APYrH JIEKAPCTBA OT TO3H KIlac.

Cucmemo-opzanen xiac (COK)

TICHXWYHH HapylIeHHsA Henpecus

HapywieHns Ha HEpBHATA CHCTEMA HucomMBus
XenartobwiMapHH HapyLIEHHs JeiareHulla

Hapyuieans Ha BB3IPOH3BOAHTE/NHATa CHCTEMa H | MeHcTpyanHn CMyIIEHHS

repaaTa

CHHIpoM, Noo0eH HA NPEAMEHCTpYalHHA

H&EyIHEHHiI Ha Koarta H NIOJKOKHAaTa ThKaH

YpTukapus, akHe, XHP3YTH3EM, AJlonenys

0011 HapymeHus ¥ €peKTH HA MACTOTO Ha

MPHAOKEHHE

HannapaHe Ha Terio

AHaQHIAKTOMOHH PEAKITHY

Crobmasane HA NOAO3HPAHHE HEAKC/IAHA PeaKRAHA




CrobasaneTo Ha NOAO3MPAHU HEIKEIAHH peakUuH ¢JIell pa3peHiaBane 3a ynorpedba Ha JeKapCTBeHi
NpOAYKT € BaxkHo. ToBa O3BOJIABA Aa NPOABIIKH HACMOASHHETO HA CHOTHOLICHHETO MOI3a/PHCK 32
JIEKAPCTBEHHA MPOAYKT.

OT MeANLIMHCKHTE CIISLHATMCTH CE H3MCKBa Ja choOIIaBaT BCAKA TIOAO03MPaHA HeXKETAHA peakiys
ypes:

HM3nbiaHATENHA are U 10 JIeKapeTBaTa

ya. ,Jamsan I'pyes” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpeno3mpaHe

Bucoxkure no3mn MpOreCTCPOH Morart ga npuiIHHAT CHHIMBOCT.

JledeHHeTO Ha MpEeA03UPAHETO ¢€ ChCTOM B MpeKpaTABaHE Ha NpueMa Ha [IpomyTeKe 3aeiHO ChC
327I0YBAHE HA NIOAX0IUIA CHMITTOMATHYHA H IOANBPKALYA TEPAITHA.

5. GOAPMAKOJOINYHU CBOMCTBA

5.1 dapmMakoaAHHAMHYHH CBOHCTBA

dapmakoTeparneBTHYHA rpyna: [1010BM XOpMOHM M 1pernaparH, NOBIUABAILM OJIOBATa CHCTEMA,
[Iporecrorenn; IIpernen (4) npousBoanu, ATC ko GO3DAOGM4.

IlporecTepoHsT € €CTECTBEH CTEPOHI, KOHTO C€ CEKPETHPA OT SHYHULIMTE, TIaLIeHTaTa !
HaaOROpeunuTe xule3n. [IpH HanWYKe HA NOCTATEYHO eCTPOreH, MPOrecTepoHsT TPaHC(HOPMHpa
nponHpepaTHBHUT SHIOMETPHYM B CEKPETOPEH eHAOMETPUYM. [IporecTepoHbT € HeoOXOHM 33
YBEMYaBaHE Ha BE3NPHEMUYHBOCTTA HA SHIOMETPHYMA KbM HMIUIAHTHPaHe Ha emOpHoH. Ciieql KaTo
ce UMILTAHTHPA eMOPHOH, MMPOrecTePOHbT CHACIHCTRA 3a NOATLPXKAHETO Ha OPeMeHHOCTTA.

KhaaniHa epaKACHOCT H 0e30NacHOCT

IIpoiieHTHT Ha CITy4YauTe ¢ Npoab/bKaBaila 6peMeHHOCT cnel 10-ceaMUYBO NOATBPKAHE HA
nyteanHata daza ¢ [Tpomyrekc 25 mg/aen (N = 318) npH mauMeHTKH, KOUTO Ca HMaIH
eMOpHOTpaHctep B KIHHMYHO H3nUTBaHe ¢aza III, € 29,25% (95% JH: 24,25 - 34,23).

ITegmarpusaaa nomyTal{lus

Erponelickara areHIHA 110 JISKapcTBaTa 0cBO00XKIABa OT 3aAL/KCHHETO 3a MPEOCTABAHE Ha
pe3yJTaTUTE OT NpoyuBaHuaTa ¢ [IponyTekc BsB BCHUKU NMOATPYITH Ha NTEIHATPHYHATA TOITyAalHA 32
pazpeLICHUTE NOKA3AHKA, |

5.2 @apMaKOKHHETHYHH CBOHCTBA

Abcopbnus

CepyMHHTE KOHLEHTPALMKA HA IPOTECTEPOH €a ¢ MIOBHLUIIK CJIe MOAKOKHO (5.C.) IPHWIOKSHHE Ha
25 mg ponyrekc Ha 12 3apard KEeHH crel MeHonay3a. Jlo eauH vac ciel NOJKOKHO NMPHIIOKEHHE Ha
eIMHHYHA 1033, cpennHara crofinoct Ha Cmax e Ouna 50,7 = 16,3 ng/ml. CepymHara KOHIIEHTpallHA Ha
NporecTepoHa HAMAJIABA ClIC/IBAMKH MOHOCKCTIOHEHLIMATHO pasNafaHe H ABaHaReceT Jaca Ciex
MPHJIOXKEHHETO, CPEMHATA KOHLeHTpaumA € 6,6 + 1,6 ng/ml. MunuMasiHaTa cepyMHa KOHLICHTpALHA,
1,4 + 0,5 ng/ml, ¢ gocTHrHaTa B 96-4acoBara BpeMeBa TOMKA. (PapMaKOKHHETHIHUAT AHAIHS €
JIEMOHCTPHPAT JTHHEHHOCT HA TPUTE MOAKOXKHO TIPHIOKEHH TecTBanK 103H (25 mg, 50 mg u 100 mg).

Cnen MHOTOKPAaTHO J03UpaHe ¢ 25 mg/AHEBHO Ype3 MOIKOXKHO NPHI0KEHHE, CTALHOHAPHH
KOHUECHTPALIMK ¢a AOCTHIHATH B PAMKHTE Ha NPHONH3HTENHO 2 JHH OT JiedeHHeTo ¢ Ilpo /A.;\ o8 LT
HHUCKH cTofiHOCcTH OT 4,8 + 1,1 ng/ml ca HaOmonaBany npu IIONI TOJ, KPHBATa HA JICKaPZIBRMgTe 46}%
koHueHTpauma (AUC) or 346,9 £ 41,9 ng*h/ml na Jen 11. Q

—
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[1pua xopata 96-99% oT nporecTepoHa € CBHP3aH CBC CEPYMHHTE APOTENHH, XaTo anbymuHa (50-34%)
UM TpaHckopTiHa (43-48%), a ocTaHanara vact e cBoboaHa B wia3mara. biarogapenue Ha
Pa3TBOPHMOCTTA CH B JIMITHAH, IPOreCTepOH NPEMUHABA OT KPBHBHMS ITOTOK KBM LIENCBHTE KIICTKU
4pe3 MacuBHa JUPY3HR. |

brorpancopManasg

[IporecTepoH®T ce MeTaboIH3Mpa MTABHO B YEPHHA Ap0O, IIPETHMHO A0 NPErHAHANCIH U
[persaHonody. [iperHanauoNuTe H MPErHaHOIOHUTE C€ KOHIOTHPAT B YepHHA Apod Ao
TIOKYPOHHAHM U CylipaThu MeTraGonuTd. MeTtabonurrTe Ha nNporecreposa, KOUWTO C& eKCKPETHPAT B
MITBYKATA, MOraT Aa Ce AICKOHIOTHPAT ¥ JOITBIHHTEIHO Aa ¢e MeTabonu3upar B 4epBara 4pes
penyKLMs, AEXUIPOKCHIUPAHE U CTIMEPH3aLIi.

Eaamunnpane
ITporecTepoH®T NpeThpiviBa GpOpeyHO | AUTHUHO eIMMHHKpPAHE.

5.3 HpeaxMAUYHA JAHRH 33 §€300aACROCT

Ha za¥iuu e npunoked 6,7 mg/kg/ne llponyreke B MpOgBIDKEHKE HA 10 7 NOCNEAOBATENHH AHH Ypes3
MOJKOKHO M MHHTPaMYCKYITHO uHkekTupaHe. He ce nabnionasa chOTBETCTBAL SPEKT, IPHITHCBAH Ha
neueHHeTo ¢ lIpoyTere upes noakoKHO NPUIIOKEHHE NIPH JIOKATHO, MAKPOCKOINCKO M
XHMCTOMATONOIMYHO H3C/Ie/IBAHE.

1Ipn nokanHu u3cneIBaHMs KUBOTHHUTE, TPETHPAHH C HOCHTEN 0e3 akKTHBHO BEUICCTBO H MPOTeCTEPOH
Ype3 HHTPAMYCKYJTHO NPUIOKEHHUE B NPOABIDKEHUE Ha 7 AHH, C& HMAIH JICKa JIOK2/THA peakiid KaTo
XeMAaTOM HJIH YILTBTHABAHE Ha MycKyna. Habmonapana € mo-BuCoKa 4€CToTa Ha OTOK IIPM KHBOTHH,
Tpetupani ¢ [Iponyrekc. Tesu npusHalm ce CBBP3BAT ¢ JOKAIHA HOKPO3a& HA THKAQHHTE M
Makpodaruanes oTTOBOP NpH XHCTONMATONOMHYHO H3cTeaBade. Y MepeHa ¢ubpo3a ce CBEP3Ba ¢
HWHTPaMYCKYJIHO IpWwiIokeHue Ha [IpomyTekc ciren ceneMaHeBHHA iepro Ha Habonenne cres
neueHueTo. BBIipexu ToBa, HUTO e€AHa OT HalMOAABAHKTE XHCTOMOTHYHH NNPOMEHH He € Owia
IHAYUTETHA WK oOIIHMpHa.

[TposeneHO € MO-IBATOCPOUHO NPOYHBAHE ¢ NpHiokenHe Ha IIponyTexc mpu ao3a ot 1 mg/kg/aen
MOAKOWHO Mt 4 mg/kg/neH HHTpaMycKy/1HO. He ca perscTpHPaHH HUKAKBH TOKCHKONIOTHYHO
3HAYMMH KTHHHYHK [PH3HALH, a8 HabaroaaBaHUTe HE3HAYUTEIHH NPH3HALM OOHKHOBEHO ¢a NOAcOHH
KaTO [IPH T€3H, NOMy4aBaIlH HOCHTEN. XNCTONATONOMMYHOTO H3C/eBaHe Ha MeCTaTa Ha
HHDKEKTHPAHE ClteR 28-THEBHO AeYeHHE YCTAHOBIBA HE3HAYNTEIIHH MPOMEHH, KOHTO OOHKHOBEHO ca
toAOOHH Ha Te3H KaTo NPH KHBOTHH, TOTyyaealy Hocuten. Cren nepyoaa Ha HabnoAeHHE CITex
nedeRHeTo (14 nHH) HAMa NPOMEHH, CBBLP3aHM ¢ HHKEKTHpaHeTo Ha llpomyTekc.

JIpyrd npeAKIMHAYHEA OPOYYBAHHS He ¢a PA3KPHIH APYTH e)EKTH OCBEH Te3H, KOMTO MOTAT Aa Obaat
OBACHEHH Bb3 OCHOBA HA M3BECTHHA XOpMOHaneH npodun Ha nporecrepoHa. Tpa6sa obave aa ce Mma
NpeABXT, Ye NONOBATE CTEPOMIN KATO NMPOreCTepOH MOTAT Aa CTHMYJIMPAT PACTEXa Ha ONpeacIcHr
XOPMOHAJIHO 3aBUCHMH THKAHH H TYMODH.

AKTUBHOTO BeLIECTBO NPOreCTepOH [PeACTARIIABA EKOJIOTHYEH PHCK 3a BOJHATA cpea, 0COOCHO 3a
pubure.

6. GOAPMAIEBTHYHHU JAHHUN

6.1 CrorcuLk HA BOMOHIEMUTE BEINECTBA

XURPOKCHITPOTIUIOETaAEKS,

Junatpues ¢ocdar,

Hatpues muxuaporen docgar JUXHIPaT,
Boaa 3a wrakeKumMu




6.2 HecLBMECTHMOCTH

To34 JexapCTBeH NPOAYKT He TpaOBa Jia ¢& CMEeCBa ¢ JPYTIH JIEKapCTBEHH MPOAYKTH, ¢ HIKIIOUCHHE Ha
[HOCOUYEHHTE B TOUKA 6.6.

6.3 Cpox na roggocr

2 TOOHHH

JlexapcTREHMAT NPOAYKT TPAOBA Aa c€ M3N0JI3Ba BeHAra CJIe] MbPBOTO OTBAPAHE: OCTAHAIOTO
KOJIH4ECTBO OT pasTeopa TpAOBa Aa C& U3XBBPIIH.

6.4 Cnenuann¥ ycioBHS BA ChXPaHERHe

Ja ce cuxpangsa noa 25°C. /[a He ce CbXpaHABa B XIaJAWIHHK WITH 3aMpa3aBa.
Ja ce cpXpaHdBa B OPMIHHAIHATA CIAKOBKA, 3a 1a C¢ IPEeANasH OT CBeTIMHA.

6.5 Bnan cpabpxanne HA ONAKOBKATA

besuperen cTeKIeH (uiakoH TuN I, cHaGneH cbe 3amyiuanka oT 6poMOOYTHACBA FYMA, 2ITYMHHHEBO
yIUTBTHEHNME M QUTHT Karladka. Beaka onakosxa cpaspka 1, 7 win 14 guiakona. He BCHuKH BUAOBE
ONaKOBKH MOTAT A2 O6bJaT MyCHATH Ha 1ma3apa.

6.6 ChnenmajHn OIPeINAIEH MEPKH NPH H3XBLPIIAHES
PazTBOpPHT € caMo 3a €AHOKpaTHa ynoTpeda.
BeHuky MyCKyZTHH HH3KEKLIWH TPAOBa 1a ce MpaBAT OT MEAMLIMHCKH CIeLHATHCT.

PazTBOpPBT He TpaOBa [ia ce MpwWiara, aKo CbIbPKa YaCTHLIM WY € ¢ IPOMEHEH LIBAT.

Heusnon3BaHHAT NPOAYKT HIIHM OTNIAZBYHHTE MaTEpHAIIM TPAORA /14 ce W3XBBPJIAT B CBOTBETCTBHE C
MECTHHTE W3HCKBAHHS.

7. HNPHTEKATE] HA PAZPEHMIEHUETO 3A YIIOTPEBA

IBSA Farmaceutici Italia srl
Via Martiri di Cefalonia, 2
26900 Lodi - Hranus

8. HOMEP(A) HA PAPEIIEHHAETO 3A YIIOTPEEA

20200256

9, JATA HA IThPBO PA3SPEINABAHE/TIOAHOBABAHE HA PASPEIHEHHETO 3A
YIIOTPEBA

Jlata Ha MBpRO paspenrasane: 12/2020 .

10. AATA HA AKTYAJIMZIUPAHE HA TEKCTA

12/2023




