KPATKA XAPAKTEPHCTHKA HA TPOAYKTA
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1. HME HA JEKAPCTBEHHA ITPOAYKT

Mepuodeprt 75 IU npax n pasTBopHTE]I 32 HHAKEKIHOHEH Pa3TBOP

Meriofert 75 IU powder and solvent for solution for injection

2. KAYECTBEH H KO/THMECTBEH CHCTAB

Beeku QnakoH ¢ MMOQUIH3APaH NpaxX ChAbPIKA YOBEMKH (POIMMKYIOCTMMYIHPAM XOPMOH
(®CX) c akrusnocr 75 IU u yosewkn nyTenHmupain XopmoH (JIX) ¢ akrusHoct 75 IU.
YopemkuaTr MeHonaysaneH roHagmorponuH (YMID) e excrpaxmpaH OT ypHHa Ha
MOCTMEHOTIAY3aIIHH 5KeHH.

Yosewmkuar xopuonroHagorpomus (UXT), excrpaxupaH oT ypHHaTa Ha OPEMEHHHU XEHH, Ce
noGaps ¢ ien Aa ce AONMpHHECe KbM INIOCTHATA AKTHBHOCT Ha JIX.

3a NBJIHESA CIIMCEK Ha MOMOIIHNTE BELIECTRA BIXKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA
Ilpax ¥ pa3TBOPHTEI 33 HEDKEKUMOHEH Pa3TBOP.

ITpax BBB pnakoH: 6an 1o noury 641 MuOPHIA3HPaH IIpax
PasreopuTen B aMnyna: GHCTHLP H Oe3IBETEH Pa3TBOP.

4. KIHHAYHH TAHHHA

4,1 TepaneBTHYHH MOKA3AHHA

HAeayxnus HA OBYJALHN: 332 MHIYKIHA HA OBYJAUMA NPH JKEHM C aMeHOpes WM
AHOBYJIATOPHM XKEHH, KOMTO HE Ca OTTOBOPUITH Ha JIEYEHHE ¢ KITOMH(EH LIMTPaT.

Konrpoanpana opapuanna crumyanaa (KOC) B paMKkHTe Ha MEOMLIMHCKH aCHCTHpaHA
penponykTusHa TexHonorus (APT): uHAyLEpane HA pPasBHTHe HA MHOKECTBEHH (ONMKYNH
IIpY XKEHH, TIOAJIOKEHH HA ACHCTHPAHM PENPOXYKTHBHH TEXHOIOTHH, KaTO HAIPHMED in Vilro
omnoxaaue (IVF).




4.2 lo3HpoBKa M HAMHH HA NPUICKEHHE

EO3HQQBE§._

Jleuenneto ¢ Mepuodepr Tpabea na sanmouHe mox Hax3opa Ha JIEKAP C ONHT B JICUEHHUETO HA
npobnemu npu Gesnnonue.

CpInecTBYBAT rofieMH MeXAYHHAWBHAOBH M BLTPEHHAMBHIOBH BapHallid B OTrOBOpa Ha
ANYHMIMTE KbM €K30T€HHH roHazoTponuHu, [Iopaan TasH NMPUYHHA HE € BB3MOXKHO Ja ce
YTBBPAH €OWHHA cXema 3a JAosupaHe. Ero 3amo noszara Tpabea Aa Obae MHAMBHIY&IHO
afanTHPaHA B 3aBHCHMOCT OT OTrOBOpA HA MYHHUHTE. 3a TOBa ce M3HCKBA YITPA3BYKOBO
H3CReIBaHe, KaTo MOXe /1a C& BKIIIOYH H MPOCIIENABAHE HA HABATA HA €CTPAaUONA.

AHOBYJIATOPHMK KeHH:

Llenta Ha neueHmero ¢ Mepnodepr e za ce pasBHe eNMH~CAMHCTBEH 3pAN (OMMKYN, OT
KoiiTo mia Gbae ocBoGomeHa siilekeTKa ciell IpuNaraHe Ha YOBEIIKH XOPHOHTOHAXOTPOIIHH

(UXT).
MepHnodepr Moxe A3 Ce NpHIAara KaToO €XENHEBHH MEXKEKUMH. IIpH maimmeHTkH ¢
MEHCTpyalmsa edeHueTo TpAdBa Ja 3anovyHe npe3 IIbPBUTE 7 THH OT MEHCTPYANTHHST LIMKBII.

Yecro m3nom3sBana cxema 3amousa ¢b¢ 75 g0 150 IU PCX HA neH M c€ NOBHINABA IPH
HeobxomumocT ¢ 37,5 IU (mo 75 IU), npes unTeppany, KOUTO ce npeanoumta aa 6saar or 7
wiH 14 auu, 3a 713 ce MOCTHrHE afACKBATEH, HO HE MPEKOMepeH OTTOBOP.

MaKCHMAaIHUTe JAHEBHH J03M Ha YOBEmKM MeHomaysaneH roHagorponuH (UMI)
Meprodept nmo npuHLmN He Tpsadsa aa nagsumasar 225 [U.

Jleuennero TpsabBa Aa ce aganmTHpa croped HHAHBHAyalNHHs OTTOBOP Ha BCsKAa MAUMEHTKA,
OLIEHEH 4pe3 M3MEpBaHE HA roJieMHHaTa Ha ¢onmkyna dpes exorpad W/unM HuBaTa Ha
€CTPOreHHTE.

Cnen ToBa jnHEBHaTa 71032 C€ MOAALPKA OO MOCTHraHe Ha IPEAOBYIATOPHH YCIOBHAL
OOHMKHOBEHO 3a JOCTMIaHE Ha TAKOBA CHCTOAHHME Ca NOCTATHYHH OT 7 A0 14 aHM.

Cnen ToBa mpunaraHero Ha MepuodepT ce mNpekparsBa H OByJAalMATa MOXE Oa C€
MHAYLMpa UPe3 piarase Ha YOBELIKM XOpHOHroHaaoTponuH (UXT).

AKO OpOAT Ha OTTrOBOPWIHTE QONHKYIH € TBbpAC IOM HIH HHBATA HAa eCTPAmMoOn Ce
NIOBHINABAT TBBpAC OBbP30, T.€. MOBeYe OT JBOHHO HAPACTBAHE HA [IEH HA €CTPAquoOna B
NPOAB/DKEHHE HA ABA MM TPH NOCNENCBATEJHH [AHH, NHEBHaTa A03a TpiGsa ma Obme
Hamanesa. Twit xkato Qonmukynwre nag 14 mm Morar fga zosenar A0 OpeMeHHOCT,
MHOXXECTBEHH IIpefoBapHaiHu $omukyau Hajx 14 mm HOCAT M PHCK OT MHOTOIUIOAHH
GpementocTd. B To3u ciryyait UXI' TpsabBa aa ce mpexbeHe U Aa ce u3berne 3abpemensiBane,
3a Ja ce MPENOTBPATAT MHOromwionuu OpemenHocTh. IlammenTkara TpsOBa Za npujara
OapuepeH MeTOq 33 KOHTPAHENLHSA WIIH /ia C& BE3AbLPKA OT MOJOBH AKTOBE RO 3an04BaHe Ha
CNEABAIIOTC MEHCTPYANHO KpnBOTedeHWe (Bk. Touka 4.4). Jledenmuwero B cnepsaiins
TepamneBTHYeH NMKBA TpAOBa Aa 3amOYHE OTHAYANO C IO-HMCKA 71033, OTKOJKOTO B
MOCHeNHIHSA LMKbII,

Axo cnea 4-CeAMMYHO JNeYeHMe ITALMeHTKaTa HE OTrOBOPH ANEKBATHO HA

IOHKBIBT TPAOBA Jla Ce npekpaTH M T4 Tp#OBa Aa 3amMOYHE OTHAYANO C MO
OTKOJIKOTO B MPEeAMIIHHA LIMKbIL.




Crnen nocTHraHe Ha upeaneH OTroBop TpAOBa fa Ce MPHIOKH SNHOKPATHA MEKEKLHA C
5000IU mo 10000TU YUXI B cpok or 24 a0 48 yaca cnen moclnegHAaTa MHKEKLHA

Mepuodepr .

Ha nanvenTkata ce npenopwyBa Ja OCBHIIECTBH [TOOBH aKTOBE B NCHA Ha HIDKEKTHpaHe Ha
YXT" u na cneasaiys qex,

Kato anTepHaTiBa MOXeE a Ce M3BHPINY BETPEMATOYHA HHCEMHHAINA.

ZKeHu, KOHTO ce NOAJATAT HA CTEMYJIARHS Ha AHYHHLUATE 32 HHIYKIHSA HA PA3BHTHETO
HA MHOZKECTBEHH (POIHKYJIH — B PAMKHTE HA ACHCTHPAHA PENPOAYKTHBHA TEXHOJOrHA:

B ChBpeMEHHWTE nNPaKTHKH (YHKUHOHANHOTO MNOTHCKAHE HAa XxumodHsara ¢ uen
NPEAOTBPaTABaHE Ha eHAOTeHHHA MK Ha JIX W KOHTpOnupaHe Ha OasanHuTe HuBa Ha JIX
HaH-4eCTO Ce MOCTHra 4Ypes NMPWIAraHe HA ArOHHCT HA FOHAJOTPONMH-OCBOOOXKIaBAIIUA
xopmon (aroruct Ha GnRH) HiaM AHTArOHHCT HA IOHAJOTPONMHH-OCBOOMKABAINHS XOPMOH

(arTaronucr Ha GnRH).

B gecTo M3nON3BaH NPOTOKON MpMiaraHeTo Ha Mepuodepr 3amouBa NpUOIM3UTENHO jBe
CeOMMIM CcJel HAYaJOTO Ha JIEYEHHETO C AarcHHCT, CNeA KOeTo H JBEeTe JICUeHUsA
TIPONB/DKABAT OO NOCTMraHE HAa NOAXOAAame palsurHe Ha (omuxyma. Hanmpumep cnen
IBYCEAMHYHO HOHIDKABaHe HA HHBOTO HA XUMO(GM3HA PETyIallMiA C arOHKCT Mpe3 MbPBHTE OT
ner no cemeM AHM ce mpunarat ot 150 mo 225 JU Mepuodepr . Cnen ToBa nosara ce
ajlanTHpa CTIOPEN OTrOBOPA Ha ANYHHIINTE NpH NALHEHTKATA.

JpyT anTepHATHBEH IIPOTOKON 32 KOHTPONMPAHA XHUIEPCTHMYNALMs Ha AHYHHIMTE BKIFOYBA
npunarate Ha 150 go 225 IU Meprodepr aHeBHO, KaTo ce 3aN0YBa Ha 2-Hs MIIH Ha 3-Ksl AICH
OT BaYaJoTO Ha MEHCTPYanHMd UMKbI. JledeHuero mNpPOAB/DKABA A0 IMOCTUraHe Ha
AOCTATBYHO pa3BHTHE Ha (QONMHKYIH (KOETO €& OLEHABA upe3 MPOCNEeAsBaHEe HA CepyMHHTE
KOHIIEHTPaLMH HAa e€CTPOTreHa WHIIA C YJITPa3ByKOBO H3CJNEABaHE) C amalTHPaHe Ha 103aTa
crnopen OTroBopa Ha mnauuenTkara (oGHKHOBeHO He moBede or 450IU aneBHO).
3a110BONHTENHC pa3buTHE HA HONMHUKYIM COMKHOBEHO €€ HOCTHIa CPeAHO OKOJO ACCETHS JeH
ot neuennero (5 1o 20 aum).

Cnen nocTHraHe Ha ONTHMAJIEH OTTOBOP, B CPOK OT 24 mo 48 dgaca ciel mocienHara
umwxexuuas Mepuodepr Tpabsa na ce mpunoxH egHokpatra umkekiwms ¢ 5000 IU mo
10 000 IU UXT", 3a ja ce MHAYLHPA OKOHYATEINHO y3paABaHe Ha GonuKymHTe.

BaemareTo Ha OBOLMTH ce M3BBpIIBA 34-35 uaca caen ToBA.

IlenuaTpuysa NOMynanus

JIexapcTBOTO He € NpeAHASHAYEHO 34 IeUaTPHYHA yroTpeda.

9HH Ha DKCHIE

MepuodepT € npeAHazHaueH 33 NOAKOXKHO WM HHTPAMYCKYJIHO TIPHIIOKE




IIpaxeT TpabBa Aa ce pa3TBOPM HEMOCPEACTBEHO Npeay MPHIOKEHHE ¢ INPENOCTABCHHA
PA3TBOPHTEIL.

3a na ce mpenorepaTi GONKATA OT HEDKEKTHPAHETO H []a C& HAMAJH JI0 MHHUMYM H3THYAHETO
Ha pasTBOp OT MACTOTO Ha uHxekTHpaHe, Mepuodepr Tpsabsa na ce mpuimara GaBHO
MOAKOXKHO. MACTOTO Ha NMOAKOMKHATA MHKEKUHA TPAOBa 1a ce MPOMEHs, 32 a HE Ce JAOTyCHE
MacTHa arpodus. HemsmonssaHoTO KONHYECTBO OT PasTBOpa TpA0Ba Aa €& H3XBBPIIA.

IloaxkoxKHUTE HHXEKIHH MOTAT /1a Ce TMPUAATAT CAMOCTOATENHO OT MNAalHCHTKATE, IIPH
YCIOBHE 9€ CTPHKTHO C€ CIIA3BAT MAJACHHTE OT JIEKAPA YKa3aHHA H [IPENOPBKH.

4.3 IIpornBonoxazanus

e CBPBXUYBCTBUTENHOCT KbM MEHOTPOIIMH WIM KbM HAKOE OT MOMOIIHHTE BEIIECTBA,
1206poeHH B Touka 6.1

¢ VYronemsaBaHe Ha #HYHHLIKTE HIM KHCTH, KOWTO He Ca CBBP3aHH CbC CHHAPOM HA
[IOJIMKHCTO3a Ha AHYHHUITATE
I'MHEKONOrMYHO KPBBOTEUEHHE ¢ HEM3ACHEHA MPHYMHA
Kaprmuomu Ha sifvHHKA, MATKATa WIH TbpAATA
Tymopu Ha xunoranamyca uin xuno§u3HaTa xiesa

Mepuodepr ¢ mpOTHBONOKA3aH NP HEBB3IMOXKHOCT A4 CE TONy4YH e(exTHBEH OTIroBOp,
HaNpUMep:

¢ JIbpBHYHA HENOCTATHYHOCT HA ANYHHLINTE

¢ MangopMaii Ha IONOBUTE OPraHH, KOUTO ¢4 HEChBMECTHMH C OPEMEHHOCT

o DubGpouaHu TyMOpH (MHOMH) HA MATKATA, KOUTO Ca HECHBMECTHMH ¢ OPEMEHHOCT

44  CpoenuajnHy NpeaynpexacHus H NPeANa3HH MEPKH NpRA ynoTpeba

B13MOkHO € a ce pa3BuAT aHA(GHUAAKTHYMHE PeakiiH, 0co0eHo NpH MALHEHTH C yCTaHOBEHA
CBPBXYYBCTBUTEIHOCT KbM rOHAmoTponuHu. IInpeara wurpkekuns Mepuodepr BuHAru
TpAOBA N3 Ce MOCTaBsA MOA NPAKO Nekapcko HaOMoAeHHE M HA MECTA, KHAETO UMa YCJIOBUA 33
KapAHO-IIy IMOHAJIHA PeaHHMalHs,

IIspsara nuxexums Mepuodepr Tpabea ga ce MOCTaBH NMOJ MPAKO JIEKApPCko Habmonenue.

CamonmkextupaHeTo Ha Mepuodept TpabBa a €€ H3BBPIIBA CaMO OT MOTHBHDAHH,
obyuenu u no6pe uudopmupaHu maunentkd. IIpeay caMOMIDKEKTHPAHETO, HA NALIHEHTKATa
TpabBa fa ObAE MOKA33aHO KAK A4 CH NMOCTABA IOIKOXKHA HMIKCKIMA, KaTO H ce MoKake
MACTOTO Ha KOeTO TpA0Ba 1a ce MHXKeKTHpa M KaK 4 CH NPHUToTBA HHKEKINOHHNUA Pa3TBOp.

ITpeau 3amousaHe HA JieueHHETO TPAOBA MO MOIXOAAIl HA4YMH 7Aa CE€ HamMpaBM OLEHKAa Ha
GesmnoauMeTo Ha ABOMKATA M A3 CE MPELEHAT H MPEArojiaraeMuTe NPOTHBOMNOKA3AHUSA 33
Gpemenuoct. [To-KOHKpETHO, ManmMeHTHTE TPAOBA Aa Ce H3CIEABAT 33 XMIIOTHPEOHUAU3EM,

JIeYeHHe.




Cunapom Ha xunepcTuMyaanus Ha sitanuxa (CXCH)

IIpepn nevenuero Tp#AGBa 1a ce u3BLpmH exorpacka oleHka HAa Ppa3BUTHETO Ha
domMKynuTe, Oa ce OonpefeNaT HHMBATAa HAa ECTPAOMONa U Aa ce CICHAT PEOBHO Mpe3 PaBHH
HHTEPBANH O BpEME Ha NMPOBEXKIAHE Ha NedeHHeTo. ToBa € 0co0eHO BAXHO B HAYAIOTO Ha
CTHMYNALIATA (BX. IO-JONY).

Ocsen pazsuTHe Ha romsM Gpoit GonukyM MoXe Ja HACTBIIM ¥ MHOTO OBP30 NOBHINABAHE
Ha HMBaTa Ha €CTPaiMOJa, Harp. noBede OT JBOHHO HapaCTBaHe Ha JICH B NPOABIDKEHHE Ha
NBa HWJIH NMOBEYES MOCICAOBATENHH JHH, KATO HMAa BEPOSTHOCT Aa JOCTUIHAT IIPEKOMEPHO
BHCOKH CTOMHOCTH. /IMarHo3aTa HA XHIEPCTHMY ALK Ha ARYHUITMTE MOKE A C€ NOTBHPAH
4pe3 exorpadcko u3cnenBaHe. AKO Ce MOABHM TAKABA HEXENAHA XHMIEPCTHMYJALMSA Ha
afdauiuTe (T.. HE B DAMKHTE HA KOHTPONHpAaHa CTHMylauus Ha SHYHHLIHTS IPH
[porpaMuTe Ha MENUIUHCKH ACHCTHpPaHA pENpOIyKiMA), npiuiaranero Ha Mepuodepr
TpaGBa fa cnipe. B Tosu cayuaii tpsabGea ga ce usbsarsa 3abpemersisane u UXT Tpabsa na ce
OpeKbCHE, Thil KATO OCBEH MHOXECTBEHATAa OBYJALMA MOXE Aa CTHMYJIHpA H CHHAPOM Ha
XHAEPCTHMY AU Ha AiiuHMKa cxcs). KNMHAYHMTe CHMITOMM ¥ NIPH3HALM Ha nexata popma
Ha CHHAPOM Ha XMNEPCTHMYJALHA Ha AYHHKA CAd KOPEMHH GONKH, raJieHE, ZHApHs U JIEKO
70 YMEpPEHO yroneMaBaHe Ha ANYHHLMTE U AIYHUKOBUTE KHCTH. B penku ciydan HacTHNBA
TeXbK CHHAPDOM HAa XHOCPCTHMYyJalusa HA SiHYHEMKA, KoiTro Moxe Ja Obze
KHUBOTO3ACTPAIIABAI. XaPaKTepU3Upa C€ C TONIEMH KHCTH Ha AHYHMIMTE (CHC CKIOHHOCT
KbM PYNTypa), acllUT, YECTO XHAPOTOPAKC H NOBUINABAHE Ha TENECHOTO Ternao. B pemku
CIIyyan MOXE [a HACTBIIH BEHO3EH WIM aprepuajieH TpomOoeMOONH3bM BBE BPB3Ka ChC
CXCHA (x. Touka 4.8).

MHor: HH OpeMeHH

Ilpu narmenxu, nposexamu APT, pHCKBT OT MHOrOMNOOHM OpeMEHHOCTH € CBBP3aH
npemumMHO ¢ Opost BbPHATH B MaTkaTa eMOpHOHH. IIpH nanmeHTKH, NEKYBAHH 33 UHOYKIHA
Ha OBY/AHMATA, YECTOTATAa HA MOABA HA MHOCOIUIOJHH OPEMEHHOCTH M paXIaHH# € MO-
BHCOKA B CPaBHEHHE C Ta3M MPH eCTECTBEHO 3aueBaHe. B mopedero ciayyam CTaBa BBIPOC 33
GnuzHauW. 3a HaMalABaHe IO MHHMMYM HA DHCKA OT MHOromIogHa OpeMeHHOCT ce
IIpEnOpbYBA BHHMATENHO CliefleHe Ha OTrOBOpa Ha AHYHHLMTE.

3a Ha a

YecToTaTa HA CTIOHTAHHHTE IOMATAHHA € MO-BHCOKA NPH MALMEHTKUTE, JekyBaru ¢ OCX,
OTKONKOTO cpen oOmara nomynamys, HO € CPaBHHMA C YECTOTaTa IIPH JKEHH C APYTH
(epTWIMTETHN HAPYIICHHUA.

Exrommn MEHHOCT

Toii KaTO >KEHHW, CTPAAAINH oT Ge3rIoaHe, KOMTO NMPOBEXKAAT ACHCTHPAHA PEMpPOAYKUHS H
koHkpeTHO IVF, 4YecTo cTpajgar or aHOManuu (3aoisBaHus) Ha MaTOYHMTE TPBOH,
YECTOTATa Ha EKTONMYHH OpeMeHHOCTH MoXe Aa € no-BHcoka. Ilopamy ToBa € BaXXHO N2 MMa
paHHO exorpadcko NOTEBPKAABAHE, Ye GPEMEHHOCTTA € BBTPEMATOYHA.

Heonnasmu Ha penpoOAYKTHBHATA CHCTEMA
Coo01asa ce 32 100pOKAYECTBEHH M 3IOKAYECTBEHH TYMOpH (HEOIUIA3MH) Ha Bi#

APYTH PENpPONYKTHBHH OPTaHH MPH JKEHH, KOUTO ca OHWIH NOMIOKEHH HA 1
3a MEIHKaMEHTO3HO JieueHue Ha 6e3rnnoane. 3a MOMEHTA HE € YCTAHOBEHO UM




FOH&I[OT])OIII{HH IIOBHIIABa OCHOBHIA pHCK 34 TaKHBa ‘I'YMOPH npn KECHH, c'rpa,uamn oT
bezionue. :

Bponenn Mandopmanuu

Yectorara Ha BpogeHuTe Mandopmauuu cnen APT mMoxe @ € MAJIKO NO-BHCOKA, OTKOJIKOTO
[pE CNOHTaHHHUTE 3a4aTuA. IIprema ce, ue TOBA Ce ABIDKHM HA PA3IMYUATa B OCOOSHOCTHTE
Ha poxauremrTe (HAIp. BB3PACT HA MAIKATa, XAPAKTEPHCTHKH HA CIHEPMATa) H MHOrOILTIOJHH
OpemeHHoCTH.

Tpomboembonmanu ¢crbuTHs

Xenu ¢ obmonpu3Hati pHCKOBH GakTopH 3a TpomOoeMOOIIMYHYE CHOMTHS, KATO HAalpHMED
IMYHA WM (aMMTHA aHAMHE3a, TEXKKO 3aTIBCTABaHe (MHOEKC Ha TenecHara maca > 30
kg/m?) unu TpoMGOQUAHA, MOXE A3 MMAT TOBMIICH PHCK OT BEHO3HH HJIH apTepHalHH
TpoMOoeMOonuuElN CHOMTHA NO BpeMe HA JIEUEHHE WIH Clef JeUCHHe ¢ TOHANOTPONMHE.
Ilpy TaxuBa XeHW MON3HTE OT MPHJIATAHETO Ha TOHAZOTPOmMH TpAGBa Nla Ce NMpELEHsABAT
CNpAMO pucKoBeTe (BX. ToUKa 4.8),

Honbaxurenta nabopManus

Tora nekapcTBO ChALPAKA NMO-Manko ot 1 mmol Hatprii (23 mg) B NPHrOTBEHHS PA3TBOP, T.€.
MOJE Jia Ce Kaxe, 9¢ MPAKTHIECKH He ChAbPXKa HATPHH.

4.5 BsammopeiicTBHe ¢ [ApPYrH JeKAPCTBEHH HOpPOAYKTH H JpyrH ¢opmn Ha
B3aHMOACHCTBHE

He ca npoeexgaHu npoy4BaHus 3a B3ammozeiicTsua ¢ Mepuodepr mnpu xopa. Bonpexu
JIMIICATA Ha KIMHHYEH OMHT C& OuAKBA, 1€ SAHOBPEMEHHOTO npunarane Ha Mepuodepr 73-
150 IU u xnomuden murpar Moxe aa ycwni GoymxynapHus orrosop. Ilpu nsnomssaxe Ha
arondcT Ha GnRH 3a notuckane QyHximaTa Ha XHIodH3aTa U NOCTHrAHE HA MOIXOAALN
domuxynapen oTroBop Mosxe Ia ¢ Heobxomuma no-Brcoka n03a ot 75-150 IU Mepuodepr.

4.6 DeprmauTer, GpeMEeHHOCT H KbpPMeEHe

bpemennocT

Mepuodept He TpaOBa Aa ce mpuara Mo Bpeme Ha GPEMEHHOCT.

Ha OaszaTa Ha OmMTa NpH XOpa cied KOHTPOJMpAaHAa OBAPHMANHA CTHMYNALMA C yPHHapHH
FOHATOTPONHHE B KJIHHMYHYM YCIOBHS HE ¢é ChoOlNaBa 3a TepaTOTeHeH PHMCK. 3a MOMEHTa
HAMA QPYTH CHOTBETHH NAHHH OT eMHAEMHOIOrHYHH IPOYYBAHHI.

TIpoy4BaHusTa NIPH HKHEOTHH HE NOKA3BAT TEPATOTCHEH €EKT.

KzpMmene
Mepuotept He TpAOBa Aa ce H3MON3BA B MEPHOJA HA KbPMEHE.

Cexpenusra Ha DPOJIAKTHH B NEPHOAA Ha KbPMEHE MOXeE Aa AOBENE AO
OTTOBODP KbM AWYHHKOBATA CTHMYJIALIMSL.




4.7 Edexrn BbpIy cniocofHocTTa 38 modupane H pabora ¢ MAIIAHA

He ce ouakea oGade Mepuodepr na noenuse BbPXy CIOCOOHOCTTa HA NMALIHEHTKMTE A
wroHpaT H aa paboTAT ¢ MAIIHHH.

4.8 Hexenanu NeKapCTBEHH PEAKUHH

Haii-uecTo HacTbNBAIIATA HEXETAaHA JISKADCTBEHA DEAKUMA B YCIOBHATA HA KIHHHYHM
m3nuTBaHuA npu Mepuodept e (no3o3aBHcHMa) xunepcTuMmynauus Ha situaunure (XCA),
OOHKHOBEHO JieKa, ¢ MAJIKO YrOJIeMABAHE Ha AHYHHLMTE U KopemeH AHckoMbopT unyu Gonky.
Himano e camo exun ciyuaii Ha cepuosed CXCA.

Haii-yecTTe HexeslaHu NekapcTBeHM peakuun ¢ Mepuogept ca rmapobonue u pasmysaHe
Ha KOpPEMa, KaKTo M rafieHe, yMopa, 3amaiiBaHe u 0Ooka Ha MACTOTO Ha HHXKEKTHpaHE.

Ha Tabauuara mo-aoiy ca NpeACTABEHH IaBHHTE HEXeNaHH NeKapCTBEHH peakimy (>1%)
NPH KCHH, JeKyBaHu ¢ Mepuodepr B ycIOBHATA HA KIMHHYHH M3MHTBAHWA, rPYIIHPaHH B
CHCTEeMO-OPraHHH KJIACOBE H MO 4YeCTOTa. BbB BCAKA KATEropHsA NO Y€CTOT4 HEKENIaHHTe
peakuHH Ca NpeACTaBEeHH MO Pe/la Ha HAMANABAHE HA TAXHATA CEPHO3HOCT.

BbB BCAKA OT KATErOPMHTE MO CHCTEMHO-OpraHHH Knacose HJIP ca mogpeneHH non
CBOTBETHHTE [I0COYBALIM YECTOTATA 3arJIaBHA, KATO B HAYANOTO Ca HAH-YECTHTE peaKuuu, H
Ce CrasBa CleaHaTa KOHBEHLIUA:

Msoro kectu (21/10); uectu (21/100 mo <1/10); seuectu (=1/1 000 no <1/100), pemxku
(21/10 000 mo <1/1 000); muoro pemxu (<1/10 000), ¢ HeuwspecTHa 4eCTOTA (OT HANHMYHHTE
TMaHHH He MOXke f1a Ob/ie HanpaBeHa OLEHKA),

|CHCTeMO-OpranHH YecroTa Hemenana neKAPCTBEHA peakuns |
jknacose*
IHapyumeHHs Ha HEPBHATA MHOro 4ecTH TnaBoBGonne
|cHCTEéMa
YecTu 3amaiisane
jC'romamHo-qpeBHn MHoro yectn Pa3nysaHe Ha Kopema
[HapyleHHs

Yectu KopemeH auckoM$opT, kopemHa

Oonka, ranexde

‘Hapywmenus Ha myckynno-  |[Yectn Bonku B repba, 4yBCTBO Ha TEXKECT
'CKeJICTHATA CHCTEMa U

(CbeIMHHUTENHATA ThKaH

‘HapyuweHnus ua Yectn CuHapoM Ha XHUNEPCTHMYNAUKS Ha
|BE3NPOH3BOANTENHATA AituHULETe, GOMKH B T3, HANPEXEHHE |
iCHCTeMa M rbpaaTa B I'bpAHTE i
|06wn Hapywenus 1 edextu [YecTn Boska Ha MACTOTO Ha

|Ha MACTOTO Ha MPHJIKEHHE PeaKLHH Ha MA




yMOpa, OGLIO HEePa3IONOKEHHE, KK
ConoBu HapylneHHS Uectu ["opemu BLIHA

*[Tpu OTpa3gBAHE HA KOKKPETHA PeaKIHA B CIIHCHKA € M30M3BaH Hal-noaxoasmmar repMuE o1 MedDRA. B
CHHCEKA HE (PUTYPHPAT CHHOHEME H CBED3AHH CBECTOAHHA, HO CHINC TPA0Ba I C¢ MMAT TPEABEA.

CnenHuTe HeXeNaHH JIeKAPCTBEHH Peakiuu ¢a Owin HabmonapaHu cniopes MyONHKYBaHHTE
HaHHM OT U3NMUTBAHUA [IPH TAlMEHTHTE, JEKYBAHM C UYOBCLIKH MEHONAY3aIHH
TOHAJOTPOIMHH.

*TexKa XMNepcTUMyanus Ha sitaamnuure (XCA) ¢ u3paseno yronemasane U 00pasyBaHe Ha
KHCTH, OCTPH KOpPeMHHM OOIKH, AaCLMT, NNCBPaieH H3/IMB, XHIOBOJNEMHS, IIOK H
TpoMboeMBonuHK Hapymenus. (Bmkre Cowo M ToUKa 4.4)

* Top3usA Ha AYHHK, OOHKHOBEHO BBB BPB3Ka ¢ TexkH ciydan va CXCA

* Pymrypa Ha SHYHMKOBM KHCTH C HHTPAal€pPHTOHEANEH KPHBOM3MB — cbobmmasa ce 3a
GaTamHK H3XO4H CIEA PYIITypa Ha AHYHUKOBA KHCTA.

* ANleprUYHH PEaKLHMH, BKIFOYMTE/HO M C TeHePAIM3HPAHH CHMIITOMH, ¢a ChoOIIaBaHH Cien
JNiedeHHe ¢ TOHANOTPONMHHCHLPKALM MPoayKTH. (Bipkre cbmo 1 Touka 4.4)

JlokanHMTE pEAKUMH HA MSCTOTO HAa HIDKEKTHpPaHE, Kato Oonka, 3avyepssiBaHe,
KpbBOHACAAAHE (CHHHMHH), MONyBaHe M/WIM Apa3HeHe, ca cpex odaksanute HJIP ot
NPHUIIATAHETO HA TOHANOTPONMHH.

QuakBa ce NpH HHTPAMYCKYJHO MPUIOKEHHE HYECTOTAaTa HA TesH cvburma na Obre mo-
BHCOKA, OTKOJNKOTO MPH MOAKOXKHO IPHICKEHHE.

b BAHE HA IOAO3H HEeXeTaHH pea.

ChO0IABAHETO HA MONO3HPAHH HEXEIZHH DEaKiHH Caell paspemabane 3a ynorpeba Ha
NEKAPCTBEHHS TPOAYKT € BaxkHo, ToBa NO3BONABA Jia MPOABIKH HabmoneHwero Ha
CBOTHOLIEHHETO MOI3a/PHCK 32 JIEKAPCTBEHHA NpoAyKkT. OT MEAHLIHHCKHTE CTIELIHANMCTH Ce
M3HCKBa J]a ChOOIMABAT BCAKA NOAO3MpaHa HEXKEJaHA PeaKIus vpe3 HAIlHOHATHATA CHCTEMA
3a choOINaBaHe:

W3nbnHUTEHA areHI M 1o AeKapcTBaTa

yn. laman I'pyes 8

Cotusa 1303, Brirapus

Ten.: +359 2 8903555

www.bda.bg

4.9 Hpenosupane

JIMIICBAT AAHHM 3a OCTPAa TOKCHMHOCT HA MEHOTPONMHH MPH XOpa, HO B INPOYYBAHHUA C

e MHoro Hucka. Ilpexaneno BHCOKAaTa n0338 MEHOTPONMH MOXeE
XHTIEPCTHMYJIALIAA HA AHYHANHTE (BX. TOUKA 4.4).



5, GAPMAKQJIOTHYHHA CBOUCTRA

5.1 (PapMaKOAMHAMHYHH CBOHCTBA

PapmakoTepanesTH4IHA rpyna: ['oHaKOTpONHHY.

ATC xom: GO3GAO2

AKTHBHOTO BemecTB0 B MepuodepT € BHCOKONMPEYMCTEH YOBEHIKKM MEHONAy3aNeH
TOHAJIOTPOIHH.

AxruBHoctTa Ha ®CX B Mepuodepr ce momyuaBa or ypHHA HA JKEHH B MOCTMEHONAY34a,
aKTHBHOCTTA Ha JIX ce mosmyuasa OT ypHHA Ha KEHH B TOCTMEHONAy3a M OT YpHMHA Ha
Opemesinn xemud. IlpemapaTsT € cTaHAapTH3IWpaH Taka, Y€ Na MMa CHOTHOIICHHE MEKIY
axTueHOCTRTe PCX/JIX mpubmmsurenso 1.

B sitaamupre ®CX HHAyUHpa nosuinaBane Ha Gpof Ha pacTAIMTE (PONHKYAH U CTHMYJIHpa
TAXHOTO pasaTHE. PCX MOBHIDARa NPOH3BOACTBOTO HA ECTPANMON B FPAHYJIO3HHTE KJIETKH
qpes MpoLec Ha apOMATH3AIMA HA aHAPOTeHHTE, KOMTO IPOM3NH3AT OT Texa KIeTKuTe noj
neficrBuero Ha JIX,

52  (PapMakoKHMHETHYHH CBOHCTBA

BuonoruunaTa eQEeXTHBHOCT HA MEHOTPOIHH Ce ABDKH npepnMHO Ha PCX-xoMmnoHeHTa.
DapMakOKHHETHKATA Ha MEHOTPONMH CICK MHTPAMYCKYJIHO HIM IMOAKOXHO NPHIOKEHUE
MOKa3Ba rOJIEeMH MeXIYyMHAMBHAOBH pasmwamsit. Crnopen Aandu, cpbpaHd OT NpOyYBaHHS
PBPXY MEHOTPONMH, Cjell €aHOKpaTHa MikekuMsa Ha 300 IU MakcuMaiHOTO CEpYMHO HHBO
Ha PCX ce mocrura 19 yaca cnes MHTPAMYCKYJHA HIDKCKLMA H 22 Haca clief MOAKOXHA
viokekims. IlocTurHatere mmKoBH KOHUeHTpammu Ha PCX cnex HHTPAMyCKYJHO
npunoxkeHue ca 6,5 £2,1 TUA npu AUCO-t or 438,0 = 124,0 IUxh/l. Caex nORKOXHO
npunoxernne Cmax nocryra 7,5 £2,8 TU/ npu AUCO-t ot 485,0 + 93,5 TUxh/1.

Husata Ha AUC n Ha Cmax 3a JIX ce oxa3BaT CTATHCTHYECKH 3HAYMMO NO-HHCKH MpH
rpynara 3a IOAKOXHO B CPaBHEHHE ¢ rPYIaTa 33 HHTPAMyCKyJIHO MPHIOKEHHE. Bh3MOXHO €
TO3M PE3YNTAT Jia C€ NB/KH HA MHOTO HHCKHTE YCTaHOBeHH HuBa (6aH30 10 MM nox
TPaHULATE HA OTKPHBAEMOCT) H B ABETE IPYNH, A CBINC M HA FOJIEMHTE MEXAYHHAUBUIOBH U
BBTPCHHAHBHIOBH BapHAITHH.

Cnen TOBa CEpyMHOTC HHEO HamajlsBa C NONYKHBOT OT NpUONM3MTENHO 45 4vaca ciex
HHTPaMyCKyJIHO npuiiokeHue 4 40 qaca cnes mOAKOKHO [TPHIOKEHHE.

Exckpeunsita H2 MEHOTPOHH CJIEH MPUIOKCHHAE € NpeaMMHO Tipe3 OpOpenuTe.

He ca mnpoeexpann (apMakOKWHETHYHH NPOY4YBaHMA NPH NAlMEHTH ¢ HapylieHa
YyepHOAPoOHa win ObOpedna QyHKLus.

5.3  Hpeaxnuuu<uH AaHEHA 33 Gezonacnoct
He ca nposexgann HeKMMHIYHM npoyuBanns ¢ Mepuobepr .




6. PAPMATNEBTHYHW TAHHHA

6.1 CRHCBK HA TOMOIMHMTE BEIeCTBa

IIpax: naxTo3a MOHOXHApPAT
PasTBopHTEN: HATPHEB XJIOPH 1 BOMA 3d HIDKEKLIHH

6.2 HecbBMeCcTHMOCTH

Ilpn numnca Ha mpoy4BaHWA 3a HECHBMECTHMOCTH TO3H MPOAYKT He TpAOBa ja ce cMecBa ¢
OpYI'H JEKAPCTBEHH NPOXYKTH.

6.3  Cpok na roaHoct

2 roguHu.
Ilpenopt4sa ce Aa C& U3NON3BA BEAHATA CAEJ PasTBapAHE.

6.4 CrhneuHATHH YCIOBHS HA ChXPAHEHHE

Ha He ce cexpansBa Hapg 25°C. Cuxpamssaiite ¢nakoHa H amiyjiaTa ¢ pasTBOpHUTeNA B
KapTOHEHATA ONAKOBKA, 33 14 C& NMPEANA3AT OT CBETIHHA.

6.5 Bua H chABLPKAHHE HA OMAKOBKATA

1 xommnekr c¢habpska: Ilpax B creiuted ¢nakon (Ten I), 3anmedaran ¢ rymMesa 3amyLianka
¢ukcHpan ¢ ordymBama ce Kamauka (aNyMHHMA M CBETIO3esieHa IUtactMaca) + 1ml
pa3TBOpMTeN B ammyJiia (CTBKIO THN I), rojleMuHa Ha onakoBKaTa 1mo 1, 5 u 10 xoMruexra.
He Bcuuky BHAOBe ONakoBKy MOrar fa OuaaT mycHaty B npofaxba.

6.6 CnenHanHM NpeANAIHH MEPKH NPH H3XBbJIAHE H PadoTa
Pa3teopeT TpsAbBa A1a Ce IPHUTOTBH HEMOCPEACTBEHO NPEH HIDKEKTHPaHe,

Beexkn ¢rakon € caMo 3a eaHOKparHa ynortpeba. JlexkapcTBeHHAT MpomykT Tpadsa na ce
PasTBOPH IIPH CMA3BaHe Ha 2CEITHYHH YCJIOBHA.

Mepnodepr TpaGea na ce pasrBapsa caMC C pa3TBOPHTENA, NPEOCTABEH B ONAKOBKATA.

Ilpenu pa3reapste TpAOBA 2 ce MOATOTBH YKHCTA pAbOTHA MOBBLPXHOCT H A3 H3MHETE PBUETE
CH.

Ionpenere Ha THCTATa MOBBPXHOCT BCHYKH H3OPOEHH NPEIMETH:
- [Ba MAMy4HH TAMIIOHE, HATIOEHH ChC COUPT (He ca BKIIFOYEHH B OIAKOBKATA)

eaHH uakoH, ceabpxkam Mepnodepr npax

eHa aMITyJia C Pa3TBOPHTEN

¢/iHa WITiA 33 NPUTOTBAHE HA MIOKeKuUsATa (He ¢ BKIOYEHa B OTIAKOBKATa)

¢uHa npoboxaala uria 3a NOAKOAKHA HIDKEKIMs (HE € BKIIOYEHA B OMNaKko

IlpuroTesaHe Ha Mpaxa 3a MHXEKIIHOHHUA Pa3TBOpD
Orteopere aMmynara ¢ pa3TBOPHTEI, ChABPXKaINa ONCTpa TEIHOCT.




B ropHaTa 4acCT Ha aMITyJIaTa ¢ Pa3TBOPHTEN € NNOCTABEH LIBETECH 3HAK!

Ha ToBa MACTO mmiikaTa Ha aMITyjaTa € CIELHANTHO HANPABSHA a C€ CUYIBA II0-IIECHO.
TMorynaire BHHMAaTETHO BLPXa Ha aMITyJara, 3a /ia OTCTPAHHTE H3LAIO TEUHOCTTa OCTAHANA
B ropHata 4acT. HamicHere cuiHO ammyiaTa Haj IIpifKaTa M CIYIETE, KATO NPUTHCKATE TIPH
HBeTHHA 3HAK. DBHHMaTeNIHO mnOCTaBeTE¢ OTBOPEHATA AMITyJIa BBPXY I[IOArOTBEHATA
[IOBBPXHOCT.

HsternsaHe Ha pasTBOPHTENS:

IlocTarere wrmata 3a npuroTBAHEe HAa pa3TeRopa (Owiarara Mraa) Ha cnpuHOoBkata. Karo
OBPXMTE CHPHHIOBKATA C €OHA DPbKa, B3eMEeTe OTBOpEHaTa aMIyna CbC PasTBOPHTEN,
TIOCTABETE MIJIATA BBTPE H H3TENJIETE LAJIOTO KOMHYECTBO PA3TBOPHTE.

ITocTaBeTe BHUMATENHO CIPHHLIOBKATA BBPXY IPHIOTBEHaTA MOBBPXHOCT, KaTo H3bArsare
1 IOKOCBATE HIJiaTa..

IloaroroBka Ha pa3TBOpa 33 HHJKEKTHpaHe:

1. Orcrpanere anymusuepara obkarka ot (nakoHa, chaAbpxail Mepuogepr npax, u
AesvH(pexuwpaiite TyMeHaTa [OBBPXHOCT Ha 3allyINANKATA ¢ NaMy4eH TaMIIOH,
HATIOEH CBC CTIMPT.

2. BaeMere CrpHHIIOBKAaTa ¥ 0aBHO HIDKEKTHpaifre pasTBOPHTENA BbB (akoHa C
Npax npe3 ryMeHaTa 3aIyIanka. '

3. Jlexo BbprerTe (naxoHa MeXAY ANAHHTE CH, OO ITBJIHO Pa3TBapsAHe HA Mpaxa, KaTo
n36areaTe obpasyBaHe Ha NAHA.

4. Cnen pasteapsine Ha npaxa (KOETO MO [MPHHLMII CTaBa BegHAra) 6aBHO M3TEreTe
PasTBOpa B CIIPHHIIOBKATA.

Axo pasrsapsre noseue or 1 ¢naxon Mepuogept , u3ternere 06paTHO MOMYUEHHS PA3TBOP
OT NBLPBUA PNaKoH B CIPHHLIOBKATA M 0aBHO MIDKEKTHPAiiTe BHB BTOPHA (QNAKOH, CleA KAaTO
CTe MOBTOPIIM CTHIIKH OT 1 710 4.

Ilpn w3nomsBaHe Ha moeede OT eAUH GNAKOH XONMYECTBOTO MEHOTPONHH, CHABPKALIO Ce B
1 ml or mony4enus pasTBOp, 1€ ObAE CNEAHOTO!

Mepnodept 75 IU npax u
Pa3TBOPHTE) 32 HHXEKIHOHEH
pazTeop
Bpoii Ha 0610 KoMUYEeCTBO
H3non3pasnTe | MeHoTpormH B 1 ml
(pnaxkoHu OT pasTBOpA
1 75 TU
2 150 IU
3 22510
4 300 IU
5 37510

16 450 IU




PastBopnT Tpsbea na Guae GucThp 1 OesnBereH.
H3xsbpnere BCHUKH ynoTpeOeHH PEIMETH:

Hewn3noa3BaHUAT JIEKapCTBEH NPOOYKT HIH OTHA/BYHUTE MATePHATH OT Hero Tpabsa na ce
M3XBBPIAT B CHOTBETCTBHE C MECTHHTE M3NCKBaHHMA (CIEA 3aBbPIIBAHE HA WHXKEKLMATA
BCHYKH MIIM H TIPa3Hy CIIPHHIIOBKY TPsA0Ba 21a Ce M3XBBPIAT B MOAXO/AL] KOHTEHHED).

7. IOPATEXATEJ HA PASPEIIIEHHETO 3A YOOTPEBA

IBSA Farmaceutici Italia srl

Via Martiri di Cefalonia, 2

26900 Lodi - Uranusa

8. HOMEP(A) HA PAPEINIEHHETO 3A YIIOTPEBA

20160091/23.03.2016

9, JATA HA IBPBO PA3PEINABAHE/HOJHOBABAHE HA
PASPEIIIEHAETO 3A YOOTPEBA

03/2016

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
10/2021




