NNPUJIOKEHMUE I

KPATKA XAPAKTEPUCTHUEA RA ITIPOAYKTA



1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Fertavid 50 IU/0,5 ml nmxekuoneH pa3TBop
Fertavid 75 1U/0,5 ml nmxekuoneH pa3TBop
Fertavid 100 1U/0,5 ml nmkeknnoHeH pa3TBOp
Fertavid 150 1U/0,5 ml nmkeknnoHeH pa3TBOp
Fertavid 200 1U/0,5 ml umkeknnoHeH pa3TBOp

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Fertavid 50 1U/0,5 ml nH>XxeKIMOHEH Pa3TBOP

Enun ¢nakon cpabpxa 50 IU pexkomOunanTeH donukynoctumynupaiy xopmos (OCX) B 0,5 ml
BOJICH pa3TBOp. TOBa CLOTBETCTBA HAa KOMMYECTBO B Mo30Ba eaunauna ot 100 IU/ml. Exun dnaxon
ChIbpXKa 5 MUKpOrpama npoTeuH (crneunpuiHaTa in vivo OMOJIOTHYHA aKTUBHOCT CE PaBHSBA
npubnuzutenso Ha 10 000 IU ®CX / mg nporenn). UHXEKLINOHHUAT Pa3TBOpP ChABPA AKTHBHOTO
BemiecTBo ¢onurponus 6era (follitropin beta), mpousBeaeH upe3 reHHO HHXEHEPCTRO B KIEThUHA
TUHUS OT SIMYHUK Ha kuTaiicku xamcrep (SIKX).

Fertavid 75 1U/0,5 ml nH>XeKIMOHEH Pa3TBOP

Enun ¢nakon cpabpxa 75 IU pexkomOunanTeH donukynoctumynupai xepmos (OCX) B 0,5 ml
BOJICH pa3TBOpP. TOBa CHOTBETCTBA HAa KOJMYECTBO B M030Ba eaunauna ot 150 IU/ml. Enun dhmakon
ChIbpXKa 7,5 MUKporpama npoTerH (cnenuduvnaTa in vivo 0M0N0i MYHa aKTUBHOCT CE PaBHSBA
npubnuzutenso Ha 10 000 U ®CX / mg nporenn). UHkeKunenHuAT pa3TBOp ChAbPKa aKTHBHOTO
BemiecTBo Gonurponus 6era (follitropin beta), mpousBeaeH Apes TeHHO HHXEHEPCTBO B KIEThUHA
JUHYS OT SIMYHUK Ha kuTaiicku xamcrep (SIKX).

Fertavid 100 IU/0,5 ml uH»XeKUHOHEH pa3TBOP

Enun ¢nakon cpabspxa 100 IU pexomOunanten. hoxukynoctumyupai xopmoH (PCX) B 0,5 ml
BOJICH pa3TBOp. ToBa CHOTBETCTBA Ha KOMUYECTBO B mo30Ba eaunauna ot 200 IU/ml. Exun dmakon
cpabpxa 10 MuUKporpama npoTeuH (crenughruHata in vivo OM0JIOrMIHa aKTHBHOCT CE€ PaBHSABA
npubnuzutenso Ha 10 000 U ®CX / mgnporenn). UHXeKUNOHHUAT Pa3TBOpP ChABPIKa aKTHBHOTO
BemiecTBo Gonurponun 6era (follitropin beta), mpousBeaeH upe3 reHHO HHXEHEPCTBO B KIEThUHA
JUHYS OT SIMYHUK Ha KuTaiicku xamcrep (SIKX).

Fertavid 150 1U/0,5 ml uHX¢Ri1MOHEH pa3TBOP

Enun ¢nakon cpabpxa 150 1U pexkomOunanTen gonukynoctumymupail xopmoH (PCX) B 0,5 ml
BOJICH pa3TBOp. TOBa cE0TBETCTBA HA KOMMYECTBO B Mo30Ba eaunauna ot 300 IU/ml. Exun dmakon
chIbpka 15 Mukpoerpama npoteuH (crenuduynara in vivo OMOJIOrMYHA aKTHBHOCT CE€ PaBHSABA
npubnuzutenso #arl ¢ 000 IU ®CX / mg nporenn). UHXEKLINOHHUAT Pa3TBOpP ChABPIKa aKTHBHOTO
BemecTBo Gonurponun 6era (follitropin beta), mpousBeaeH upe3 reHHO HHXEHEPCTBO B KIEThUHA
TUHUS OT IWYHUK Ha kuTaiicku xamcrep (SIKX).

Fertavid 200 1U/0,5 ml uHXeKUHOHEH pa3TBOP

Esnn ¢nakon cpabspxa 200 [U pexkomOunanten gonukynoctumymupail xopmoH (PCX) B 0,5 ml
BOJICH pa3TBOp. ToBa CHOTBETCTBA Ha KOMMYECTBO B qo30Ba eaunauna ot 400 IU/ml. Exun dmakon
cpabpxa 20 MUKporpama npoTeuH (crnenuduynara in vivo OMOJIOrMYHa aKTHBHOCT CE€ PaBHSABA
npubnuzutenso Ha 10 000 IU ®CX / mg nporenn). UHXEKUNOHHUAT Pa3TBOpP ChABPIKa aKTUBHOTO
BemiecTBo Gonurponus 6era (follitropin beta), mpousBeaeH upe3 reHHO HHXEHEPCTBO B KIEThUHA
JUHYS OT SIMYHUK Ha KuTaiicku xamcrep (SIKX).

ITomonrHO(M) BemecTBO(a) ¢ U3BECTHO JEHCTBHE:
To3u MpoIyKT ChABpKa MO-Maiko oT 1 mmol HaTpuii (23 mg) B eHa HHKEKIUS, T.€. TOH
MPaKTUYECKU HE ChABPKA HATPUMA.

3a IIBJIHUS COUCHK Ha IIOMOIIMHUTEC BCIICCTBA BMIKTC TOYKA 6.1.



3. JEKAPCTBEHA ®OPMA
WuxeKkmoneH pa3TBop (MHKEKIIHS)
buctsp u 6e31BeTeH pa3TBOP.

4, KIANMHNUYHU JAHHU

4.1 TepaneBTHYHHU NNOKA3AHUS

Ilpu ev3pacmnu srcenu:
Fertavid e mokazaH 3a jeueHne Ha KEHCKUS HHOEPTUIUTET IPU CIECAHUTE KIMHUYHH ChCTOSH IS

. AHoBynanys (BKIIOYUTETHO CHHAPOM Ha nojukucto3uute aiunniy, CIIKA) npu skeny, kouto
HE C€ BIUSAT OT JICUCHHE C KIOMU(EHOB LIUTPAT.
o KoHnTponupana oBapruaiHa XUIEpCTUMYIALKS 32 MHAYLUPAHE HA Pa3BUTHETO,HA MHOKECTBEHU

($ONMKYIHM B paMKUTE HA MEIULMHCKUTE IPOTPAMH 338 ACHCTUPAHA PETIPOI KIS
[T.e. oroxxaane in vitro/emopuorpancdep (IVF/ET), untpadanonues apatichep Ha rameTu
(MDTT') m uHTpanTOnIa3MeHO HHXEKTHpaHe Ha ciepmaro3ouan (MM C)].

Ilpu ev3pacmuu mwvorce:
o Hapymena cnepmaroresesa B pe3yiTaT Ha XUIIOTOHAAOTPOICH XUIIOTOHAAU3bM.

4.2 /lo3UpOBKA M HAYMH HA NPHJIOKEHHE

Jleuenuerto ¢ Fertavid Tps6Ba na 6b/ie MPOBEJCHO MOJ, KOHTPOJIA HA JIEKAp CIICIIMATKCT M0 JICUCHUE Ha
Oe3rIoaue.

H’BpBaTa HHXXCKIUA C Fertavid TpSI6Ba Ja CC OCBIICCTBU OO IMMPAKO MEAUIUHCKO Ha6J'IIO,Z[eHI/IC.

gOBH[)OBKa

Llozupane npu orcenu

CepliecTByBaT 3HAUNTEIIHN UHTICP- U MHTPAUHIUBUAYATHA BapHallUi B UyBCTBUTEIHOCTTA HA
SIMTYHUIATE CIPSIMO €K30T€HHITE TOHAJOTPOIIMHU. 3aTOBA HE € BB3MOXKHO J1a C€ OIPEIEIH
yHHBepcajiHa go3a. Jlozata 1psoBa na Obae onpeaeneHa HHIUBUILYaIHO, B 3aBUCUMOCT OT
OBapHaIHHA OTTOBOP TOH ce ompenens MocpeacTBOM YATPa3ByKOBa OLIEHKA HA pa3BUTHETO Ha
¢donukynure. ETHOBpEMEHHOTO onpeiesisiHe Ha CEPYMHUTE HUBA HA €CTPaIHO MOXKE ChIIO Ja Oble
OT MoJI3a.

B®3 ocHOBa B2 pe3yATaTUTE OT CPABHUTEIIHU KIMHUYHY MPOYYBAHUS CE CUUTA 32 TO-LIENecho0pa3HO
na ce npunasku Fertavid B o0mma 1o3a, KosTo € mo-Hucka ot go3ata Ha @CX B ypuHara, 3a Mo-KpaTbK
Nepuo HaJIeUeHHEe, He CaMo 3a J1a e ONITUMM3HpPaA (DOIMKYITHOTO Pa3BUTHE, HO U JIa CE HAMAJIN PUCKA
OT HEKeJlaHa OBapHaliHa XUIIEPCTUMYIalus (BX. Touka 5.1).

Omananansar ot ¢ Fertavid e 6a3upan Ha 70 Tpu IUKBIIA Ha JISYSHUE TIPU IBETE WHAUKAIINY.

0606menusT onut oT IVF moka3sa, ue ycrieBaeMocTTa € MOCTOSHHA TP MTEPBUTE YETUPH OIUTA,

cJIe] KOSTO MOCTEIICHHO Ce TTOHMKaBa.

° AHoBynanus
IIpenoppuBa ce CeKBEHIMAIHA CXEMa Ha 103UpaHe, KaTo ce 3alo4yHe ¢ AHEBHA 103a oT 50 IU
Fertavid. Ta3u HayamHa 03a ce mpuiiara B MpObJKEHHUE Ha CeJleM THU. AKO HE Ce YCTaHOBU
OBapHUaJeH OTTOBOP, /103aTa 3aIl0YBa ITOCTEIIEHHO Jla C€ TTOBHINABA, TOKATO (HDOIUKYITHOTO
HapacTBaHE W/WIK TIa3MEHUTE HUBA Ha €CTPAJNON HE TIOKAXKAT, 4e € HACTHITHIIO aJ[eKBATHO
(hapMakoTMHAMHUYHO TTOBJIHABaHEe. E)KeTHEBHOTO YBEIMUCHHUE HA €CTPAINOJIOBUTE HUBA C
40-100% ce cumuta 3a ontuMainHo. Cien JOCTUraHe Ha HEOOXOaMMAaTa JHEBHA 1034 TS OCTaBa



MOCTOsTHHA IO JOCTUTaHE Ha MPEAO0BYJIATOPHO ChCTOSHUE. TO HACTBIBA, KOTaToO Ca HAJIMIIE
exorpa)cku JaHHM 3a HAJIMYKE HAa JOMUHAHTEH (OJHUKYJ C AUAMETBP Hai-mManko 18 mm w/umu
KOTaTo IIa3MeHNuTe HKBa Ha ecTpanuoi gocturHar 300-900 mukorpama/ml (1 000-
1 300 pmol/l). OOMKHOBEHO 3a JOCTUTAHETO HA TOBA CHCTOSHUE € JOCTATHYHO JICUCHUETO Ja
npoabku ot 7 10 14 nuu. [Ipunaranero Ha Fertavid ToraBa ce npeycTaHoBsiBa U ce HHAYLHPa
OBYJIaLUsl TIOCPEICTBOM MpHJIaraHe Ha YOBEIIKM XOpHOHTroHagoTpornuH (uXI'). Ako Opodr Ha
(honuKyaHuTEe € TBBPAC IOJSAM HIIM HABATa HA €CTPAIHOI Ce MMOBHUILAT TBBPAE OBP30, T.€. MOBEYE
OT ABYKPAaTHO AHEBHO yBEJIMUYCHHUE B MPOIBIKEHHUE HA [1BA WM TPH MOCIEA0BATEIHU IHH,
JHEBHATa 03a TpsAOBa fa ObJie MOHMKEHA.
Toii kaTo ronemMuHa Ha HOIUKYIUTE HaJ 14 mm e gocTaTbyHa 32 Bb3HUKBaHE HA OPEMEHHOCT,
HAJIMYHUETO Ha MHOXKECTBO IMPEAOBYIATOPHH (POJIMKYIH ¢ ToJIeMUHA Hall 14 mm moBHIIaBa
pHUCKa OT MHOTOIUIOIHA OpeMeHHOCT. 3a 1a ce 30erHe TO3H PUCK, IpuwiaraneTo Ha ¥XI' TpaOBa
Ja 0bJie OTMEHEHO M HACTBIIBAHETO HA OPEMEHHOCT - IPEJOTBPATEHO.

o KonTtpoaupana opapuaiHa XuOepcTUMyJIals B PAMKUTE HA MEAMLIWHCKUTE IPOTPaMHK 33
acHCTUpaHa PENPOAYKIHUS
[Ipunarat ce pa3nuyHy NPOTOKOIH Ha cTuMynanus. [IpenopbuBa ce mpuaraHe He radanHa
no3a ot 100-225 IU none npe3 mppBuTe yeTnpy AHU. Clieq TOBa A03aTa ce afantupa crpsmMo
VMHIMBUAYaTHUS OBapHajieH oTroBop. KIMHWYHNTE MpOyYBaHUs OKA3BaT, He-Hai-4ecTo e
HeoOxoauma nogabspkama no3a ot 75-375 IU gaeBHO 3a 6-12 qHu, Makap, i€ MOXe Aa €
HEOOXOIUMO JICYEHUETO J1a MPOIABIKU U MO-IBJITO.
Fertavid moxe fa Obl1e PUIOKEH CaMOCTOSATENTHO MK B KomOuHaumsa ¢ GnRH aronuct unmn
AHTaroHHCT, 3a Jja ce MPEeI0TBPAaTH HACTHIIBAHETO HA MPEXIEBPEMCHHA TyTenHn3anus. Korato
ce n3non3a GnRH aronucT, 3a mocTuraneTo Ha aAeKBaTeH. (PO/TUKYJICH OTTOBOP OOMKHOBEHO €
HeoOXo0IMMa IT0-BHCOKa o011a go3a Fertavid.
OBapHaTHUAT OTTOBOP CE MPOCIENIBa MOCPEACTBOM YIITpa3ByKoBa OLIEHKA. EqHOBpEMEHHOTO
oTpeJieisTHE Ha CEpYMHHUTE HUBA Ha €CTPAAMOI MOIKE ChI0 Aa Obae oT nomsa. Korato
YIITPa3ByKOBaTa OLICHKA NIOKaXKe HANWYKE Ha Mope TpH (onukyna ¢ pasmep 16-20 mmu e
HaJIMIIE 33JJ0BOJIUTEIHO MOBUILICHUE B HUBAT4 Ha ecTpaauno (mia3menu Husa 300-400
nukorpama/ml (1 000-1 300 pmol/l) 3a Bc€xM POMUKYT ¢ AUAMETHP, HO-TOIM OT 18 mm), 3a xa
ce MHAyLHpa KpaiiHaTta (asa oT y3psaBaHeTo Ha Gonukynute, ce npuiara 4XI'. Acnupauusita Ha
OBOIIUTHUTE C€ OCHIIECTBsABA 34-35 waca-Clie ToBa.

Lo3zupane npu mvorce

Fertavid Tpsi6Ba na ce npuinara B j{03a 450 IU ceamuuHo, 3a IpeArIouYnuTaHe pa3npeacicHu B

3 ammmukaruu o 150 U, ennosbemenno ¢ uXI'. Jleuenuero c Fertavid u uXI TpsOBa na mpoabmku
noHe 3 10 4 Mecena, Ipean Jii-MoXKe Ja ce 04aKkBa oJo0peHre Ha criepMaToreHes3ara. 3a 1a ce OLeHH
0TrOBOpA, C€ MPENOpbURA.U3CIEABAHE HA criepMaTta 4 1o 6 Mecela ciie]] Ha4aJIoTO Ha JICYEHHETO. AKO
CIJIe[] TO3H MEPUOJ] BCE OLIC HAMA e(DEeKTUBEH OTTOBOP, KOMOMHUPAHOTO JICUCHUE MOXKE Ja MPOIBIIKH;
CHOPaHUAT KIMHUYCH)OIIUT ITOKa3Ba, 4Ye MOXKe Ja € He0OXO0JMMO JICUEHHETO Ja MPOABIKY 18 mecena
U TIOBEYE, MIPEeIN 1d € HAJTULIE CIIepMaTOreHe3a.

Heouampuuna nonynayus
B pamk#te Ha 0100peHOTO IOKa3aHUE HAMA ChOTBETHO NpuiioxeHnue Ha Fertavid B meauarpruynarta

nomyJiaus.

Hagun na OPHUIIOKCHUC

3a Ja ce n30erue 0oakara pU MHKCKTHUPAHE U 3a a CC HaMaJIX U3TUYAaHCTO HAa Pa3TBOP OT MACTOTO
Ha MHXXCKTUPAHC, Fertavid TpH6Ba Ja C€ MHIXXCKTHUPA 0aBHO MNOAKOKHO UJIM UHTPAMYCKYJIHO. Koraro
MpWJIaraHeTo € MOoAKOXHO, MECTaTa Ha MHIXKCKTHPAHC TpH6Ba Ja c€ peayBar, 3a aa ce n30erae
Pa3BUTUCTO Ha J'IHHO&TpO(l)I/IH. OcTaHaloTo HeyHOTpeGeHo KOJIMYECTBO TpH6Ba Ja 6’[:,[[6 H3XBBPJICHO.
HO,Z[KO)KHOTO IMPUJIIOKCHUEC MOXKC a 6’[:,[[6 OCBIICCTBABAHO OT CaMaTa IaluCHTKa UJIN HEHHHSA
MNapTHLBOP, CJICA CbOTBCTHO MHCTPYKTUPAHC. CaMOCTOSTEIIHOTO HWHKCKTHPAHC Ha Fertavid moxe Ja ce
H3BBpPIIBA CaMO OT MAIlUCHTHU, KOUTO Ca z[06pe MOTHUBUPAHU, CBOTBETHO O6yLICHI/I 1 UMaT Bb3MOXXHOCT
3a 6’Lp3 KOHTAaKT CBbC CIICIUAIUCT.



4.3 IIporuBomokazaHusi

3a mworce u orcenu

o CBpBXUyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MJIM KbM HAKOE OT TOMOIIHHUTE BEIECTBA,
n30poeHu B Touka 6.1.

o TyMopH Ha SIHYHHUIIUTE, ThPJATa, MATKATa, TECTUCHUTE, XUITO(PHU3HATA JKIIe3a UITH XUTIOTaIaMmyca.

o [IbpBUYHA HEOCTATHLYHOCT HA MOJOBUTE HKIIC3H.

Jlonvanumenno 3a sxenu

o Braranumino kbpBeHE C HEYCTaHOBEH TPOU3XO/.

o OBapualTHi KUCTH WK YTOJIEMEHH SITYHUII, KOETO HE € CBHP3aHO ChC CHHAPOM Ha
nonmukucro3nute siuanny (CITKS).

o Mandgopmanuu Ha TTIOJOBUTE OPTaHU, HECHBMECTHUMH C OpEMEHHOCTTA.

o dubdpouHN TYMOPH Ha MaTKaTa, HECHhBMECTUMU C OPEMEHHOCTTA.

4.4 CroenuanaHu mpeaynpeskaeHHMs M peana3Hu MepKH NPH ynoTpeda

Peaxyuu na cepvxuyscmeumennocm KoM aHmubOUOmuK
° Fertavid mo>xe ma chIbpiKa CIIeu OT CTPEIITOMUIIMH W/WIH HEOMHIIUH. ‘1 €31 aHTUOMOTHIIH
MOTar Ja IPUYUHAT Peaklyy Ha CBPbXUYBCTBUTEIHOCT IPU NMPEAPaRI{0N0KEHH MAlIUEHTH.

Ouenka na undepmurumema npeou 3an046ane Ha 1e4eHUemo

. [Ipenu 3amouBaHe Ha TEYSHUETO € HEOOXOIMMO JIa CE€ HAIPARI OIICHKA Ha WHPEPTUINTETA TIPH
IBOKaTa. B 4acTHOCT, marneHTuTe TpsOBa J1a Ce U3CIEABAT 32 XUIIOTUPEOHTU3HM,
aJIPCHOKOPTHKAITHA HEIOCTATHYHOCT, XUTICPIPOJIAKTHHEMHUS U TYMOPH Ha XUMO(pU3HATA HKIIe3a
WM XUTIOTAIaMyca, U J1a C€ Ha3HaYM MOAXOIAIIQ [TevieHHe.

Ilpu srcenu

Cunopom na osapuanua xunepcmumynauus (COXC)

COXC e MeouUUHCKHU cay4ai, pa3inyeH 01 HEYCIOXHEHOTO yrojieMsBaHe Ha silunuka. Knunuunure
MIpHU3HAIMA U CUMITTOMH 3a Jieka u ymepeda ¢popma Ha COXC ca 6onka B kopeMma, rajieHe, Tuapus,
JIEKO JT0 YMEPEHO yToJIeMsBaHe Ha SHYHUIINTE U HATMYKME HA OBapHallHU KUCTH. Texkara hoopMa Ha
COXC moxe nma Obe xuUBOTO3aCTparnaBama. KIimHnYHITE TPU3HAIIM U CUMIITOMH Ha TeXKa popma
Ha COXC ca HanmM4#e Ha rOJIEMU OBapHAITHU KUCTH, OCTpa KOpeMHa 00JIKa, acIHT, TIEBPAJICH U3JIHB,
XUAPOTOPAKC, AUCITHES, ONUTYPHS, XEMATOJIOTHYHN HapyIIEHUs ¥ HaJlaBaHe Ha Tero. B penku
CITy4ad MO’KE J1a HACTBIIY PeHO3Ha W apTepuaiHa Tpomboemoomus, aconuupana cbc COXC. Bes
BpB3Kka cbc COXC ce'crodmiaBa chImo 3a MPEeXOAHA OTKIOHEHHSI B ITOKA3aTEINTe Ha YepHOAPOOHATA
(hyHKITUS, KOUTO FPEAIoNIaraT YepHOIPOOHa TUCPYHKIHS ChC HITH 0e3 MOp(OIOTHYHY POMEHH TpH
YyepHOAPOOHA OUOTICHS.

COXC mOXe' na ce IbJIKH Ha IIPUJIaraHeTo Ha YOBELIKH XopuoHroHagoTponud (4XI') u Ha
OpemetirocCT (Hanmune Ha eHgoreHeH uX1'). Panansar COXC 0OMKHOBEHO Bh3HHUKBA B PAMKUTE HA
10z’ cnenn npunarane Ha 4XI' ¥ ce CBbp3Ba C IPEKOMEPEH OBAPHAIICH OTTOBOP Ha CTUMYJIALH C
ronagorponul. KecHusat COXC Bp3HuKBa noBede ot 10 guu cnen npunaraneto Ha uXI' kato
PE3YATAT OT HACTHIIWINTE XOPMOHAJIHU IPOMEHH 1ipu OpemeHHocT. [lopaan puck ot pa3BuTHe Ha
COXC, manuentkute TpsiOBa 1a ObAAT HAOMIOAABAHU B IPOABKEHHUE HA MTOHE IBE CEIMULIN CIICH
npunaraneTo Ha uXI'.

Kenu ¢ u3BecTHH PUCKOBU (paKTOPH 3a CHIIEH OBapHaleH OTTOBOP MOraT Ja 0baaT 0cobeHO
npeapasnoioxenu kpM pazsurue Ha COXC B pesynrat Ha Jieuenuero ¢ Fertavid. Ilpu xenu B mbpBu
LIUKBJI Ha OBapHaHa CTUMYJIAlKs, P KOUTO PUCKOBUTE (PAaKTOPH ca caMO YaCTUYHO U3BECTHH, CE
npenopbyBa Ja ObJaT BHUMATEIHO HAOJI0AaBaH! 3a paHHH nmpu3Hauy u cumntoMu Ha COXC.



CrnenBaiiTe HacTosAIIaTa KIMHUYHA IPAaKTHUKa 3a HamansaBaHe Ha pucka oT COXC mo Bpeme Ha
acuctupaHara penponykuus. [Ipunbpxanero KM npenopbunTenanara n1o3a Fertavid u kpm
TepaneBTUYHATA CXEMa, 1 BHUMATEIHOTO NPOCIEAsIBaHe Ha OBapHUAIHUS OTTOBOP, Ca Ba)KHO YCIOBUE
3a HamansiBa"eTo Ha pucka oT COXC. 3a na ce npocneau pucksT oT COXC, npeau Ha4anoTo U Ha
PEIOBHM MHTEPBAJIH 10 BpeMe Ha JICUCHHUETO, TPsIOBa 1a ce MpOBEKAa yATPa3ByKOBa OLICHKA Ha
pa3BuTHETO Ha (YOIMKYIUTE; EAHOBPEMEHHOTO ONpENENsIHE Ha CEpYMHUTE HUBA HAa €CTPAANOI MOXKE
ChIIO Aa ObJe OT moji3a. B paMkuTe Ha mporpaMuTe 3a ACUCTHPaHa PENPOLYKIHS € HATHLE MTOBUILICH
puck ot COXC, xoraro uMa 18 nnu noseue ¢ponukyia ¢ ruamersp 11 mm unu noseye.

Axo ce pa3Buc COXC, Tpf[6Ba CC MPUJIOKHU U [1a CC CJICABA CTAHAAPTHO M MOAXOASAMIIO JICHCHUC Ha
COXC.

Mmuozconnooua 6D€M€HHOCWI

HpI/I JICYCHUC C BCUYKH BUJOBC TOHAAOTPONIMHHA, BKIIFOYHUTCIHO C (I)OJ'II/ITpOHI/IH 6€Ta, ce C’BOﬁU.IaBa 3a
BB3HUMKBAHE HAa MHOI'OIIJIOJJHH 6pCMeHHOCTI/I U paxXJaHus. MHOFOHJ’IOI[HaTa 6pCM€HHOCT. 0COUEHO OT
BHUCOK KJIaC, HOCHU IMOBUIICH PUCK OT HC6HaFOHpI/IHTeH HN3XO0I KaKTO 3a MalkaTa (YCJ'IO)KHQHI/IH Ha
6peMeHHOCTTa nu paxcnaHeTo), TaKa 1 3a acnarta (HI/ICKO TCIJIO IpU pam;[aHe) B ICpHYHATAJIHUA IICPHUOI.
HpI/I JKCHU C aHOBYJIalWd, MOMJIOKCHU HA CTUMYJIAlUA HA OBYJIallUATa, Ha6J'IIO)IeI[T/l€’1‘O Ha pa3sBUTUCTO
Ha q)OHHKYJ'II/ITe noCpCACTBOM TpaHCBArMHAJIHA exorpa(bm[ MOIXKC 1a JOIMMPUHECE, 5a PCHICHUCTO AaJIN
Ja C€ NPOABIJIKU WK J1a C€ IPCYCTAHOBU LUKBJIBT, 34 Ida CC HaMaJIM PUCKDBT OT MHOT'OILUIOJAHA
6peMeHHOCT. E,I[HOBpeMCHHOTO OIIPEACIAHC Ha CCPYMHUTC HMBA HAa €CTPAJHNOJI MOKE CHIIIO Aa 6’5,[[6
OT I10J134. HaI_II/IGHTI/ITe Tpﬂ6Ba Ja 6’B,Z[aT npeaynpeacHu 3a MMOTCHUHUAI(HIA PUCK OT MHOT'OIUIOAHA
6peMeHHOCT, npeau 3aro4YBaHC Ha JICYCHUCTO.

[Ipu xeHuTE, NOANOKEHN Ha MPOLIEAYPH 332 ACUCTHPAHH PEHPOLyKTHBHU TexHONoruu (APT), puckpt
OT MHOTOIJIOHA OPEMEHHOCT Ce acoLuKpa ri1aBHo ¢ OposHa TpaHcdepupanute emOopuonu. Korato
ce mpuJjiara B LUKBJI 332 CTUMYJIallysl Ha OBYJIALMATA, [TOAXOAALIOTO KOpUrupane Ha go3ata Ha PCX
11€ IPeAOTBPaTH PA3BUTUETO HA MHOXKECTBO (OTHKYIIH.

Exmonuuna bpemennocm

[Ipu uadepTrTHY )XeHU, MoAToKeHN Ha AR T ¢ HanuIle MOBUINIEHA YeCTOTa Ha €KTOMUYHU
OpemenHoctu. ETo 3a1m0 oT 0co0eHO 3HAMEHHE € paHHOTO eXOrpad)CKo MOTBBPIKICHUE, Ue
OpeMeHHOCTTa € BhTPeMaTOYHa.

Cnonmanen abopm
[Ipu >xeHu, TOATIOKEHN HAa TeXHUKH HA aCHCTUPaHAa PETPOYKIIH, YecToTaTra Ha 3aryoa Ha
OpEMEHHOCTTA € MO-BUCOKA QT Ta3M MPH 00INAaTa MOMyJIalys.

Cov006u yeaooicHeHis

Crob1maBa ce 3a TpoMO0eMOOTUYHN CHOUTHS KAKTO CBBP3aHU ChC, TAKa M HE3aBUCUMO OT HAJTMYUETO
Ha COXC, B pe2ynTaT Ha JIEYCHUETO C TOHAIOTPOIIMHH, BKIIOYUTEIHO ¢ (POTUTPONHUH OeTa.
BrTpechadpa TpoM003a, KOSATO MOKE J1a BB3HUKHE BbB BEHO3HHU HJIM apTEPHATHU ChJOBE, MOXKE J1a
JOBEIE /[0 HaMalleH KPbBOTOK KbM KM3HEHOBAKHH OPTaH WK KpaiHuM. [Ipu sxenu ¢ odumonpuetu
PHUCKOBRHU pakTOpH 32 TPOMOOEMOOTUYHHU CHOUTHS, KaTO IMYHA K (paMUIIHA aHAMHE3a, TEKKO
3aIHCTSIBaHE WM TPOMOOQHIIHS, JIEYEHUETO C TOHAATPOIMHY, BKItounTesnHo ¢ Fertavid, mosxxe
JOITBIHUTEIHO @ YBEJINYU TO3U pUCK. [IpH Te3u xKeHr NMoI3uTe OT NpHUiaraie Ha FTOHAAOTPOIINH,
BktounTenHo Fertavid, TpsiOBa na ce oueHsT cupsimo puckoBere. TpsiOBa na ce orbenexu odaue, de
OpeMeHHOCTTa cama 1o cebe CH HOCH MOBHILIEH PHUCK 332 TpOMOO03a.

Bpooenu mancdopmauuu

Yecrorara Ha Bpoaenu mandopmaruu cieq APT moske 1a e MaJiko o-BUCOKa, OTKOJIKOTO TpH
crioHTaHHU OpemeHHOcTH. CMsATa ce, 4e TOBa Ce ABJDKH Ha PA3IIUKUTE B POJIUTEIICKUTE
XapaKTepUCTHUKY (HAMp. Bh3pacT Ha MaliKaTa, XapaKTEpUCTUKU Ha CIIepMara) i MHOTOILIOHU
OpeMeHHOCTH.




Osapuanna mopsus

3a oBapuagHa TOp3Hs Ce ChOOIABa ClIe]| ICYCHHE C TOHAIOTPOITMHH, BKIFOYHTEITHO C POTUTPOIIHH
Oera. OBapuagHaTa TOP3Us MOXKE J1a C€ IBJDKU Ha Ipyru puckoBu (aktopu karo Harmpumep COXC,
OpeMeHHOCT, peNIITHA OTepallis Ha Kopema, aHaMHe3a 3a OBapHualiHa TOP3Hsl, IPEeIX0aHa UK
HACTOSIIa OBapUaIHA KUCTA U MOJIUKUCTO3HU SHYHUIU. Y BPEKIAHETO HA SUYHUKA, TOPaIU NOHKEH
MIPUTOK Ha KPBB MOXKE JIa C€ OTPaHUYX Ype3 PAHHO TUATHOCTHIIMPaHe U He3a0aBHA JIETOP3Usl.

Osapuannu u Opyeu HeonaIasmu Ha penpooyKmusHama cucmemda

Nwma cpoO1meHus 3a OBapHallHU U IPYTH HEOIIIa3MHU Ha PENPOTyKTUBHATA CUCTEMA, KAKTO
I0OpPOKAaYECTBEHH, TaKa U MAJTUTHEHH, ITPH JKEHU, HEKOJIKOKPATHO ITOIJIOKEHH Ha JICUeHUE Ha
crepunuteT. He € ycTaHOBEHO J1aiy ICYEHUETO ¢ TOHAJOTPONMHU YBEINYaBa PUCKa 32 Pa3BUTHE Ha
TE3W TYMOPH NIpU HeEPTUITHA KECHU.

Jpyau 3aborsaeanus
Heobxomumo e i1a ce HampaBu OlleHKa U Ha 3a00JIIBaHUATA, IPH KOUTO OPEMEHHOCTTA €
MIPOTUBOIIOKA3aHa, TIPEN J]a ce 3armoyvHe jeueHnero ¢ Fertavid.

Tpu mworce

TMvpeuuna mecmukyina HEOOCMAMbYHOC

IToBuienute enaoreHHy HUBa Ha @CX MpU MBKETE Ca UHAUKATOP 3a MIBPBUYHA TECTUKYJIHA
HEJOCTAaThYHOCT. TakuBa MaIMeHTH HE MOTaT Jia ce OBIUSAT OT KOMOMHUPaHOTO Jiedenne ¢ Fertavid
nuXI'.

4.5 BsammopeiicTBHe C APYIM JIEKAPCTBEHH NMPOAYKTH M APYyru popMH Ha B3auMoOJeHCTBHE

EnnoBpemennoro npunoxenue Ha Fertavid u k1oMugenos nuTpaT MOKe 1a YCHIIU OBapUaIHUS
otroBop. Criesr mpeABapUTEIHO MOATHCKAHE Ha XUNIO(pM3HaTa GyHKuus upe3 aronuctd Ha GnRH,
Hall-BeposITHO 11e ObJe HeoOXoauMa Mmo-BUCOKa, 103a Fertavid 3a gocTurane Ha agekBateH QonuKyeH
OTrOBOP.

4.6 @epTUauTeT, )PEMEHHOCT U KEPMEHE

DepTUnuTer
Fertavid ce m3nomn3Ba npu Jieuedivie Ha )KEHU, MTOJIOKEHU Ha OBapHaIHa CTUMYJIAIVS UITH

KOHTPOJIMpaHa OBapUaIHa XuIepCTUMYJIAlUs B PAMKHUTE Ha IPOrPAMUTE 32 aCUCTUpPAHA
penpoaykuus. [lpu mbxe Fertavid ce u3monssa rpu JiedeHrWe Ha HEJOCTaThYHA CIIEPMAaTOTeHE3a,
MOpaay XUIMOTOHAIOTPOIIECH XUIIOTOHAIU3bM. 3a JO3UPOBKA U HAYMH HA NPUITIOKEHUE BUKTE
TOouKa 4.2.

Bbpemennoct
Fertavid He € moka3an 3a yrmorpeba 1mo BpeMe Ha OpeMeHHOCT. B ciyuait Ha HeBontHa yroTpeba 1mo

BPEMC Ha OPCMCHHOCT KIIMHUYHUTC JAaHHU HC Ca JOCTATBhYHHU 3a U3KIIFOUBAHC HA TCPATOICHCH G(i)eKT
OoT pf:KOM6I/IHaHT€H dCX. BT»HpeKI/I TOBa A0 TO3U MOMCHT HC € YCTAHOBCH ocobeH MaJ'I(i)OpMaTI/IBeH
e(’t exT. He e Ha6J'IIO,Z[aBaH TCPATOTCHCH e(i)eKT IIpU OIMUTH C )KUBOTHHU.

Kbpmene
Hsma HanuyHu naHHU OT KIMHUYHU OPOYYBAHUS WM MIPOYUYBAHUS C )KMBOTHHU 38 €KCKPETUPAHETO HA

(I)OJ'II/ITPOHI/IH OcTta B KbpMara. Mainxko BCPOATHO € (1)0J'II/ITpOHI/IH OcTa Ja CC U3JIb4YBa B HOBCIIKAaTa
KbpMa, mopaanu HEroBOTO BUCOKO MOJICKYJIHO TCTJIO. Axo (l)OJ'II/ITpOHI/IH Oera ce CKCKpCTHUpa B
KbpMarta, TOM OU ce pasrpaanii B CTOMAIIHO-YPCBHUA TPAKT Ha ACTCTO. (DOJ'II/ITpOHI/IH OeTa MoXxe Ja
MOBJIMSC MPOAYKIUATA HA KbpMa.



4.7 EdexTn BbpXy crioco0HOCTTA 32 oupaHe u padoTa ¢ MAIINHA

Fertavid He moBnusiBa niy NOBIHsIBa MPEHEOPEKUMO CIIOCOOHOCTTA 3a Io¢pHupaHe U paboTa ¢
MAaIlUHH.

4.8 Hexenanu JeKapCTBEHH PeaKIuH

[ToK0>XXHOTO WIIM UHTPaMYyCKYJIHOTO npujiarae Ha Fertavid B KTMHUYHATA IPAKTHKA MOXE Ja
JOBEZIE 10 JIOKAJTHU PeaKly Ha MSICTOTO Ha MHKeKTHpaHe (3% OT BCUYKH JICKYBaHH MALlUCHTH).
[ToBeueTo OT Te3u JIOKATHU PEAKLUH c€ MPOSIBSIBAT MHOTO JIEKO U ca ObP30IPEX0aHH.
['enepanu3upany peakiuy Ha CBPbXUyBCTBUTEIHOCT ce HaOmogaBat Heuecto (mpubnusurensno 0,2%
OT BCHYKH MALUEHTH, JEKYBaHH C QOIUTPONHH OeTa).

Ilpu neuenue na sicenu:

[pu npubnusutenno 4% OT KEHUTE, JIEKYBaHH ¢ (POIUTPONHH OeTa B KIMHUYHU IPOYUBAHUSL CE
ChOOIIaBAT NPU3HALN U CUMIITOMH, CBBP3aHH ChC CHHAPOMA Ha OBapHaiHa XUIIEPCTUMYITALIUS
(COXC) (Bx. Touka 4.4). Hexxenanure peakuu, CBbpP3aHU C TO3H CHHAPOM, BKIIOUBAT-00JIKA B
o0nacTTa Ha Ta3a W/WIM IPUTOK Ha KPBB, OOJIKa B KOpeMa W/WIIK TOAyBaHe, OIUIAKEAHNUS, CBBP3aHH C
BbPAUTE U YTONeMsIBaHE Ha IHYHULIUTE.

Tabnunara mo-107ay ChABPKA CIUCHK Ha HEXKETAHUTE PeakIuu mpu (GporuTpornuH O6era, TOKIaIBaHu B
KITMHUYHU U3MUTBAHUS [IPY KEHH, TI0 CUCTEMO-OpTraHeH Kiiac U 4ecTard; dectu (> 1/100 mo < 1/10),
HevectH (> 1/1 000 mo < 1/100).

Cucremo-oprateH KJjac YectoTa Hexenana peakuusi
Hapymenns Ha HepBHaTa Yectn I'maBoGonue
cucTemMa
CromamHo-4peBHI Yectn [lonyBane B KopeMHarTa 00y1acT
HapyLIEeHUs bosnka B kopeMa
Heuectu JuckomdopT B KOpema
3amex
Huapus
l'anene
Hapymenns na Yectn COXC
BB3NPOU3BOUTENHATA CHCTEMA Bonka B obnactra Ha Taza
U TBplaTa
Heuectu OrnutakBaHMsl, CBBP3aHU C
repaute’
Mertpoparus
OBapuanHa KuCTa
YroneMsaBaHe Ha SHIHHUIIUTE
OBapuanHa Top3us
VYroseMsiBaHe Ha MaTKaTa
BarunanHo xppBeHe
001y HapyeHus ¥ eheKTH Yectu Peakrus Ha MsicTOTO Ha
Ha MSACTOTO Ha MPUIIOKEHHE MHKEKTHpaHe
Heuectn I'enepanuzupana peakus Ha
CBPBXUYBCTBHTEIHOCT
1. OHHaKBaHI/IﬂTa, CBBbP3aHU C I'bpAUTC, BKIIHOYBAT YyBCTBUTCIIHOCT, 0oJIKa W/1iH YroJieMaBaHE U 0o0JIKa B
3bpHAaTa
2.JIokamHuTE PpCakun Ha MACTOTO Ha MHIKCKTUPAHE BKIIHOYBAT: KPbBOHACAJAaHUS, 6OJ'IKa, 3a4CpBABAHEC, OTOK
U ChpOeK

3.I'enepanu3upaHara peakysi Ha CBPbXUyBCTBHTEITHOCT BKIIIOYBA €PUTEMA, YPTHKAPHS, OOPUB U IIPYPUTYC



OcBeH TOBa ca JOKJIaIBaHH EKTOMNYHA OPEMEHHOCT, CIOHTaHEH adOpT U MHOTOIUIOAHA OPEMEHHOCT.
Cwmsita ce, ye Te ca cBbp3anu ¢ APT wium mocneaBaiia OpeMeHHOCT.

B penku ciydan ¢ nedeHueTo ¢ ¢ponutponus 6era /9XI', KakTo U ¢ APYTH TOHATOTPONHMHH, CE€ CBHP3Ba
TpoMOoeMOomHsTA.

Ilpu neuenue na mvoice:

TabnuuaTa no-moy ChIbpXkKa CHHUCHK Ha HEXXETAHUTE PeakLnH NP QOIUTPONIUMH OeTa, TOKIaIBaHU B
KJIMHAYHU U3MUTBAHUS NIPpU Mbxke (30 JeKyBaHU MAEHTH), 10 CUCTEMO-OpTaHeH KJlac U 4eCTOTa;
yectr (> 1/100 mo < 1/10).

Cucremo-opraseH KJjac Yecrora' He:xesnana peakuusi
Hapymenus Ha HepBHaTa Yectn I'maBoGonue

cucTemMa

Hapymenns Ha koaTa 1 Yectn AxHe

IMOJKOKHATa ThKaH OO6puB

Hapyumienus na Yectu Emngnaumba Kucta
BB3MPOM3BOIUTEHATA CUCTEMA l'unexomacTust

U TBpJaTa

001 HapymeHus ¥ eheKTH Yectu Peakmug-Ha mMsacToTo Ha
Ha MSCTOTO Ha MPUJIOKEHHE uEKeKiMpane”

1. Hexxenmanute peakiuy, KOUTO ca JOKJIAIBAHH CaMO BETHBXK ca KIiaCH(UIIMPAHN KaTO YECTH, ThH KaTo
€JIHO CHOOIIeHNeE MOKauBa yectorara Hazx 1%.
2. JlokaimHU peakuy Ha MACTOTO Ha MHKEKTHPAHE BKIIOYBAT YILUTHTHIBAHE U OOJIKA.

CT»O6H_IaBaHe Ha IMoaA03HUpaHn HEKEJIAHN PCAKIIMH

CT>06H_[aBaHeTO Ha IOAO3MPAHU HCKCIIAHU PCAKIKUH CIICA pa3pClIaBaHC 3a yHOTpe6a Ha JICKaApCTBCHUMA
MMPOAYKT € BaKHO. ToBa mmo3BosiBa Aa MPOAbJIKIL Ha6J’IIO,I[eHI/I€TO Ha CbOTHOIICHUETO HOJ'Ba/pI/ICK 3a
JICKApCTBCHUSA NPOAYKT. Or MCIUIMHCKUTC CHCLMAJINCTHU CC U3MCKBA Ja C’LO6H_IaBaT BCsiKa
Ioa03WpaHa HEXKEIaHa pe€aKydg UHPE3 HallioUalHa CUCTEMA 3a C’LO6H.[aBaHC, IIOCOYCHA B

IIpunoxenue V.

4.9 IIpeno3mpane

Hsama nannu 3a octpa TokeudHocT Ha Fertavid mpu xopa, HO MPOyYBaHHUATA TIPU )KUBOTHH ITOKAa3Bar,
Yye ocTpaTta TOKCUIHOCT HaFertavid u ypuHHUS TOHAIOTPONIMH € MHOTO Hucka. [Ipunaranero Ha
MHOTO BHCOKH 103u-DPCX MOXKe J1a TOBee /IO XUIMEPCTUMYIANUs Ha SHaHuIUTe (BXK. Touka 4.4).

5. ®APMAKOJOTMYHU CBOVMICTBA
5.1 @®apmakoguHaAMU4YHH CBOMCTBA

$apMakoTepaneBTUYHA IpyNa: IOJ0BU XOPMOHU U MOAYJIATOPH Ha MOJOBAaTa CUCTEMA,
ronanotponunu; ATC kon: GO3GAOQ6.

Fertavid cpappxa pekomObunanten @CX. Toii ce mpousBexa upe3 peKOMOMHAHTHA

JIHK TexHomorus, kaTo ce U3Mo3Ba KIEThYHA KyJITypa OT OBapHAIHM KIETKH Ha KUTAHCKH
XaMCTepH, KOUTO ca TPaHC(EKTUPAHU C YOBEIIKM I'eHu 3a cuHte3 Ha PCX cybenunuim. [IppBuunara
MOCIIEAOBATEIHOCT HA aMUHOKHCEIMHNTE € HACHTHYHA ¢ Ta3u Ha yoBelkua PCX. M3BecTHO €, ue
CBILECTBYBAT CaMO JIEKH pa3IM4us B CTPYKTypaTa Ha BbITIEXHpAaTHATa BEPUTA.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

MexaHU3bM Ha IEUCTBUE

®CX e HE3aMEHHUM 332 HOPMAITHUS PACTEX U y3psBaHe HA POITUKYIUTE, KAKTO U 32 CTEPOUIHATA
cuHTe3a B ronagute. [Ipu xennre HuBoTO Ha PCX € onmpenensi ¢pakTop 3a HA4aIoTO U
MPOABIDKUTEITHOCTTA HA Pa3BUTHE HA (POTUKYIIUTE, CISIOBATEIHO € TIOKa3aTeTHO 32 Opos Ha
y3penuTe QOJIMKYIU U 32 CPOKa Ha JIOCTHTaHe Ha ToBa y3psiBane. [lopaau ToBa Fertavid moxe na ce
npujiara 3a CTUMYJIHpaHe Ha (OIUKYITHOTO Pa3BUTHE U MPOIYKIUATA HA CTEPOUIU B OIIPEIEIICHN
ciy4au Ha HapymieHa ronagHa Gyuknus. OcBeH ToBa Fertavid moske ma ce mpuiara 3a cTUMyITUpaHe
HAa MHOXECTBEHO (DOJIMKYITHO Pa3BUTHE B PAMKUTE Ha MEJIUIIMHCKUATE IIPOTPAMH 33 aCUCTHpaHa
penpoaykuus [T.e. omnoxaane in vitro/emopuorpanchep (IVF/ET), untpadanonues tpanchep Ha
rametrn (UDTI) u naTpanuromasMeno nmxekrupane Ha criepmarozounu (UILMC)]. Hait-uecto
nedenueto ¢ Fertavid ce mocienBa ot mpmnarane Ha uXI' 3a nHAyIUpaHe Ha KpaiiHaTa (asza oT
y3psBaHETO Ha (DONMKYIIHNTE, Bh3CTAHOBSIBAHETO HA Mei03aTa U pynTypaTa Ha (HOINKyIIa.

Knnanyna edukacHocT 1 6€301MacHOCT

B knuan4yHM npoyuBanus, cpaBHsaBamy pekomOuHanTeH @CX (pomurponun 6era) u CX o1 ypuHa,
3a KOHTPOJIMpaHa OBapHaiHa CTUMYJIAIHS TPH JKEHHU, YIaCTBaIH B ITporpama 3a aCHCFUiaHa
penpoaykruBHa TexHonorus (APT) u 3a uaayKIMs Ha oBynanuaATa (BK. Tabnwmm 1 u 210-107y),
¢donurpomnun 6era e 6mi no-momeH oT PCX oT ypuHa ¢ oriies Ha mo-HucKaTa o0m@-103a u
MO-KPaTKuUs MEPHOJ Ha JIeUeHNEe, HeOOXO0AMMHU 3a MOCTUraHe Ha (POJIMKYITHO y3psisaHe.

[lo oTHOLIEHHE HA KOHTPOJIHMPAaHATa OBapHaliHa CTUMYJIALU, (OIUTPONIH OeTa € JOBEN 0 MO-TOSIM
Opoii Ha acIMPHUPaHUTE OBOLUTH NP MO-HUCKA 001Ia 1032 U MO-KPaThi liepruo Ha JICUCHHE B
cpaBHeHue ¢ Te3u Ha PCX oT ypHHa.

Tabnuua 1: Pesynratu ot npoyusane 37 608 (paHIoMH3UPaHO, KIMHUYHO IPOYYBAHE ChC CPABHSIBAHE
Ha rPyNUTe, CPaBHABAIIO 0E30MAaCHOCTTA U e(UKACHOCTTa-Ha poauTponud 6eta 1 ®CX oT ypuHa npu
KOHTPOJIMPAaHA OBapHAIHA CTUMYJIalus)

(onurponun @®CX oT ypuHa
Oera (n = 361)
(n =546)
CpeneHn Opoit aciupupaHy OBOIIUTH NV 10,84 8,95
Cpenna obmia mo3a (6poit amiymm 75 TU) 28,5 31,8
CpenHa npoABIHKUTEIHOCT Ha DCX CTUMYJIALAATA 10,7° 11,3
()

* \
PaznukuTe Mexy ABeTe TPyl ca cTaTHCTHIecKH 3HaunMH (p< 0,05).

[lo oTHOWIEHNE HA MHIYKIKATA HA OBYJalMATa, GOTUTPONIUH OeTa e JOBeN J0 MOo-HUCKA MEHaHa Ha
o01maTa 103a ¥ Mo-KpaTKa MeinaHa Ha MPOIbIDKUTETHOCTTA Ha JIeYeHHe B cpaBHeHHe ¢ Te3n Ha PCX
OT ypHHa.

Tabnuiza 2: Pesynratu ot npoyusane 37 609 (paHIoMHU3MpaHO, KIMHUYHO [IPOYYBAHE ChC CPAaBHIBAHE
Ha CDYIINTE, CPaBHABAIIO 0€30MacHOCTTa U epuKacHoCcTTa Ha ¢ponaurponud 6eta 1 @CX oT ypuHa npu
HHAYKIMS HA OBYJIAIMATA)

(¢oauTponun @®CX oT ypuHa
Oera (n = 66)
(n=105)
Cpenen 6poii GonuKyIH > 12 mm 3.6 2,6
> 15 mm 2,0 1,7
> 18 mm 1,1 0,9
Menuana Ha obmara nosa (IU)* 750° 1035
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(onurponun ®CX oT ypuHa
oera (n = 66)
(n=105)
Meuana Ha NPOABDKATEIHOCTTA Ha JieueHue (JHu)" 10,0* 13,0

" Pasnmknre MEXIy ABETE TPYIH ca cTaTHCTHYeCKH 3HaunMu (p <0,05).
* Tlpu sxenute ¢ MHAyMpana oynanus (Gomurpomnus Gera, n = 76; ®CX ot ypuna, n = 42).

5.2 ®apMaKOKHHETHYHH CBOICTBA

AOGcopbuus
Cren MHTPaMyCKYJIHO WM TIOAKOXHO npuiioxkenue Ha Fertavid MmakcuManuu koHeHTpanuu nHa @CX

ce JocTurat 3a okojo 12 gaca. Crnex MHTpaMycKyJIHO npuioxkeHue Ha Fertavid MmakcuManHuTe
koHIeHTpanuu Ha @CX ca Mo-BUCOKH U C€ JOCTUraT MO-paHO MPH MBKETE, OTKOJIKOTO MPH JKEHUTE.
[lopanu 3abaBeHara pe3opOuys Ha JEKAPCTBEHUS MPOAYKT B MACTOTO HA WH)KEKTUPAHE 11
MPOABIDKUTEITHOCTTA Ha TIOMYXKUBOT OT 0KoJo 40 yaca (B auarnasoH ot 12 - 70 gaca), Hitsdra Ha DCX
ocTaBaT NOBHIIEHU 3a 24-48 yaca. [lopagu OTHOCUTENHO JIBJITHS IEPUO] HA MOTYKiIBOT, TOBTOPHOTO
MIPUIIO’KEHUE Ha ChINATA 1032 Il JOBEJE 10 JOCTUTaHE Ha TU1a3MeHN KoHIeHTpaliui Ha OCX, kouto
ca npubnu3uTenHo 1,5-2,5 mbTH MO-BUCOKH, OTKOJIKOTO CJie]l €THOKPATHO MIPW/I0KECHNE Ha JHEBHATA
no3a. ToBa MOBUILIEHUE MO3BOJIABA JOCTUTAHETO HA TEPANEBTUYHM KOHUEHTPAIMY Ha PCX.

Hsima chimecTBeHn papMakOKHUHETHYHH PA3IMUUS MEXKILy HHTPAMYCKYJIHO/M MOJKOKHO IPUIIOKEHHE
Ha Fertavid. U npu nBata HaunHa HAa IPUIOKEHUE OMOHATTMYHOCTTA-€ puomn3uTento 77%.

Pasnpenenenue, Ouorpanchopmanns ¥ eNMMUHAPAHE
Buoxummuno pexomOunanTHHAT ©CX € TBBpIE cxozeH ¢ yoBeHkus ypuneH @CX u ce pasnpenens,
MeTa00IM3upa U eKCKPETUPA 10 ChIIUS HAYHH.

5.3 IlpeakJMHUYHU JAHHU 32 0€30IACHOCT

[Ipunaranero Ha equaryHa no3a Fertavid npmirbXxoBe HE MHAYLMPA CHIIECTBEHU TOKCUKOJIOTHYHH
edextu. [Ipu npoyuBaHus ¢ MHOTOKpaTHO IipiIaraHe Mpy IUIbXO0Be (3a IBE CEAMHIIN) U KydeTa (3a

13 ceqmunn) B 103u 10 100-mbTH MO-RKEOKHM OT MakCHMAaJHaTa Jj03a pu xopa, Fertavid He unmynunpa
CBILECTBEHN TOKCUKOJIOTUYHU €eKTH, 1eCThT Ha Ames U TECTHT 34 in Vitro XpOMO30MHH adepanun
BBPXY YOBELIKH TUM(OLHUTH TOK43BaT, 4e Fertavid He oka3Ba MyTareHeH e(exT.

6. DAPMAIIEBTHEYHI1 JAHHHA
6.1 Choucbk H2 ITOMOIIHHUTE BellleCTBA

Fertavid nmXekitmoHeH pa3TBoOp, ChAbpIKa!

3axapo3a

Hatprés mutpar

L-meTvionnn

Homircopbar 20

Bona 3a uHxeknuu.

3a xopekuus Ha pH Moke 1a ce u3MoNa3Ba HATPUEB XUAPOKCH U/WIIH XIOPOBOJOPOAHA KUCETHHA.

6.2 HecbBMeCTHMOCTH

[Ipu numnca Ha mpoy4YBaHHS 32 HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOIYKT HE TPsAOBa Ja ce cMecBa ¢
JpYyTH JEKapCTBEHU NPOIYKTH.
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6.3 Cpok Ha rogHoOCT
3 roguHU.

Coabppxanuero Ha (hprakoHa TpsiOBa 1a ce U3Moa3Ba He3a0aBHO ciell nepdopupaHeTo Ha r'yMeHaTa
3amymanka Ha (jaKoHa.

6.4 Crhenuananu ycJoBHS Ha CbXpaHEeHHe

Ja ce cpxpansiBa B xnaquiauK (2°C — 8°C).

[la He ce 3ampa3ssBa.

CoxpansBaiite (aakoHa(uTe) B KApTOHEHATa OMAKOBKa.

3a yno6ctBo Ha nauuenTta Fertavid moxke aa ce chbxpaHsBa npH Temneparypa 10 25°C eqHOKpaTHO 3a
OIpezieNieH MEPUO/ OT BpeMeE, HE MO-IBJIBI OT 3 Mecela.

3a ycloBUsATa Ha CbXPAHEHHUE CIIE IbPBOHAYAIHO OTBAPSHE HA JEKApPCTBEHUS MPOAYKT BIKIC

TouKa 6.3.

6.5 Buau cbabpkaHue HA OMIAKOBKATA

0,5 ml pastBop B 3 ml ¢makoH (cTekio Tum I), cbe 3amymanka (0T xJI0pOyTHilOBa TyMa).
OmnakoBku ot 1, 5 unn 10 duiakona.
He Bcuuku BHIOBE ONAKOBKM MOTAT Jia ObJIAT ITyCHATH B POJaxoa.

6.6 CroenuaJHu nNpeana3sHu MEepKH NPH U3XBLPJIAHE U padora
P P P p P

He u3nonsaiite chabpxanneTo Ha (IakoHa, ako pa3TBOPHT ChABPKA BUAUMU YaCTHIN HITH HE €
oucTobp.

CoabpxanueTo Ha (hakoHa TpsiOBa 1a ce ynoTpeOK BejHara ciel nepgopupaHeTo Ha r'yMeHara
3amymanka Ha (pjaKoHa.

HeunsnonsBanusT neKkapcTBeH NPOAYKT WIK OTHAABYHUTE MaTepPHaId OT HETo TPsOBa Jja ce U3XBBPIIST
B CbOTBETCTBHE C MECTHUTE W3MCKBAHMUSL.

7. NNPUTEXATEJI HA PAZPEILIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V:
Waarderweg 39

2031 BN Haarlem
Hunepnannus

8. HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

Fertavid §0 1U/0,5 ml MHXXEKIIMOHEH pa3TBOP
EU/1709/510/001
EW/1/09/510/002
EW/1/09/510/003

Fertavid 75 1U/0,5 m] uHKEKIMOHEH Pa3TBOD
EU/1/09/510/004
EU/1/09/510/005
EU/1/09/510/006

Fertavid 100 1U/0,5 ml HHXXEKIIMOHEH PAa3TBOD
EU/1/09/510/007
EU/1/09/510/008
EU/1/09/510/009
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Fertavid 150 IU/0,5 ml HHXXEKIIMOHEH PAa3TBOD
EU/1/09/510/010
EU/1/09/510/011
EU/1/09/510/012

Fertavid 200 1U/0,5 ml HHXXEKIIMOHEH PAa3TBOD
EU/1/09/510/013
EU/1/09/510/014
EU/1/09/510/015

9. JATA HA ITBPBO PASPEINABAHE/ITIOJHOBABAHE HA PASPEIIEHUETO.3A
YIIOTPEBA

[ata Ha epBO paspemaane: 19 mapt 2009 r.
Jara Ha mocienHo nmomHOBsiBaHe: 21 depyapu 2014 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

O mecen I'TTT r.

[Honpobna nHdopmanus 3a TO3M JIEKApPCTBEH MPOAYKT € Ipe/iocTaBeHa Ha yeOcaiita Ha EBponelickaTta
areHuus 1o Jjekapcraara http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Fertavid 150 1U/0,18 ml nHxekIpoHeH pa3TBOp
Fertavid 300 1U/0,36 ml nHXeKIpoHeH pa3TBOp
Fertavid 600 1U/0,72 ml nHXeKIuoHeH pa3TBOp
Fertavid 900 1U/1,08 ml nHxeKIpoHeH pa3TBOp

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Fertavid 150 1U/0,18 ml uH>xeKIIMOHEH Pa3TBOP

Enun nmatpon chabspxka HeTHa o6mma go3a oT 150 [U pexkoMOuHaHTEH (ONMHUKYIOCTUMYIHMPALL XOPMOH
(®CX) B 0,18 ml BomeH pa3tBop. MHXEKIMOHHHUAT Pa3TBOP ChABPKa AKTHUBHOTO BEIIECTBO
thomurponun Oeta (follitropin beta), mpou3sBeeH Ype3 TeHHO MHKEHEPCTBO B KJIEThYHA JIMHHHOT
sITYHMK Ha KuTaicku xamerep (IKX) B konuentpauus ot 833 IU/ml Bonen pasrop. Tora
CHOTBETCTBA HA KOJMYECTBO B J]030Ba eAUHHUIA OT 83,3 MuKporpama npotenH / ml (cnetiphuanara
in vivo OMOHaIMYHOCT ce paBHsBa npuoiusutenHo Ha 10 000 IU ®CX / mg nporeuH).

Fertavid 300 1U/0,36 ml uH>XEeKIIMOHEH Pa3TBOP

Enun nmatpon ceabspxka HeTHa o6mma go3a oT 300 [U pexkomOuHaHTEH (ONMHKYJOCTUMYIHMPALL XOPMOH
(®CX) B 0,36 ml BomeH pa3TBop. MHKXEKIMOHHHUAT Pa3TBOP ChABPKA aKEUBHOTO BEIIECTBO
¢domutpornun Gera (follitropin beta), mponsBeneH upe3 reHHO HHXEHEPCTBO B KIEThUHA JIMHUS OT
stifuHuK Ha kuTaiicku xamcrep (IKX) B kornenTpanus ot 833 [U/tal Boxen pastBop. Tosa
CHOTBETCTBA HA KOJMYECTBO B J]030Ba eAUHHUIA OT 83,3 Mukporpama nportenH / ml (cnenuduvnaTta
in vivo OMOHaMYHOCT ce paBHsBa npuonusutenHo Ha 10 00010 dCX / mg nporeu).

Fertavid 600 1U/0,72 ml nHXEKIIMOHEH pPa3TBOP

Enua natpon cbappxka HeTHa 001ma 103a ot 600 [UpexoMOMHAHTEH (POTUKYIOCTUMYITHUPAI XOPMOH
(®CX) B 0,72 ml BozmeH pa3tBop. MHKEKIMOHHWT Pa3TBOP ChABPKa AKTUBHOTO BEIIECTBO
tdhomurpornun Oeta (follitropin beta), mpou3BeacH dpe3 TeHHO MHKEHEPCTBO B KJIEThYHA JIMHUS OT
sifuHuK Ha kuTaiicku xamcrep (IKX) B kornenTpanus ot 833 [U/ml Boxen pasrBop. Tosa
CHOTBETCTBA Ha KOJIMYECTBO B J030Ba e/(iHuIa oT 83,3 Mukporpama nporenH / ml (cienudruanara
in vivo OMOHaIMYHOCT ce paBHsBa npudnnsutenso Ha 10 000 IU ®CX / mg nporeun).

Fertavid 900 1U/1,08 ml nHkeKIIMOHEH pa3TBOp

Enun nmatpoH chabspxka HeTHa ©0mma 1o3a oT 900 [U pexoMOMHAHTEH (ONMHMKYIOCTUMYIHMPALL XOPMOH
(®CX) B 1,08 ml BomeH pasiBop. MHKEKIMOHHHUAT pa3TBOP ChABPKa aKTUBHOTO BEIIECTBO
thomurponuH Oeta (follitrgpin beta), mpousBeeH Ype3 TeHHO MHKEHEPCTBO B KJIETHYHA JIMHUS OT
sifuHuK Ha KuTaicku xamcrep (IKX) B kornenTpanus ot 833 IU/ml Boxen pasreop. Tosa
CHOTBETCTBA HA KOJMYIECTBO B JJ030Ba eAUHUIA OT 83,3 Mukporpama npotenH / ml (cnenuduynarta
in vivo OMOHaJAYHOCT ce paBHsBa npuoiusutenHo Ha 10 000 IU ®CX / mg npoteuH).

IMomonzHo(1) BemecTBO(a) ¢ U3BECTHO JEHCTBHE:
To3w IPOIYKT ChABPKA IMO-MaiKo OoT 1 mmol Hatpuii (23 mg) B eJHa HHKEKIHS, T.€. TOH
NPAKTUYECKU HE ChABPAKA HATPUMA.

3a IIBJIHUS COUCHK Ha IIOMOIIMHUTEC BCIICCTBA BMXKTC TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA
WuxeKkmoneH pa3TBop (MHKEKIIHS)

buctsp u 6e31BeTeH pa3TBOP.
B marponu, npenHazHayeHH 3a ynoTpeda 3aeIHO ¢ MUCANIKa 32 HHKEKTHUpPaHE.
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4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU NOKA3AHUS

Ilpu ev3pacmnuu scenu:
Fertavid e moka3zaH 3a jeueHne Ha KEHCKUS HHOEPTUIUTET NIPU CICAHUTE KIMHUYHNA ChCTOSHUS:

. AHoBynanys (BKIIOYUTETHO CHHAPOM Ha nojukucto3uute aiunniy, CIIKS) npu xenu, kouto
HE c€ BIUSAT OT JICUCHHE C KIIOMU(EHOB LIUTPAT.
o KonTponupana oBapraiHa XUIEpCTUMYIALKS 32 MHAYLUPAaHE Ha PA3BUTHETO HA MHOYKECTBEHU

($ONMKyYIHM B paMKUTE HA MEAULIMHCKUTE IPOTPaMH 3a aCHCTUPaHa PETPOLYKLIHUS
[T.e. oroxxaane in vitro/embpuorpancdep (IVF/ET), untpadanonues tpanchep Ha rameTu
(UDTT') m mHTpanMTOIIIa3MEHO HHXKEKTUpaHe Ha criepmaroszouan (ULC)].

Ilpu ev3pacmuu mvorce:
o Hapymena cnepmaroresesa B pe3yiTaT Ha XUIIOTOHAAOTPOIEH XUIIOTOHAAU3bM.

4.2 /lo3UpOBKA M HAYMH HA NPHJIOKEHHE

Jleuenwuerto ¢ Fertavid Tps6Ba na 6b1e MPOBECHO MO KOHTPOJIA HA JIEKAP CTISHHATHCT M0 JICUCHHE Ha
Oe3rIoaue.

H’BpBaTa HHXXCKIUA C Fertavid TpSI6Ba Ja €€ OCBIICCTBU OO IMPAKO METUITUHCKO Ha6J'IIO,Z[€HI/IC.

gOBH[)OBKa

Lo3zupane npu orcenu

CepliecTByBaT 3HAUNTENIHN MHTEP- U MHTPAUHIUBUAYalHY BapHalllii B UyBCTBUTEIHOCTTA Ha
SIMYHUIIUTE CIPSIMO €K30T€HHUTE TOHaJOTPOIIMHY., 3aT0Ba HE € BE3MOXKHO J1a CE OIPEIENH
yHHBepcajiHa go3a. Jlozata TpsaOBa na Obae onpeieiicHa HHAUBUYaIHO, B 3aBUCHMOCT OT
OBapHaIHHA OTTOBOp. ToM ce ompenens MocpeaeTBOM YATPa3ByKOBa OLIEHKA HA pa3BUTHETO Ha
¢donukynure. ETHOBpeMEHHOTO onpeAessiie, fa CepyMHUTE HUBA HA €CTPAIHON MOXKE ChILO Ja Obae
OT MoJI3a.

Koraro ce n3non3Ba nucanka 3a HHKeKTHpaHe, TpsOBa Aa ce B3eMe NpeaABH] (aKkThT, e Ts €
MIPELH3HO YCTPOMCTBO, KOETO pasiIpeess TOUHO 103aTa, Ha KOSITO € HaCTPOEHO. Y CTAHOBEHO €, Y€ C
nucaika koandectBoto PCX iire Obae cpeano ¢ 18% mo-roysiMo, B cpaBHEHHE ¢ KOITUYECTBOTO,
NPUIOKEHO ¢ OOMKHOBEHA CIIPHHIIOBKA. T0OBa MOXe J]a € OT ChIIECTBEHO 3HAYCHHUE TIPU
MIPEMHUHABAHETO MEXY IHCaIKa 332 MHKEKTUPAHE U CTaHJapTHA CIIPUHIIOBKA B €JUH LIUKBI HA
neyerne. OcoOEHO KOTaTd ce NpEeMHHABa OT CIIPUHIIOBKA KbM MHCAJIKA € BB3MOXKHO Ja C€ HATOXHU
JieKa KOPEKLUs Ha j103aTa, 3a 1a ce n30erHe mpujaraHe Ha MpeKajJeHo BUCOKa J03a.

B®3 ocHOBa Ha pe3yraTUTE OT CPABHUTEIIHU KIMHUYHH MPOYYBAaHUS CE CUUTA 32 T0-LIENecho0pa3HoO
na ce npuioxci Fertavid B o0mma 103a, KOsTO € mo-Hucka ot go3ata Ha @CX B ypuHara, 3a Mo-KpaTbK
nepuoJ Ha leHeHue, He caMo 3a J1a e ONTUMM3HpPA (POIMKYTHOTO Pa3BUTHE, HO U JIa C€ HAMAJIN PUCKA
OT HEeXEIIaHa OBapHaliHa XUIIEPCTUMYIalus (BX. Touka 5.1).

Kimrmaaust omut ¢ Fertavid e 6a3upan Ha 10 Tpu IIUKBIIA HA JISYSHUE TIPHU IBETE WHAUKAIINN.

O6o6menusT onut oT [VF mokassa, ue ycrieBaeMocTTa € MOCTOSHHA ITPH TEPBUTE YETUPH OIHUTA,

cJIe] KOSTO MOCTEIICHHO Ce TTOHMKaBa.

° AHoBynanus
IIpenoppuBa ce CeKBEHIMAIHA CXEMa Ha 103UpaHe, KaTo ce 3al0o4YHe ¢ AHEBHA 1032 oT 50 IU
Fertavid. Ta3u HayamHa 1032 ce Mpuiiara B IMPOIbJKCHHUE HA CelleM JTHU. AKO HE Ce YCTaHOBU
OBapHUaJeH OTTOBOP, /103aTa 3aIl0YBa MTOCTEIIEHHO Ja Ce TIOBUIABA, TIOKATO (DOIUKYITHOTO
HapacTBaHe ¥/WIIU TIA3MEHUTE HUBA HA €CTPAJHNOI HE TIOKAXKAT, Y€ € HACTHITHIIO aJIeKBATHO
(hapMaKoTMHAMHUYHO MTOBJIHSBaHEe. E)KeTHEBHOTO yBEIIMUCHHUE HA €CTPAIMOIOBUTE HUBA C
40-100% ce cumuta 3a ontuManHo. Cien JOCTUTaHe Ha HEOOXOoaMMaTa JHEBHA 4034 TS OCTaBa
MOCTOSIHHA JI0 IOCTUTaHE Ha MPEA0BYIaTOPHO ChCTOsIHUE. T0 HACTBIBA, KOTaTO ca HAJIULIE
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exorpa)cku JaHHM 3a HAIMYKE Ha JOMHHAHTEH (OJHUKYJ C AUAMETBP Hai-mManko 18 mm w/umu
KOTaTo TIa3MeHNuTe HKBa Ha ecTpanuoi gocturHar 300-900 mukorpama/ml (1 000-
1 300 pmol/l). O6UKHOBEHO 3a TOCTUTAHETO HA TOBA CHCTOSHUE € OCTATHYHO JICYCHUETO Ja
npoawiku ot 7 10 14 nuu. [lpunaranero Ha Fertavid ToraBa ce npeycTaHoBsiBa U ce HHAYLHPa
OBYJIaLUsl TIOCPEICTBOM IPHJIaraHe Ha YOBEIIKM XOpHOHTroHanoTponuH (uXI'). Ako Opodr Ha
(honuKyIUTE € TBBPAC IOJISM MIIM HUBATa HA €CTPAIHOI Ce MMOBHUIIAT TBBPAE OBP30, T.€. MOBEUE
OT JBYKPAaTHO JTHEBHO YBEJIWYEHHE B IPOABIKEHUE HA JBa WU TPU MOCIE0BATEIHH JTHH,
JHEBHATa 103a TpsAOBa fa ObJie MOHMKEHA.
Toii kaToO ronemMuHa Ha HONMUKYIUTE HaJ 14 mm e gocTaTbuHa 3a Bh3HUKBaHE Ha OpPEMEHHOCT,
HAJIMYHUETO Ha MHOXKECTBO IPEAOBYIATOPHH (DOIMKYIH € ToJIeMUHA Hall 14 mm moBHIIaBa
pHCKa OT MHOTOIUIOAHA OpeMeHHOCT. 3a 1a ce n30erHe TO3H pHCK, npwiaraneTo Ha 4XI' TpsOpa
Ja 0bJie OTMEHEHO M HACTBIIBAHETO HAa OPEMEHHOCT - IPEJOTBPATEHO.
KonTtpoaupana oBapraiHa XUoepcTUMyJIalys B PAMKUTE HAa MEAMLIMHCKUTE IPOrPaMH 3a
acUCTHpaHa penpoAyKIUA
[Ipunarar ce pa3nu4HM IPOTOKOIH Ha cTUMyJsanus. [IpenopbuBa ce npunaraHe Ha HadajiHa 103a
ot 100-225 IU none npe3 mbpBuTe YeTnpu JHU. Ciiea ToBa 1o3aTa ce afanTupa CapiaMo
WHAMBHIyaJTHUS OBapHalieH 0TroBop. KimmHn4YHNTE poy4YBaHus MOKa3Bat, 4e Hal=qecTo €
HeoOxoauMa nogabspxkama no3a ot 75-375 IU gaeBHO 3a 6-12 qHu, Makap 4é.Moxe Aa €
HEO0XOIUMO JICYEHUETO J1a MPOIABIKU U MO-IBJITO.
Fertavid moxe na 0b1ie MIPUIIOKEH CAaMOCTOSITETTHO Wil B KoMOnHanuus ¢ GnRH aronuct unmn
AHTAaroHMCT, 32 J1a C€ MPEAOTBPATH HACTBIIBAHETO Ha MpEXIeBpeMehHa TyTenHu3anus. Koraro
ce n3non3a GnRH aronucT, 3a mocruraneTo Ha afgekBaTeH (PoIIKyJIEH OTTOBOP OOMKHOBEHO €
HeoOXoaMMa IT0-BHCOKa o011a go3a Fertavid.
OBapHaTHUAT OTTOBOP CE MPOCIENABA MOCPEACTBOM YITPA3BYKOBA OLIEHKA. EMHOBpEMEHHOTO
oTpeJieIsiHE Ha CEPYMHHUTE HUBA Ha €CTPAANOI MOXKe ChHIG 1a Obae oT nomsa. Korato
yJITpa3ByKOBaTa OLIEHKA MTOKakKe HATMYUE Ha TTOHE TpHY (osnKyna ¢ pasmep 16-20 mmu e
HAJIWIIE 33JI0BOJINTEITHO TIOBUIIICHHE B HUBAaTa Ha.eedpaanon (turasmenn HuBa 300-400
nukorpama/ml (1 000-1 300 pmol/l) 3a Bceku oMKy ¢ AUAMETHP, TO-TOISIM OT 18 mm), 3a 1a
ce MHAyLHpa KpaiiHaTta (asza oT y3psSBaHETO HA (PONUKyIuTe, ce npuiara 4XI'. Acnupauusita Ha
OBOILIUTHUTE C€ OCBIIECTBIBA 34-35 yaca cien ToBa.

Lo3zupane npu mwvorce

Fertavid Tps6Ba na ce npunaras mo3a 450 IU ceamuyuno, 32 mpeAnoynTaHe pasnpeacicHu B

3 arumkanuu no 150 U, enospemenno ¢ uXI'. Jleuenuneto c Fertavid u uXI' Tpsi6Ba na
NPOIBIDKH MOHE 3 10 4 Mecela, Ipear Aa MOXe Jja c€ 04aKBa MOJ00peHe Ha
criepMaroreHesara. 3d'ia ce OLlEHH OTTOBOpa, Ce MPENopbUBa U3CIEABAHE Ha criepmaTa 4 110
6 Mecena ciel HauaJIoTO Ha JICYEHUETO. AKO CJIe TO3U MEPHOJ BCe Ol HAMA eeKTUBEH
OTrOBOp, KOMONHUPAHOTO JICYCHHUE MOXKE A2 POIBIIKH; CHbOPAaHUAT KIMHUYCH ONUT ITOKa3Ba,
Yye MOJKe J1a € HEO00X0IUMO JICUEHHETO J1a MPOABIDKY 18 Mecena u moseye, Npean Aa € HalIHLe
criepMaroleHesa.

Heouampuutin nonynayus
B pamrurie’ Ha 0100peHOTO IOKa3aHUE HAMa ChOTBETHO NpuiioxeHnue Ha Fertavid B meauatpruynarta
MOIYJI3L .

Hauun Ha OPHUIIOKCHHUC

Fertavid nmxekuoHeH pa3TBOp B MaTPOHH € pa3padoTeH 3a ynoTpeda B Mucaika 3a HHXCKTHPaHe
HapedeHa Puregon Pen u TpsiOBa na ce nmpuara nmoakoxHo. MecTtara Ha MH)KEKTUpaHe TpIOBa 11a ce
penysar, 3a 1a ce u30erue pa3BUTHETO Ha JTunoatpodus. M3mnon3paiku nucankara, HHXEKIUATA
Fertavid moxe na Oblie HanpaBeHa OT MALMEHTKATa, TIPH YCIIOBHE Y€ € MOTYUHJIa MOIX O
MHCTPYKLHUH OT JIeKap.
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4.3 IIporuBomokaszaHusi

3a mworce u orcenu

o CBpBXUyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MJIM KbM HAKOE OT TOMOIIHHUTE BEIECTBA,
n30poeHu B Touka 6.1.

o TyMopH Ha SIHYHUIIUTE, ThPJATa, MATKATA, TECTUCHUTE, XUMO(PHU3HATA JKII€3a WK XUTIOTAIaMyca.

o [IbpBHUYHA HEOCTATHLYHOCT HA MOJOBUTE HKIIC3H.

Jlonvanumenno 3a scenu

o Braranumino xbpBeHE C HEYCTaHOBEH IPOU3XO/.

o OBapualTHi KUCTH WIH YTOJIEMEHU SITYHUI, KOETO HE € CBHP3aHO ChC CHHAPOM Ha
nonmukucro3nute siuanny (CITKS).

o Mandgopmanuu Ha TTIOJIOBUTE OPTaHU, HECHBMECTHUMH C OpEMEHHOCTTA.

o ®dubdpouHN TyMOPH Ha MaTKaTa, HEChBMECTUMHU C OPEMEHHOCTTA.

4.4 CroenuanaHu nmpeaynpeskaeHHMs M Ipeana3Hu MepKH NPH ynoTpeda

Peaxyuu na cepvxuyscmeumennocnm KoM aHmubOUOmMuK
° Fertavid mo>xe ma chabpika ClIeIu OT CTPEITOMUIIMH /U HEOMUIIMH. ‘1 €31 aHTHOMOTHIIH
MOTAaT J1a IPUYUHAT PEAKIIUN Ha CBPBXIYBCTBUTEIHOCT TIPU MPEIPARI{0I0KECHH MAI[UCHTH.

Ouenka na undepmurumema npeou 3an046ane Ha 1e4eHUemo

. [Ipenu 3amouBaHe Ha JICYEHUETO € HEOOXOAUMO J1a CE€ HAMPARI OIICHKA Ha MHPEPTUINTETA TIPH
IBOiKaTa. B yacTHOCT, manmeHTuTe TpsAOBa Ja ce U3CIEABAT 32 XUIIOTHPEOHTU3HM,
aJIPCHOKOPTHKAITHA HETOCTATHYHOCT, XUTICPIPOJIAKTHHEMHUS U TYMOPH Ha XUMO(pU3HATA HKIIe3a
WM XUTIOTAIaMyca, U 1a C€ Ha3HAYU MOAXOAAIIQ fTelieHHe.

Ilpu srcenu

Cunopom na osapuanua xunepcmumynauus (COXC)

COXC e MequUUHCKHU cay4ai, pa3InyeH 01 HEYyCIOXHEHOTO yroieMsiBaHe Ha sifunuka. Knunuunure
MpHU3HAIA U CUMITTOMH 3a Jieka U ymepeda ¢opma Ha COXC ca 6onka B kopeMma, rajieHe, Tuapus,
JIEKO JT0 YMEPEHO yToJIeMsIBaHe Ha SMUHUIINTE U HATMYHME HA OBapHallHU KUCTH. Texkara hoopma Ha
COXC moxe na Ob1e )KuBOTO3acTpamasaima. KinmHUYHWTE IPU3HALIA U CHMITTOME Ha TeXKa (popma
Ha COXC ca Hanmu4Me Ha roJIEMU OBapHAITHU KUCTH, OCTpa KOpeMHa 0O0JIKa, acII|T, TIEBPalIeH U3JIHB,
XUAPOTOPAKC, AUCITHES, ONUTYPHS, XEMaTOJIOTHYHN HapyIIeHUS U HajiaBaHe Ha Terno. B penku
CITy4adn MO’KE /1a HACThIIY PeHOo3Ha WM apTepuaiHa Tpomooemoonus, aconuupana cbc COXC. Bes
BpB3ka cbc COXC ce'crodmiaBa chImo 3a MPEeXoAHA OTKIOHEHHS B ITOKA3aTEINTe Ha YepHOAPOOHATA
(hyHKITHS, KOUTO FPeAIIoIaraT YepHoIpoOHa TUCHYHKIIHS ChC WK 0€3 MOP(OIOTHYHU POMEHHU TpH
YyepHOApOOHa OUOTICHS.

COXC mOXe na ce IbJIKH Ha IIPUJIaraHeTo Ha YOBEWIKH XopuoHronagoTponud (4XI') u Ha
opemetiroCT (Hanumune Ha eHgoreHeH uX1'). Panansatr COXC 0OMKHOBEHO BH3HHUKBA B PAMKHUTE Ha
10.ziiw cnen mpuitarane Ha 4XI™ ¥ ce cBbp3Ba C MPEKOMEPEH OBapHaJIEH OTTOBOP HA CTUMYJIALUSA C
rouanorponud. Kecauar COXC Bp3HMKBa oBeye oT 10 quu cnen npunaraseTo Ha yXI' kato
PE3YNTAT OT HACTHIMIIMTE XOPMOHAIHY ITPOMEHH TIpu OpeMeHHOCT. [lopaau puck ot pa3BuTHE Ha
COXC, marueHTKuTe TpsiOBa na ObAaT HAOMIOAABaHM B MIPOIBIDKCHHE HA ITOHE JIBE CEAMMUIIN CIIET
npunaraneTo Ha uXI'.

Kenu ¢ u3BecTHH PUCKOBHU (PAKTOPH 3a CUIIEH OBApHUAICH OTTOBOP MOraT Ja 0baaT 0cobeHo
npeapasnoioxenu kpM pazsurue Ha COXC B pesynrat Ha euenuero ¢ Fertavid. Ilpu xenu B mbpBu
LUKBJI Ha OBapHajHa CTUMYJIalKs, IPH KOUTO PUCKOBUTE (PaKTOPH ca caMo YaCTUYHO U3BECTHH, CE
npenopbyBa ga ObJaT BHUMATEIHO HAOMI0AaBaHH 3a paHHU npu3Hauy u cumntoMu Ha COXC.
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CrnenBaiiTe HacTosAIIaTa KIMHUYHA IPAKTHKA 32 HamasABaHe Ha pucka oT COXC no BpeMe Ha
acucTupaHara penponykuus. [Ipunbpxanero KbM npenopbunTennara n1o3a Fertavid u kpm
TepaneBTUYHATA CXEMa, 1 BHUMATEIHOTO NPOCIIEAsIBaHEe Ha OBapHUAJIHUS OTTOBOP, Ca Ba)KHO YCIOBUE
3a HamansiBa"eTo Ha pucka oT COXC. 3a na ce npocnean pucksT oT COXC, npeau Ha4anoTo U Ha
PEIOBHM MHTEPBAJIH 10 BpeMe Ha JICUCHUETO, TPpsIOBa /1a ce MpOBEKAa yATPa3ByKOBa OLICHKA Ha
pa3BuTHETO Ha (DOIMKYIUTE; EAHOBPEMEHHOTO ONpEeIIHE Ha CEpYMHHUTE HUBA HAa €CTPAANOI MOXKE
ChIIO Aa ObJe OT noji3a. B paMkuTe Ha mporpaMuTe 3a ACUCTUPaHA PENPOLYKIHS € HAIHLE MTOBUILICH
puck ot COXC, xoraro uMa 18 nnu noseue ¢ponukyia ¢ ruamersp 11 mm unm moseye.

Axo ce pa3Buc COXC, Tpf[6Ba CC MPUJIOKHU U [1a CC CJICABA CTAHAAPTHO U NOAXOAAIIO JICYCHUC Ha
COXC.

Mmuozconnooua 6D€M€HHOCW1

HpI/I JICYCHUC C BCUYKH BUJJOBC TOHAAOTPONIMHHA, BKIIFOYHUTCIHO C (I)OJ'II/ITpOHI/IH 66Ta, ce 01,06[11aBa 3a
BB3HHMKBAHC HAa MHOI'OIIJIOJJHH 6peM€HHOCTI/I U paxJaaHus. MHOFOHJ’IOI[HaTa 6pCM€HHOCT. 0COUEHO OT
BHUCOK KJIaC, HOCHU IMOBUIICH PUCK OT He6HaFOHpI/IHTeH HN3X0J KaKTO 3a MalKkaTa (YCJ'IO)KHQHI/IH Ha
6peM€HHOCTTa u pa>Kz[aHeT0), TaKa 1 3a acnarta (HI/ICKO TCIJI0 IpH panc;[aHe) B IICpHUHATAJIHUA IICPHUOI.
HpI/I JKCHU C aHOBYJIaluWsd, NOMIOKCHN HAa CTUMYJIAlWA HA OBYJIallUATa, Ha6J'IIO)IeI[T/l€’1‘O Ha Pa3sBUTUCTO
Ha q)OHHKyJ'II/ITe nOoCpCACTBOM TPAHCBArMHAJIIHA exorpa(blxm MOKEC a JOTIPpUHECE, 3a PCIICHUCTO JaJIN
Ja C€ NPOABIIKU WIA J1a C€ NIPCYCTAHOBU HUKBJIBT, 3a Ida CC HaMaJIl PUCKDBT OT MHOT'OIUIOJHA
6peM€HHOCT. E,Z[HOBpCMeHHOTO OMPEACIAHC HAa CCPYMHHUTC HUBA Ha €CTPAJHO0II MOXKE ChIIO Aa 6’[:,[[6
OT I10J134a. HaI_[I/IeHTI/ITe TpSI6Ba Ja 6T>,I[aT npeaynpeacHu 3a MOTCHUHUAIHIA PUCK OT MHOT'OIIOJHA
6peM€HHOCT, npeau 3aro4YBaHC Ha JICYCHUCTO.

[Ipu xeHuTE, NOANOKEHN Ha MPOLIEIYPH 332 aCUCTHUPAHH PENPOayKTHBHU TexHONOruu (APT), puckpt
OT MHOTOIJIOHA OPEMEHHOCT Ce acoLUKpa ri1aBHoO ¢ Opos.Ha TpaHcdepupanute emOpuonu. Korato
ce MpuIIara B IUKBJ 33 CTUMYJIAllUA Ha OBYJIALUATA, TOAXOIAIIOTO Kopurupane Ha go3ara Ha ®CX
11€ IPeAOTBPATH PA3BUTUETO HA MHOXKECTBO (OTTHKYIIHM.

Exmonuuna 6pemennocm

[Ipu uadepTTHYN )XeHu, MoAoKeHN Ha AR T ¢ HanuIle MOBUINIEHA YeCTOTa Ha €KTOMUYHU
OpemenHoctu. ETo 3a1m0 oT oco0eHO 3HAMEHNE € paHHOTO eXOrpadCKo MOTBBPIKICHUE, Ue
OpeMeHHOCTTa € BhTPeMaTOYHa.

Cnonmanen abopm
[Ipu >xeHu, MOAIOKEHN HA TeXHUKH HA aCHCTHPaHAa PETPOIYKIIHS, YeCTOTaTa Ha 3aryoa Ha
OpEMEHHOCTTA € MO-BUCOKA QT Ta3H MPH 00IIAaTa MOMyJIarys.

Cov006u yeaooicHeHis

Crob1maBa ce 3a TpoMO0eMOOTNYHN CHOUTHS KAKTO CBBP3aHU ChC, TAKa M HE3aBUCUMO OT HAJTMYUETO
Ha COXC, B pe2ynTaT Ha JICYCHUETO C TOHAIOTPOIIMHH, BKIIOYUTEIHO ¢ (POTUTPONHUH OeTa.
BrTpechadpa TpoM003a, KOATO MOKE J1a BB3HUKHE BbB BEHO3HHU HJIM apTEPHATHU ChJOBE, MOXKE J1a
JOBEIE /[0 aMalleH KPbBOTOK KbM KM3HEHOBAXHU OPTaHH WK KpaHulM. [Ipu sxenu ¢ odmonpuetu
PHUCKOBRHU pakTOpH 32 TPOMOOEMOOTUYHHN CHOUTHS, KaTO JINYHA MU (paMUIIHA aHAMHE3a, TEKKO
3aIHCTSIBAHE MM TPOMOOQHIIHS, JIEYSHUETO C TOHAATPOIMHY, BKItounTesnHo ¢ Fertavid, mosxxe
JOITBIIHUTEIHO Ja YBEJINYU TO3U pUCK. [Ipu Te3u KeHr MoI3uTe OT NpHjiaraie Ha TOHAAOTPOIINH,
BktountenHo Fertavid, TpsiOBa na ce oueHsT cupsimo puckosere. TpsiOBa na ce orbenexu odaue, ye
OpeMeHHOCTTa cama 1o cebe CH HOCH MOBHILIEH PHUCK 332 TpoMO03a.

Bpooenu mancdopmauuu

Yecrorara Ha Bpoaenu Mandopmanuu cieq APT Moxe 1a e MaJiko mo-BUCOKa, OTKOJIKOTO TpH
CrioHTaHHU OpeMmeHHocTH. CMsTa ce, 4e TOBa Ce JBKH Ha PA3IIUKUTE B POJIUTEIICKUTE
XapaKTepUCTHUKY (HAMp. Bh3pacT Ha MaliKaTa, XapaKTepUCTUKU Ha CIiepMara) ¥ MHOTOILIOIHU
OpeMeHHOCTH.
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Osapuanna mopsus

3a oBapua Ha TOpP3HS Ce ChOOIaBa Ciie]| ISYCHHE C TOHAIOTPOITMHH, BKIFOYHTEITHO C POTUTPOIIHH
Oeta. OBapuagHaTa TOP3UsS MOXKE J1a C€ IBJDKU Ha IpyrH puckoBu (aktopu karo Harpumep COXC,
OpeMeHHOCT, MpeANIITHA OTepallis Ha KopeMa, aHaMHe3a 3a OBapHaliHa TOP3Hs, IPEIX0Ha UITH
HACTOSIIa OBapUaIHA KUCTA U MOJIUKUCTO3HU SHYHUIMU. Y BPEKIAHETO Ha SHYHUKA, TOPaId NOHKEH
MIPUTOK Ha KPBB MOJKE JIa C€ OTPaHUYH Ype3 PAHHO TUATHOCTHUIIMPaHe U He3a0aBHA JIETOP3UsI.

Osapuannu u Opy2u Heon1asmu Ha penpooyKmueHama cucmemd

Nwma cpoO1meHus 3a OBaprallHU U IPYTH HEOIIa3MHU Ha PENPOTyKTUBHATA CUCTEMA, KAKTO
0OpPOKAaYECTBEHH, TaKa U MAJTUTHEHH, MTPH JKEHU, HEKOJIKOKPATHO ITO/JIOKEHH Ha JICUeHUE Ha
crepunuteT. He € ycTaHOBEHO aju IEYeHUETO C TOHAIOTPOIIMHN YBEIINYaBa PHCKa 3a pa3BUTHE HA
TE3W TYMOPHY NIpU HEEPTUITHH KESHH.

Jpyau 3aboasaeanus
Heobxomumo e i1a ce HampaBu OlleHKa U Ha 3a00JIIBaHUATA, IPH KOUTO OPEMEHHOCTTA €
MIPOTUBOIIOKA3aHa, TIPEN Jla ce 3armoyHe eueHnero ¢ Fertavid.

Tpu mworce

Tvpeuuna mecmukyina HEOOCMamMvbYHOC

IToBuenute enaoreHHy HUBa Ha @CX MpH MBKETE Ca UHAUKATOP 33 MBPBUYHA TECTUKYJIHA
HEJOCTAaThYHOCT. TakWBa MAIMEHTH HE MOTAaT J]a ce TIOBIUAT OT KOMOMHUpPaHOTO Jiedenne ¢ Fertavid
nuXI'.

4.5 BsammopeiicTBHe C APYIM JIEKAPCTBEHH NMPOAYKTH M APYyru popMH Ha B3auMoOJeHCTBHE

EnnoBpemennoro npunoxenue Ha Fertavid u k1oMuqei08 IUTpaT MOXKE 1a YCHIIU OBapUaIHUS
otroBop. Cnes npeABapUTENIHO MOATHUCKaHE Ha XUITO(@M3HaTa QpyHkuus upe3 aronuctd Ha GnRH,
Hall-BeposITHO 11e ObJe HeoOXoauMa Mmo-BUCoKa, 103a Fertavid 3a gocTurane Ha agekBaTeH QoNMKyJIeH
OTrOBOP.

4.6 @eprTUauTeT, )PEMEHHOCT U KEPMEHE

DepTUnurer
Fertavid ce m3non3Ba npu jeuedie Ha )KeHHU, TIOJUI0KEHN Ha OBapHaHa CTUMYJIAIIVS WITH

KOHTpOJIMpaHa OBapuaiHa XuiepCTUMYJIalus B PAMKHUTE Ha IPOrPAMUTE 32 aCUCTHpPaHa
penpoxayknus. [Ipu mbxke Fertavid ce usmonssa rnpu JiedeHne Ha HEJOCTaThUHA CIIEPMAaTOTeHE3a,
MOpay XUIOTOHAIOTPONECH XUIIOTOHAIU3bM. 3a JO3UPOBKA U HAYMH HA NPUIIOKEHUE BUKTE
TOouKa 4.2.

Bbpemennoct
Fertavid He € moka3an 3a yrmorpebda mo BpeMe Ha OpeMeHHOCT. B ciyuait Ha HeBonHa yroTpeba 1o

BPEMC lHa 6peMCHHOCT KIIMHAYHUTC JaHHU HC Ca JOCTAThYHU 3a U3KJIFOUBAHC HA TCPATOTCHCH C(I)GKT
OoT pCKOM6I/IHaHT6H DdCX. B’BHpeKI/I TOBAa A0 TO3U MOMCHT HC € YCTAaHOBCH ocobeH MaJ'I(i)OpMaTI/IBeH
eq)eKT. Hee Ha6J'IIO,Z[aBaH TCPATOTCHCH e(i)eKT IIpU OIMUTH C )KUBOTHHU.

Kbpmene
Hsima HanuyHu naHHU OT KIMHUYHU MPOYYBAHUS WIM MPOYYBAHUA C KUBOTHH 32 €KCKPETUPAHETO Ha

(I)OJ'II/ITPOHPIH OcTta B KbpMara. Mainxko BCPOATHO € q)OHHTpOHI/IH OcTa Ja CC U3JIb4YBa B HOBCIIKATa
KbpMa, nmopaanu HEroBOTO BUCOKO MOJICKYJIHO TCTJIO. Axo q)OHPITpOHI/IH OeTa ce CKCKpCTHUpa B
KbpMara, TOM OH ce pasrpaania B CTOMAIIHO-YPCBHUA TPAKT Ha ACTCTO. (DOJII/ITpOHI/IH OeTa MoXKe Ja
IMOBJIMSC MPOAYKIUATA HA KbpMa.

19



4.7 EdexTn BbpXy cnoco0HOCTTA 32 moupaHe u padoTa ¢ MAIINHA

Fertavid He moBnmsiBa WK MOBIHSIBA MPEHEOPEIKUMO CITOCOOHOCTTA 3a modupaHe u pabora ¢
MaIlIHHY.

4.8 Hexenanu JeKapCTBEHH PeaKIuH

[Toak0XHOTO MM MHTPAMYCKYJIHOTO TpuiaraHe Ha Fertavid B KiTMHWYHATA IPaKTHKA MOXKE Ja
JIOBEJIe 10 JIOKAJTHH PEaKIy Ha MSCTOTO Ha MHKeKTUpaHe (3% OT BCHYKH JICKYBaHU MAIlHEHTH ).
[ToBedeTo OT Te3u JTOKATHU PEaKIUU Ce MPOSBSIBAT MHOTO JIEKO U ca OBP30TPEXO/IHU.
I'enepanu3upany peakiiui Ha CBPbXIYBCTBUTEIHOCT ce HaOmroaaBat HedecTo (mpubmmsurenso 0,2%
OT BCUYKH TAIUEHTH, JIEKyBaHH C ()OIUTPOINH OeTa).

Ilpu neuenue na sicenu:

[Ipu npubnuzutenno 4% OT KEHHUTE, JIEKYBaHH ¢ (GOIUTPONHH OeTa B KIMHUYHHUTE IPOYUBaHIIA, Ce
chOOLIABAT NPU3HALN U CUMITOMH, CBBP3aHH ChC CHHAPOMA Ha OBapHaiHA XUIIEPCTHMYITALHS
(COXC) (Bx. Touka 4.4). Hexxenanure peakyu, CBbP3aHU C TO3H CHHIPOM, BKIIOUBAT-00JIKA B
o0acTTa Ha Ta3a W/WiIM IPUTOK Ha KPbB, 00JIKa B KOpeMa W/WIK NOAyBaHe, OIUIAKE2HNS, CBbP3aHH C
BbPAUTE U YrONeMsIBaHEe Ha AHIHULIUTE.

Tabmuiara mo-710/1y ChAbPKa CIMCHK HAa HEXKEIAHUTE PeakIuu pH GomuThporuH Oera, TOKIaIBaHu B
KJIMHUYHU U3MUTBAHMS [TPH KEHH, 10 CUCTEMO-OpPTraHeH Kiac U yectard; dectu (> 1/100 mo < 1/10),
Heuectu (> 1/1 000 mo < 1/100).

Cucremo-opraseH KJjac YecroTa Heoeaana peakuusi
Hapymenus Ha HepBHaTa Yectn [jraBobonue
CUCTEMA
CromamHo-4peBHI Yectn [lonyBane B KopeMHarta 00J1acT
HapyIIeHUs Bonxka B kopema
Heuectn HuckomdopT B Kopema
3anex
Huapus
I'anene
Hapymenns na Ueern COXC
BB3NIPONU3BOJUTENHATA CHCTENA Bonka B obnactra Ha Tasa
U rbpAaTa
Heuectn OrnutakBaHusl, CBBP3aHH C
repaute’
MeTtpoparus
OBapuanHa KucTa
VYronemsiBaHe Ha SIHYHULUTE
OBapuanHa Top3us
VYroneMmsiBaHe Ha MaTKaTa
BarunanHo xppBeHe
Q0w HapymeHus 1 ehexTH Yectn Peakund Ha MACTOTO Ha
Hia MJCTOTO Ha MPUIJIOKEHHE MHKEKTHpaHe
Heuectn I'enepanuzupana peakus Ha
CBPBXUYBCTBHTEIHOCT
1. OHHaKBaHI/IHTa, CBBP3aHU C I'bpAUTE, BKIIFOYBAT YyBCTBUTCIIHOCT, 0oJka u/uinn yrojemsaBaHe U 0oIka B
3bpHAaTa
2. JloxamauTe PpCakun Ha MACTOTO Ha MHIKCKTHPAHE BKIIIOYBAT: KPbBOHACAAAHUS, 60J'IKa, 3a4CpPBABAHE, OTOK
U ChpOeK

3.I'enepanu3upaHara peakysi Ha CBPbXUyBCTBUTEIHOCT BKIIIOYBA €pPUTEMa, YPTHKApHs, 0OPHB M IPYPUTYC

OcBeH TOBa ca JOKJIaJBaHU EKTOIMYHA OPEMEHHOCT, CIIOHTaHEH adOPT U MHOTOIUIOAHA OPEeMEHHOCT.
Cwmsita ce, ye Te ca cbp3anu ¢ APT wium mocneaBaiia OpeMeHHOCT.
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B penku ciydau ¢ nedeHuneTo ¢ ¢ponutponus 6era /94XI', KakTo U ¢ APYTH TOHATOTPONHHH, CE€ CBHP3Ba
TpomMOoeMOomusTA.

Ilpu neuenue na mvoice:

TabnuuaTa mo-moy ChIbpXkKa CHHUCHK Ha HEXXETAHUTE PeakLnH NpH QOIUTPONUH OeTa, TOKIaIBaHU B
KJIMHAYHU U3MUTBAHUS NIPpU MbXke (30 JeKyBaHU MAMEHTH), 10 CUCTEMO-OPTaHeH KJIac U 4eCTOTa;
yectr (> 1/100 mo < 1/10).

Cucremo-opraseH KJjac YecroTa' Hexenana peakuusi
Hapymenus Ha HepBHaTa Yectn I'maBoGonue

CUCTEMA

Hapymenns Ha koata 1 Yectn AxHe

MOJIKOXKHATa ThKaH O6pus

Hapyuienus na Yectu Emngnaumba kucrta
BB3NIPONU3BOJUTENHATA CHCTEMA I'maexomacTus

U rbpaata A )
OO0uwm HapymeHus u eexkTu Yectn Peakund Ha MACTOTO Ha

Ha MSCTOTO Ha MPUJIOKEHHE MHKEKTHpaHe ~

1. Hexxenmanute peakiuy, KOUTO ca JOKJIAIBAaHH CaMO BETHBXK ca KITaCH(PHUIIMPAHU KA1l SCCTH, ThH KaTo
€JIHO CHOOIIeHNe MOKauBa yectorara Hazx 1%.
2. JlokammHU peaknuy Ha MACTOTO Ha WHYKEKTHPAHE BKIIFOYBAT YIUTBTHAEAHE U OOJIKA.

C"I)O6I]_IaBaHC Ha IMoA03HUpaHH HEKEIAHN PCAKIIMH

CT»O6H_[aBaHeTO Ha MIOAO3UPAHU HCKCIIAHU PCAKIIUUN CJICA pa3pCliaLatc 3a yHOTpe6a Ha JICKaApCTBCHUMA
MMPOAYKT € BaKHO. ToBa mo3BosBa Ja IpOaBbIJIKU Ha6J'IIO):[CHI/I61 0 Ha CbOTHOIIICHUETO HOJ'I3a/pI/ICK 3a
JICKAPCTBCHUSA NPOAYKT. Or MCIUIIMHCKUTC CIICHUAJINCTH C€ N3riCKBA Ja C’LO6H_IaBaT BCsiKa
Ioa03MpaHa HEXKEJIaHa pe€aKyd 4Ype3 HallMOHAIHA CUCTEMA 3a C'BO6H.[aBaHC, IIOCOYCHA B

IIpunoxenue V.

4.9 IIpeno3mpane

Hsama nannu 3a octpa TokcHIHOCT Ha Fertayid mpu xopa, HO MPOyYBaHHUATA TIPY )KUBOTHH ITOKAa3Bar,
ye ocTpara TokcnIHOCT Ha Fertavid u ypliHANs roHanoTponuH € MHOTO HUCKaA. [Ipuiaranero Ha
MHOTO0 BHCOKH 1031 @CX MOXKe /1a AOBE/E 10 XUNEPCTUMYIAns Ha SHIHUIUTE (BXK. Touka 4.4).

5. ®APMAKOJOTIMY%H CBOMCTBA
5.1 ®apmakoguH2MUHHHU CBOMCTBA

®dapmakoTepaneTina rpymna: MoJIoBU XOPMOHHU ¥ MOJYJIATOPU Ha MOJIOBATa CUCTEMA,
ronanotponuhy; ATC kon: GO3GAO06.

Fertavid ¢pnppxa pekomObunanten @CX. Toii ce mpousBexa upe3 peKOMOMHAHTHA

JHK TeXHomorus, kaTo ce U3M0J3Ba KIEThYHA KyITypa OT OBapHaIHU KJIETKH Ha KUTAWCKU
XaMOTepH, KOUTO ca TpaHC(EKTUPAaHU C YOBEIIKU TeHH 3a cuHTe3 Ha PCX cybeaununy. [IppBuunara
TIOCIIEIOBATEIHOCT HA aMUHOKHCEIMHUTE € HACHTHYHA ¢ Ta3u Ha yoBewknud PCX. M3BecTHO €, ue
CBILECTBYBAT CaMO JIEKH pa3IM4us B CTPYKTypaTa Ha BbITIEXHpaTHATa BEPUTA.

MexaHU3bM Ha IEUCTBUE

®CX e He3aMEHHUM 3a HOPMAITHUS PACTEX U y3psBaHe HA POIUKYIUTE, KAKTO U 32 CTEPOUIHATA
cuHTe3a B ronagute. [Ipu xennre HUBoTO Ha PCX € onpenensin ¢pakTop 3a HA4aIoTo U
MPOABIDKUTEITHOCTTA Ha Pa3BUTHE HA (QOIUKYIIUTE, CISIOBATEIIHO € TTOKA3aTeIHO 32 Opos Ha
y3penuTe QOJIMKYIU U 32 CPOKa Ha JIOCTHTaHe Ha ToBa y3psaBaHe. [lopaau ToBa Fertavid moxe na ce
mpujiara 3a CTUMYyJHpaHe Ha (POIMKYITHOTO Pa3BUTHE U MPOIYKIUATA HA CTEPOUIU B ONIPE/ICIICHN
Ciy4au Ha HapymieHa ronagHa Gyuknus. OceeH ToBa Fertavid moske ma ce mpuiara 3a cTuMyupaHe
HA MHOXECTBEHO (DOJIMKYITHO Pa3BUTHE B PAMKUTE Ha MEAUIIMHCKUTE TPOTPAMHU 3a aCUCTHpaHa
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penpoaykuus [T.e. omnoxaane in vitro/emopuorpanchep (IVF/ET), untpadanonues tpancdep Ha
rametd (UDTI') u nHTpanmToia3Meno nmxektupade Ha cniepmaTtozonau (MLIMC)]. Hait-uecto
neuenneto ¢ Fertavid ce mocneaBa ot npuiarane Ha uXI' 3a HHAyLIMpaHe HA KpaliHata ¢as3a oT
y3psABaHETO Ha (OJMKYINUTE, Bh3CTAHOBSIBAHETO Ha Mei03aTa U pynTypara Ha (OIHKYyIIa.

KnyunnuHa eukacHOCT ¥ 6€301acHOCT

B knuan4HM npoyuBaHusl, cpaBHsaBaiy pekoMOouHanTeH @CX (pomaurponun 6era) u PCX ot ypuHa,
3a KOHTPOJIMPAaHa OBAaPHAIHA CTUMYJIALUs IPH KEHHU, YIaCTBAILH B IPOrpaMa 3a aCUCTHpaHa
penponyktuBHa TexHonorus (APT) u 3a unaykuums Ha oBynanusTa (BX. Tadbauuu 1 u 2 no-goiny),
¢donmurpomnun 6era e 6mi no-momeH oT PCX oT ypuHa ¢ oriies Ha mo-HUcKaTa oo1a 103a u
MO-KPaTKUs MEPUOJ Ha JICUeHHE, HEOOXO0AMMHU 33 IOCTUraHe Ha (DOJIMKYITHO y3psBaHe.

[lo oTHOWIEHNE HA KOHTPOJIMPaHATa OBapHaliHa CTUMYJIALHS, (OTUTPONMH OeTa € JOBEN 10 MO-L0JIsIM
Opoii Ha acIMpPUPAHUTE OBOLIUTH MIPU MO-HUCKA 00IIa 1032 U MO-KPaThK NEPHO Ha JICUCHHE B
cpaBHeHue ¢ Te3u Ha PCX ot ypHuHa.

Tabmuua 1: Pesynratu ot npoyusane 37 608 (paHIOMH3UPaHO, KIMHUYHO IIPOYYBAHE CHC CPABHIBAHE
Ha rPyNuyTe, CPABHABAILO 0€30MIaCHOCTTA U e(pUKacHOCTTa Ha ¢onauTponud Oera 1 @CX oT ypuHa npu
KOHTPOJIMPaHa OBapHaIHA CTUMYJIalus)

(oaurponun ®CX ot ypuna
Oera ' (n=361)
(n = 546)’
CpeneH Opoii aciupupaHy OBOIIUTH 10,_8»1* 8,95
Cpenna obmia nmo3a (opo#t ammymu 75 IU) 2_‘2,5* 31,8
Cpenna npoabmkutenHocT Ha PCX cTuMynanusaTa 10,7° 11,3
(1)

* N
Pazmukute Mexay IBETE TPYIHU ca CTaTUCTHIeCKH 3HAUNMUL (P < 0,05).

[lo oTHOWIEHNE HA UHIYKIMATA HA OBYJIAIMATA,(POJIHTPOIIMH OeTa e JOBeJ O MO-HUCKA MEHaHa Ha
o01aTta 03a U Mo-KpaTKka MeinaHa Ha MPOIRUKUTETHOCTTa Ha JIeYeHNe B cpaBHeHHe ¢ Te3n Ha PCX
OT ypHHa.

Tabmuua 2: Pesyaratu ot npoyusane.3 7 609 (paHzoMHU3UpaHO, KIMHUYHO [IPOYYBaHE ChC CPAaBHIBAHE
Ha rPyNuTe, CPaBHABAIIO 0e30MacHOCTTa U epuKacHocTTa Ha Gomaurponud 6era 1 PCX oT ypuHa npu
MHIYKIMS Ha OBYJIALIUSITA)

(oaurponun ®CX ot ypuHa
Oera (n = 66)
a (n =105)

Cpenen Opoit ponuxymu > 12 mm 3,6 2,6
> 15 mm 2,0 1,7
R > 18 mm 1,1 0,9

Menanana nd 60mara gosa (IU)° 750 1 035
Meauaia ra npoab/UKUTENHOCTTA Ha JIEYCHHUE (man)? 10,0* 13,0

" Pasiminre MEXIy ABETE TPYIH ca cTaTUcTHdecku 3HaunMu (p < 0,05).
* Tpu sxenure ¢ uHAyUUpana oBynanus (homurporuu Gera, n = 76; ®CX ot ypuna, n = 42).

5.2 ®apmMaKOKHHETHYHH CBOICTBA

AOGcopbuus
Crnen moakoxHO npuiiokeHue Ha Fertavid makcumanau konnenTpanun Ha @CX ce mocTurar 3a

oxono 12 gaca. [lopaau 3a0aBeHaTa pe30opONHs HA JIEKAPCTBEHUS MPOTYKT B MICTOTO Ha
WH)KEKTHPaHE U MPOIBIDKUTETHOCTTA Ha MOMYKHUBOT OT okoJio 40 yaca (B nuamnaszon ot 12 - 70 yaca)
HuBata Ha @CX ocTtaBat nosuieHu 3a 24-48 vaca. [Topagu OTHOCUTENHO ABJITUS NIEPUO] HA
MOJIYKUBOT, IOBTOPHOTO MPUJIOKEHUE Ha ChILlaTa 4034 1€ JOBEAE 0 NOCTUTAHE Ha MJIa3MEHU
koH1eHTparuu Ha @CX, kouTo ca mpruOIM3uTeNHO 1,5-2,5 MbTH MO-BUCOKH, OTKOJIKOTO CIIE
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€IHOKPATHO MPUJIO’KEHHE Ha JHEBHATA 03a. ToBa MOBHIIICHKE ITO3BOJISIBA JOCTUTAHETO HA
TepaneBTUYHM KoHIeHTpanuu Ha PCX.
[Ipu noaxoxuo npuoxkenue Ha Fertavid abcomoTHata OnoHanu4yHoCT € npuonuzutesnto 77%.

Pasnpenenenue, Ouorpanchopmanus v eNMMUHUPAHE
Buoxummuno pexkomOuHanTHHAT @CX e TBBpIe cxoeH ¢ yoBewkus ypuHeH @CX u ce pasnpenens,
MeTab0IM3upa U EKCKPETUPA 110 CHIINS HAYHH.

5.3 IlpeakJMHUYHU JAHHU 32 0€30MACHOCT

[Ipunaranero Ha equaryHa no3a Fertavid mpu murbXxoBe HE MHAYLHMPA CHIIECTBEHN TOKCUKOJIOTHYHH
edextu. [Ipu npoyuBaHus ¢ MHOrOKpaTHO MpHUJIaraHe Mpy IIbXOBE (32 IBE CEAMMLIN) U KydeTa (3a

13 ceqmuun) B 10o3u 10 100 mbTH NO-BHCOKH OT MaKCUMaJIHATA J103a pu Xopa, Fertavid He nuayipa
CBILIECTBEHU TOKCUKOJIOTUYHU eeKTH. TecThT Ha Ames U TECTHT 3a in Vitro XpOMO30MHH a0¢paiun
BBPXY YOBCLIKH TUM(OLUTH TOKa3BaT, 4e Fertavid He oka3Ba MyTareHeH eexT.

6. ODAPMAIIEBTUNYHU JAHHHA
6.1 Choucbk Ha IOMOIIHUTE BelleCTBA

Fertavid umxekmoHeH pa3TBop, ChAbpKa:

3axapo3a

Hatpues nutpar

L-mernonun

bensunos ankoxon

[omucop6ar 20

Bona 3a nnxkeknuu.

3a xopekuus Ha pH Moxe 1a ce n3Moa3Ba HATPUEB XMAPOKCH U/WIIH XJIOPOBOJOPOAHA KUCETHHA.

6.2 HecbBMeCTHMOCTH

ITpu nunca Ha Dpoy4YBaHUS 33 HECHbBMEECTUMOCTH TO3H JIEKapPCTBEH MPOAYKT HE TPsAOBA J1a CE€ CMECBA C
JpYyTH JEKapCTBEHU NPOTYKTH.

6.3 Cpok Ha rogHoOCT
3 roguHU.

[Ipu Beue npobuta rymMeHa MeMOpaHa Ha MaTpoHa OT UIJIA, TPOAYKTHT MOXKe J1a Obe ChXpaHsIBaH
MaKCUMYM 28 JHU.

6.4 CrueyuanaHM ycJoBHS Ha CbXpaHEeHHe

4 ce cpxpansiBa B xnammiauK (2°C — 8°C).

Jia He ce 3ampa3ssBa.

CpxpaHsBaliTe MaTpoHa B KAPTOHEHATA OMAaKOBKa.

3a yno6cTBo Ha nauuenTta Fertavid Moxke ia ce cbxpaHsiBa npu Temnerarypa 10 25°C eqHOKpaTHO 3a
oIpezieNieH MEpUo OT BpeMe, HE MO-IBJIBI OT 3 Mecela.

3a ycloBUsTa Ha CbXPAHEHHUE CIIE IbPBOHAYAIHO OTBAPSHE HA JEKApPCTBEHUS IMPOAYKT BIKTE
TouKa 6.3.
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6.5 Bwuau cbabpikaHue HA OMIAKOBKATA

Fertavid 150 1U/0,18 ml nH>xeKIIMOHEH Pa3TBOP

0,18 ml pasztBop B matpoH ot 1,5 ml (cTbkio tun I), cbe cuBo rymMeHo OyTano U aTyMHHHEBA Or'bHATa
Karadka ¢ ryMeHa MeMOpaHa.

OmnakoBka ot 1 matpoH u 3 urau 3a ynorpeda ¢ Puregon Pen.

[laTponute cpabpxatr MuHUMYM 225 U ®CX aktuBHOCT B 0,270 ml BogeH pa3TBop, KOHTO €
JI0CTaThYeH 3a 0011a HeTHa o3a ot 150 IU.

Fertavid 300 1U/0,36 ml uH>XEKIIMOHEH Pa3TBOP

0,36 ml pasztBop B matpoH ot 1,5 ml (cTekno tun I), cbe cuBo rymMeHo OyTano ¥ aTyMHHHEBA OI'bHAT?
Karadka c ryMeHa MeMOpaHa.

OmnakoBka ot 1 marpon u 3 urau 3a ynorpe6a ¢ Puregon Pen.

[Hatponute cpabpxatr MuHUMYM 400 U OCX aktusHoCcT B 0,480 ml BogeH pa3TBop, KOHTO €
JIocTarbyeH 3a 001a HerHa no3a ot 300 IU.

Fertavid 600 1U/0,72 ml nHXEKIIMOHEH pPa3TBOP

0,72 ml paztBop B maTpoH oT 1,5 ml (cTbKi0 THI I), ChC CMBO TyMEHO OyTano U aiyMHUHHEBA OTbHATA
Karadka c ryMeHa MeMOpaHa.

OmnakoBka ot 1 matpoH u 3 urau 3a ynorpeda ¢ Puregon Pen.

[HaTponuTte cpabpxatr MuaumMyM 700 IU ®CX aktusnoct B 0,840 ml Bofier pa3TBOp, KOHUTO €
JIoCTaThyeH 3a 001a HetHa no3a ot 600 IU.

Fertavid 900 1U/1,08 ml uH>XEeKIIMOHEH Pa3TBOP

1,08 ml pazrBop B natpos ot 1,5 ml (ctekno tun I), cbe cMRO TyMeHO OyTajo U alyMHHUEBA Or'bHATA
Karadka c ryMeHa MeMOpaHa.

OmnakoBka ot 1 matpoH u 3 uriu 3a ynorpeba ¢ Puregorfen.

[Hatponute cpabpxat MmunumyM 1 025 [U @CX aktueroct B 1,230 ml BogeH pa3TBop, KOUTO €
JocTraThyeH 3a 06011a HeTHa go3a oT 900 IU.

6.6 Crnenuananu mpeanas’HU MePKH NP B3XBbPJsSHE U padoTa

He m3nomn3Baiite chabpkaHueTo Ha (haxoHa, aKO Pa3TBOPBT ChABPKA BUAUMH YaCTHIN MU HE €
oucTobp.

Fertavid nmxekunoHeH pa3TBo)p € npenHa3zHaueH 3a yrnorpeda 3aeIHO C MUCANKa 32 HHXCKTHPaHe
HapedeHa Puregon Pen. MH¢TpyKuuTe 3a ynotpe0a Ha nucankara TpsiOBa Aa ce ciaeaBaT
BHUMATEIHO.

[Ipenn nmxekTupane ipsidBa 1a ce U3Kapatr Bb3AYIIHUTE OaloHueTa OT naTpoHa (BUKTE
MHCTPYKILHUHTE 32 Y{I0Tpeba Ha mucaiKaTa).

[Ipa3uu natpoHu He TpsiOBa 1a ce IBIHAT OTHOBO.

Fertavid narpoitute He ca npenHa3HaueHH Aa JOMYCHAT APYT JICKAPCTBEH MPOAYKT Ja CE€ CMECBA B
HaTPOHUTE

W3XBBpIi€Te 3M0N3BaHUTE UTJIM BEAHATA CIICH WH)KEKTUPAHE.

Hewnglion3BanusaT 1eKapCTBEH MPOAYKT WIK OTHAIbUYHUTE MaTepPHaId OT HEro TPsOBa Ja ce U3XBBPIIST
B ¢hOTBETCTBHE C MECTHUTE N3UCKBAHMUSL.

7. HNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus
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8. HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

Fertavid 150 IU/0,18 ml nHKeKIIMOHEH Pa3TBOD
EU/1/09/510/016

Fertavid 300 IU/0,36 ml HHXKEeKIIMOHEH Pa3TBOP
EU/1/09/510/017

Fertavid 600 IU/0,72 ml HHXKEKIIMOHEH Pa3TBOD
EU/1/09/510/018

Fertavid 900 IU/1,08 ml HHXKEeKIIMOHEH Pa3TBOD
EU/1/09/510/019

9. JATA HA TbPBO PASPEINABAHE/ITIOJHOBABAHE HA PASPEIIEEVETO 3A
YIIOTPEBA

[ata Ha bpBO paspemaBane: 19 mapt 2009 r.
Jara Ha mocienHo mogHOBsiBaHe: 21 depyapu 2014 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

O mecen I'TTT r.

[Honpobna nHdopmanus 3a TO3U JEKApCTBEH NPOAYKT\€ peaocTaBeHa Ha yeOcaiita Ha EBpomneiickaTa
areHuus 1o JekapcTsata http://www.ema.europascu
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NNPUJIOKEHMUE 11

MMPON3BOJIUTEJI(M) HA BHOJICTHIHO
AKTHUBHOTO(UTE) BEIIECTBG(A) U
MMPOU3BOJAUTEJI(M), OTT GBGPEH(HU) 3A
OCBOBOKIABAHE HA FAPTUIN

YCJOBUA WIN OIPAHNYEHUSA 3A JOCTABKA "
YIOTPEBA

APYI'N YCJIOBUA U UBUCKBAHUSA HA PASPEHLIEHUETO 3A
YIHOTPEEA

YCJHOBMIA NN OT'PAHUYEHUS 3A BE3OITACHA N
EGEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TIPOU3BOJMTEJI(M) HA BUOJOI'MYHO AKTUBHOTOMTE) BEHIECTBO(A) 1
NPOU3BOAUTEJI(M), OTTOBOPEH(HHN) 3A OCBOBOXJIABAHE HA ITAPTUIN

Hme n aapecC Ha HDOI/I3BO):[I/IT6JIH(I/IT6) Ha OMOJOTMYHO AKTUBHOTO BCIICCTBO

N.V. Organon

Kloosterstraat 6, 5349 AB Oss
Veersemeer 4, 5347 JN Oss
Hunepnannus

Hme u aapec Ha npousBouTesi(ure), OTTOBOPEH(HM) 3a 0CBOOOKIaBAHE HA NAPTUINTE

N.V. Organon

Kloosterstraat 6

5349 AB Oss

Hunepnannus

b. YCJIOBHUA NN OT'PAHUYEHUA 3A TOCTABKA U YIIOTPERA
JlekapCTBEHUSAT MPOAYKT C€ OTIYCKa M0 OTPaHUYEHO JeKapcko npeanucamye (Bx. [Ipunoxenue I:
Kpatka xapakTepucTuka Ha IpOLyKTa, ToUka 4.2).

B. JPYI'H YCJIOBHUA N U3NCKBAHUSA HA PABFEHIEHHUETO 3A YIIOTPEBA

. Ilepuonn4yHy aKTyaJIM3UPAHM JOKJIAIM 32 0€30TACHOCT

WznckBanusITa 32 MojaBaHe Ha MEPUOJNYHHU aKTyalH3UpaHu JOKIaAu 3a 0€30MacHOCT 3a TO3U
JIEKapCTBEH MPOIYKT ca MOCOYEHH B CIHUCHKA-CPehepentHute nati Ha EBponeiickus cpio3 (EURD

CIIUCHK), ipeaBucH B wi. 1078, an. 7 ot Aupektura 2001/83/EO, v BbB BCHUKH CIIABAIIN
aKTyaJu3alluy, MyOJUKyBaH Ha €BPOTIEHCKISI yeOImopTa 3a JeKapcTBa.

. YCJI0BUsA NN OTPAHUYEHUSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JEKAPCTBEH¥S [TPOAYKT

. Ilnan 3a ynpanlicrine Ha pucka (ITYP)

Henpunoxxumo
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NNPUJIOKEHMUE 111

JAHHU BBPXY OITAKOBKATA WJIMCTOBKATA
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JAHHH, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT BBPXY KAPTOHEHATA OITAKOBKA Fertavid 50 IU/0,5 ml 1, S usm 10 ¢urakona

‘ 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Fertavid 50 IU/0,5 ml nmxekpioneH pa3TBop
¢domurponun 6era

‘ 2. OBSABSABAHE HA AKTUBHOTOMMTE) BEIHIECTBO/A

1 ¢pnaxon ceappka 0,5 ml honuTponuu Gera, KOETO CHOTBETCTBA HA!
pexoMOuHaHTeH pomukyiaocTumynupal xopMmoH (PCX) ¢ akrusroct 50 [U (100 IU/mi).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

HOMOH_[HI/I BCIICCTBA: 3aXap0o3d, HATPUECB NUTPAT, L-meTnonuH u HOJ'I'ﬂ;Op(SaT 20 BBB BOJa 3a
WHIKCKIUHW, HATPUCB XUAPOKCU W/ WIIH XJIOPOBOAOPOAHA KUCCINHE 3d KOPCKIUA HAa pH

‘ 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBC-B IL_,IHA OITAKOBKA

HHxeKIMoHEeH pa3TBOp

1 ¢pmakon, crappkamnt 0,5 ml

5 dbnakona, Bceku chabpikan 0,5 ml
10 ¢maxona, Bceku chabprkant 0,5 ml

‘ 5. HAYMH HA TPUJIOKEHME U TbT(MIIA) HA BBBE/KJIAHE

WaTpamyckymHO (i.m.) u OKOXKHO (S.C) MPHIIOKEHUE

CoappxanneTo Ha (axona TpsOBa J1a ce 3Mo3Ba He3a0aBHO ciiell nep(oprupaHeTo Ha T'yMeHaTa
3ammymnranka.

3a eqHOKpaTHa ynoTpeoa.

[Ipenu ynoTtpeda mpoyeTere JINCTOBKATA.

6. C I_lilIII/IA.JIHO HNPEAYIIPEXIAEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
~ A CE CbXPAHSIBA HA MSICTO JAJIEYE OT INOTJVIEJA U TOCET'A HA JTELA

)J,a CC CbXpaHsiABa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. APYI' CIIEUAJIHU TPEAYIIPEKIAEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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‘ 9. CIIEUAJIHA YCJIOBUSA HA CbXPAHEHUE

CbxpaneHue npu papmManeBTa
Ja ce cpxpanssa ot 2°C — 8°C (B xnamwiHuK). Jla HE ce 3aMpa3siBa.

CbxpaHeHHe NPH MAAEHTA

Nmate 1B BB3MOKHOCTH:

1. da ce cexpansBa ot 2°C — 8°C (B xmaguiHuk). Jla He ce 3ampassiba.

2. Ma ce cpxpansaBa 10 25°C enHOKpaTHO 3a MEpHOJ OT BpeMe HeE MOBeYe OT 3 Mecela.
CoxpansBaiiTe (1akoHa B KAPTOHEHATa OMAKOBKA.

10. CHENOUWAJIHA NNPEAITAZHU MEPKU INIPU U3XBBPJIAHE HA HEU3ITOJI 3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPMAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AAPEC HA IIPUTEKATEJISI HA PASPEHIEHUETO 3A VIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEHHEHUETO 3A VIIOTPEBA

EU/1/09/510/001
EU/1/09/510/002
EU/1/09/510/003

13. HAPTUAEH HOMEP<

ITaptunen Ne

[ 14.  HAYMH HA OTIIYCKAHE

| 15. VKA3AHHS 3A YOOTPEBA

'16. HH®OPMAIIAA HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHME Aa HE ce BKIOYM HHPOopMalus Ha bpaiinosa a30yka.

‘ 17. YHHUKAJIEH HIEHTUOUKATOP — JIBYU3MEPEH BAPKO/{

JBynsmMepeH O0apkoA ¢ BKIIOYEH YHUKAJICH UACHTH()UKATOP
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18. YHHUKAJIEH NWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHHU, KOUTO TPABBA JJA CBABPKAT MAJIKUTE EJUHNYHN
II'bPBUYHUN OITAKOBKHA

TEKCT BBPXY ®JAKOHA Fertavid 50 1U/0,5 ml

‘ 1. NME HA JIEKAPCTBEHUS TPOAYKT U ITbT(MIIIA) HA BbBEKJTAHE

Fertavid 50 IU/0,5 ml umxekuus
¢domurponun 6era

1.m./s.c.

‘ 2. HAYMH HA TPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

‘ 5. CbABbPKAHUE KATO MACA, OGEM v EJVMHHUIIN

6. JPYIO

MSD
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT BBPXY KAPTOHEHATA OITAKOBKA Fertavid 75 IU/0,5 ml 1, S nsm 10 ¢urakona

‘ 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Fertavid 75 1U/0,5 ml nmxexyioneH pa3TBop
¢domurponun 6era

‘ 2. OBSBSJABAHE HA AKTUBHOTOMMTE) BEHLIECTBO/A

1 ¢pnaxon ceappka 0,5 ml ponuTponuH GeTa, KOETO CHOTBETCTBA HA!
pexoMOuHaHTeH GonukyaocTumynupail xopmoH (PCX) ¢ akrusaoct 75 [U (150 IU/mi).

‘ 3. CIIMCBK HA TIOMOIINHUTE BEINIECTBA

HOMOI]_[HI/I BCHICCTBA: 3aXap03a, HATPHUECB UTPAT, L-meTonuH n HOJ'I'ﬂ;Op(SaT 20 BBB BOJa 3a
WHIKCKIUH, HATPUCB XUAPOKCU H/UIH XJIOPOBOAOPOAHA KUCCINHE 3d KOPCKIUA HAa pH

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIUYECTBO-B E_,IHA OITAKOBKA

HHxeKIMoHEeH pa3TBOp

1 ¢pmakon, crappkamn 0,5 ml

5 dbnakona, Bceku chabpikan 0,5 ml
10 ¢maxona, Bceku chabprkant 0,5 ml

‘ 5. HAYMH HA TPUJIOKEHME U TbT(MIIA) HA BBBE/KJIAHE

WnTpamyckynHo (i.m.) U IOIKOKHO (S.C) MPUI0KECHUE

CoabppxanueTo Ha (hiaaxona rpsOBa 1a ce U3Moia3Ba He3a0aBHO ciell nepdopupaHeTo Ha T'yMeHaTa
3aITyanka.

3a exHOKpaTHA ynoTpeoa.

[Ipenn ynotpeba mpoueTere TUCTOBKATA.

6. C I_lijl_[I/IA.JIHO HNPEAYIIPEXKXIAEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
~ A CE CbXPAHSBA HA MSCTO JAJIEYE OT INOTVIEJA 1 TOCET'A HA JTELA

)J,a CC CbXpaHsiABa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. APYI' CIIEMAJIHU TPEAYIIPEKAEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

CbxpaHeHue npu papmaneBTa
Ja ce cpxpansiBa ot 2°C — 8°C (B xnamwiHuK). Jla He ce 3aMpa3siBa.

CbxpaHeHHe NPH MALUEHTA

Nmarte 1Be Bb3MOKHOCTH:

1. da ce cexpansBa ot 2°C — 8°C (B xmaguiHuk). Jla He ce 3aMpassiba.

2. Na ce cpxpansaBa 10 25°C eIHOKpATHO 3a IEpHOJ OT BpeMe HeE MOoBeYe OT 3 Mecela.
CoxpansBaiiTe (h1akoHa B KAPTOHEHATa OMAKOBKA.

10. CHENOMWAJIHA NPEAITAZHU MEPKMU ITPU U3XBBPJISIHE HA HEU3ITOJX 3IBAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPMAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AAPEC HA TIPUTEKATEJISI HA PASPEHIEHUETO 3A VIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEHHEHUETO 3A VIIOTPEBA

EU/1/09/510/004
EU/1/09/510/005
EU/1/09/510/006

13. NAPTHUAEH HOMEP

ITaptunen Ne

[ 14. HAYMH HA OTIYCKAHE

[ 15.  VKAZAHWSI 3A YIIOTPEBA

[ 46, MHOOPMALMS HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHME Aa HE ce BKIIOYM HHpOpMalus Ha bpaiinosa a30yka.

‘ 17. YHHMKAJIEH HIEHTUOUKATOP — JIBYU3MEPEH BAPKO/{

JBynsmMepeH 0apKoA ¢ BKIIOYEH YHUKAJICH UACHTH(UKATOD
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18. YHHUKAJIEH NWIEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHHU, KOUTO TPABBA JJA CBABPKAT MAJIKUTE EJUHNYHN
II'bPBUYHUN OITAKOBKHA

TEKCT BBPXY ®JIAKOHA Fertavid 75 1U/0,5 ml

‘ 1. NME HA JIEKAPCTBEHUS TPOAYKT U ITbT(MIIA) HA BbBEKJTAHE

Fertavid 75 IU/0,5 ml umxekuus
¢domurponun 6era

1.m./s.c.

‘ 2. HAYMH HA TPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

‘ 5. CbABPKAHUE KATO MACA, OBEM Wi EJVMHUIIN

6. JPYIO

MSD
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JAHHH, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA Fertavid 100 1U/0,5 ml 1, 5 nan 10 ¢pnaxona

‘ 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Fertavid 100 1U/0,5 ml nmkeknnoHeH pa3TBOp
¢domurponun 6era

‘ 2. OBSBSJABAHE HA AKTUBHOTOMMTE) BEHLIECTBO/A

1 ¢pnaxon ceappika 0,5 ml ponurponun 6eTa, KOETO CHOTBETCTBA Ha:
pexoMOuHaHTeH ponukyiaocTumyupair xopmoH (PCX) ¢ akrusaoct 100 [U (200 1U/ml).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

HOMOH_[HI/I BCIICCTBA: 3aXap0o3d, HATPUECB HUTPAT, L-meTnonuH u HOJ'I'ﬂ;Op(SaT 20 BBB BOJa 3a
WHIKCKIUHW,; HATPUCB XUAPOKCU H/UIIH XJIOPOBOAOPOAHA KUCCINHE 34 KOPCKIUA HAa pH

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIUYECTBO-B IL_,IHA OITAKOBKA

HHxeKIMoHEeH pa3TBOp

1 ¢pmakon, crappkamn 0,5 ml

5 dbnakona, Bceku chabpikan 0,5 ml
10 ¢maxona, Bceku chabprkant 0,5 ml

‘ 5. HAYMH HA TPUWJIOKEHUEN ITBbT(UIIA) HA BBBEKJAHE

HeTpamyckymHO (i.m.) ¥ IONKOKHO (S.C) MPHIIOKEHUE

CoappxanneTo Ha (haxona TpsOBa Jaa ce U3Moi3Ba He3abaBHO ciell ep(oprupaHeTo Ha T'yMeHaTa
3ammymnranka.

3a egHOKpaTHa ynoTpeoa.

[Ipenu ynoTtpeda mpoyeTere JIUCTOBKATA.

6. C I_lilIII/IA.JIHO HNPEAYIIPEXIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
~ A CE CbXPAHSABA HA MSCTO JAJIEYE OT INOTJVIEJA 1 JOCEI'A HA JTELIA

)J,a CC CbXpaHsiABa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. APYI' CIIENUAJIHU MPEAYIIPEKIAEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

CbxpaHeHue npu papmaneBTa
Ja ce cpxpansiBa ot 2°C — 8°C (B xnamwiHuK). Jla HE ce 3aMpa3siBa.

CbxpaHeHHe NPH MALUEHTA

Nmarte 1Be BE3MOKHOCTH:

1. da ce cpxpansiBa ot 2°C — 8°C (B xmaguiHuk). Jla He ce 3ampassiba.

2. Ma ce cpxpansBa 10 25°C eTHOKpaTHO 3a IEpHOJ OT BpEMe HeE MOBeYe OT 3 Mecela.
CoxpansBaiiTe (jakoHa B KAPTOHEHATa OMAKOBKA.

10. CHEHNOMWAJIHA NPEAITAZHU MEPKU IIPU NU3XBBPJIIAHE HA HEU3ITOJI 3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU UJIN OTHHAABYHU MATEPMAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AAPEC HA TIPUTEKATEJISI HA PASPEHIEHUETO 3A VIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEHHEHUETO 3A VIIOTPEBA

EU/1/09/510/007
EU/1/09/510/008
EU/1/09/510/009

13. HAPTUAEH HOMEP<

ITaptunen Ne

[ 14.  HAYMH HA OTIIYCKAHE

| 15. VKA3AHHS 3A YIIOTPEBA

'16. HH®OPMAIIAA HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHME Aa HE ce BKIIOYM HHpOpMalus Ha bpaiinosa a30yka.

‘ 17. YHHUKAJIEH HIEHTUO®UKATOP — JIBYU3MEPEH BAPKO/{

JBynsmMepeH O0apkoA ¢ BKIIOYEH YHUKAJICH UACHTH()UKATOP
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18. YHHUKAJIEH NWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHNYHN
II'bPBUYHUN OITAKOBKHA

TEKCT BbPXY ®JIAKOHA Fertavid 100 IU/0,5 ml

‘ 1. NME HA JIEKAPCTBEHUS TPOAYKT U ITbT(MIIIA) HA BbBEKJTAHE

Fertavid 100 IU/0,5 ml umxekus
¢domurponun 6era

1.m./s.c.

‘ 2. HAYMH HA TPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

‘ 5. CbABbPKAHUE KATO MACA, OBEM Vi EJNHUIN

6. JPYIO

MSD

4



JAHHH, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA Fertavid 150 1U/0,5 ml 1, 5 nan 10 ¢pnaxona

‘ 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Fertavid 150 1U/0,5 ml nmkeknroHeH pa3TBOp
¢domurponun 6era

| 2. OBSBSBAHE HA AKTUBHOTO(UTE) BEHLIECTBO(A)

1 ¢pnaxon ceappka 0,5 ml honurponun 6eTa, KOETO CHOTBETCTBA HA!
pexomOuHaHTeH GonukyiocTumynupal xopmoH (PCX) ¢ akrusroct 150 [U (300 1U/ml).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

HOMOH_IHI/I BCIICCTBA: 3aXapo3a, HATPpUCB NUTPAT, L-meTnonuH n HOJ'I'ﬂ;Op(SaT 20 BBB BOJa 3a
WHIKCKIUH, HATPUCB XUAPOKCU H/UIIH XJIOPOBOAOPOAHA KUCCIHNHE 3d KOPCKIUA HAa pH

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIUYECTBO-B I?,IHA OITAKOBKA

HHxeKIMoHEeH pa3TBOp

1 ¢pmakon, crappkamn 0,5 ml

5 dnakona, Beceku chabprkant 0,5 ml
10 ¢maxona, Bceku chabprkant 0,5 ml

‘ 5. HAYMH HA TPUJIOKEHME U TbT(MIIA) HA BBBEKJIAHE

WHeTpamyckyHO (i.m.) ¥ TIOAKOKHO (S.C) MPHIIOKEHUE

Coappxannero Ha (hraxoua TpsOBa ga ce U3IMoi3Ba He3abaBHO ciel nep(opupaHeTo Ha T'yMeHaTa
3ammymnranka.

3a eqHOKpaTHa ynoTpeoa.

[Ipenu ynoTtpeda mpoyeTere IUCTOBKATA.

6. C I_lilIII/IA.JIHO HNPEAYIIPEXKXIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
~AA CE CbXPAHSIBA HA MSCTO JAJIEYE OT INOTJVIEJA 1 TOCET'A HA TELIA

)J,a CC CbXpaHsiABa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. APYI' CIIEUAJIHU TPEAYIIPEKIAEHUA,AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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‘ 9. CIIENUAJIHA YCJIOBUA HA CbXPAHEHUE

CbxpaHenue npu papmaneBTa
Ja ce cpxpansiBa ot 2°C — 8°C (B xumaawiHuK). Jla He ce 3aMpassiba.

CbxpaHeHHe NPH MALUEHTA

Nmarte n1Be BE3MOKHOCTH:

1. da ce cpxpansiBa oT 2°C — 8°C (B xmaguiHuk). Jla He ce 3ampassiba.

2. Na ce cpxpansaBa 10 25°C enHOKpaTHO 3a IEpHOJ OT BpEME HeE MOoBeYe OT 3 Mecela.
CoxpansBaiiTe (h1akoHa B KAPTOHEHATa OMAaKOBKA.

10. CHEHOMWAJIHA NPEAITAZHU MEPKU ITPU NU3XBBPJIIAHE HA HEU3ITOJI 3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU UJIM OTHAABYHU MATEPMAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AAPEC HA IIPUTEKATEJISI HA PASPEHIEHUETO 3A VIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEHHEHUETO 3A VIIOTPEBA

EU/1/09/510/010
EU/1/09/510/011
EU/1/09/510/012

13. HAPTUAEH HOMEP<

ITaptunen Ne

[ 14.  HAYMH HA OTIIYCKAHE

| 15. VKA3AHHS 3A YIIOTPEBA

'16. HH®OPMAIIAA HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHME a HE ce BKIIOYM HHpOpMalus Ha bpaiinosa a30yka.

‘ 17. YHHUKAJIEH WIEHTUOUKATOP — JIBYU3MEPEH BAPKO/{

JBynsmMepeH O0apkoA ¢ BKIIOYEH YHUKAJICH UACHTH()UKATOP
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18. YHMKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:

44



MHUHUMYM JAHHHU, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHNYHN
II'bPBUYHHN OITAKOBKHA

TEKCT BBPXY ®JIAKOHA Fertavid 150 1U/0,5 ml

‘ 1. NME HA JIEKAPCTBEHUS TPOAYKT U ITbT(MIINA) HA BbBEKJTAHE

Fertavid 150 IU/0,5 ml umxekus
¢domurponun 6era

1.m./s.c.

‘ 2. HAYMH HA TPUJIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

‘ 5. CBABbP/KAHUE KATO MACA, O:’I_E_'Vl_ NN EAUHUIIN

6. JPYIO

MSD
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA Fertavid 200 1U/0,5 ml 1, 5 nan 10 ¢pnaxona

‘ 1. NME HA JIEKAPCTBEHUS TPOAYKT

Fertavid 200 1U/0,5 ml nmkeknroHeH pa3TBOp
¢domurponun 6era

| 2. OBSBSBAHE HA AKTMBHOTO(UTE) BEHLIECTBO(A)

1 ¢pnaxon ceappka 0,5 ml homuTponuH GeTa, KOETO CHOTBETCTBA HA!
pexoMOuHaHTeH Goaukynoctumyiurpain XxopmoH (PCX) ¢ akrusaoct 200 [U (400 1U/ml).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

HOMOH_[HI/I BCIICCTBA: 3aXap0o3d, HATPUECB NUTPAT, L-meTnonuH u HOJ'I'ﬂ;Op(SaT 20 BBB BOJa 3a
WHIKCKIUHW, HATPUCB XUAPOKCU W/ WIIH XJIOPOBOAOPOAHA KUCCIINHE 3d KOPCKIUA HA pH

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIUYECTBO-B I?,IHA OITAKOBKA

HHxeKIMoHEeH pa3TBOp

1 ¢pmakon, crappkamn 0,5 ml

5 dnakona, Bceku chabpikan 0,5 ml
10 ¢nakona, Bceku chabprkant 0,5 ml

‘ 5. HAYMH HA TPUJIOKEHMEN ITBbT(UIIA) HA BBBEKJAHE

WeTpamyckymHO (i.m.) B IONKOKHO (S.C) MPHIIOKEHUE

Coappxannero Ha (hraxona TpsOBa fa ce U3Io3Ba He3abaBHO ciel nepdoprupaHeTo Ha T'yMeHaTa
3ammymnranka.

3a eqHOKpaTHa ynoTpeoa.

[Ipenu ynotpeba mpoderere JINCTOBKATA.

6. C I_lilIII/IA.JIHO HNPEAYIIPEXIAEHUE, YE JJEKAPCTBEHUAT NTPOAYKT TPABBA
~ A CE CbXPAHSBA HA MSCTO JAJIEYE OT IIOTJIEJA U JOCEI'A HA TELIA

)J,a CC CbXpaHABa HAa MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYI' CIIEUAJIHU TPEAYIIPEKIAEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA UT3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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‘ 9. CIIEHUAJIHA YCJIIOBUSA HA CbXPAHEHUE

CbxpaHenue npu papmaneBTa
Ja ce cpxpansBa ot 2°C — 8°C (B xnanwiHuK). Ja He ce 3ampassiBa.

CbxpaHeHHe NPH MALUEHTA

Nmarte n1Be BE3MOKHOCTH:

1. da ce cexpansBa ot 2°C — 8°C (B xmamwiHuK). Jla He ce 3aMpassiba.

2. Ma ce cpxpansaBa 1o 25°C eIHOKpATHO 3a IEpHOJ OT BpeMe He MOoBede OT 3 Mecela.
CoxpansBaiiTe (1akoHa B KAPTOHEHATa OMAKOBKA.

10. CHENOMWAJIHA NPEAITAZHU MEPKU IIPU NU3XBBPJIIAHE HA HEU3ITOJI 3BAHA
YACT OT JJEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHAABYHU MATEPMAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AAPEC HA TIPUTEKATEJISI HA PASPEHIEHUETO 3A VIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEHHEHUETO 3A VIIOTPEBA

EU/1/09/510/013
EU/1/09/510/014
EU/1/09/510/015

13. HAPTUAEH HOMEP<

ITaptunen Ne

[ 14.  HAYMH HA OTIIYCKAHE

| 15. VKA3AHHS 3A YIIOTPEBA

'16. HH®OPMAIIAA HA BPAIJIOBA A3BYKA

[Ipueto e ocHOBaHME 12 HE ce BKIIOUM HHpOpMalus Ha bpaiinosa a30yka.

‘ 17. YHHUKAJIEH HIEHTUOUKATOP — JIBYU3MEPEH BAPKO/{

JBynsmMepeH O0apkoA ¢ BKIIOYEH YHUKAJICH UACHTH()UKATOP
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18. YHHUKAJIEH NWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJUHNYHAN
II'bPBUYHHN OITAKOBKHA

TEKCT BbPXY ®JIAKOHA Fertavid 200 1U/0,5 ml

‘ 1. NME HA JIEKAPCTBEHUSA NTPOAYKT U ITbT(MIIIA) HA BbBEKJIAHE

Fertavid 200 IU/0,5 ml umxekus
¢donmurponun 6era

1.m./s.c.

‘ 2. HAYMH HA TPUJIOKEHUE

‘ 3. JATA HA UT3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

‘ 5. CBABbP/KAHUE KATO MACA, O:’I_l’*j'\/l_ WJIN EAUHUIN

6. JPYIO

MSD
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA Fertavid 150 1U/0,18 ml 1 matpon

‘ 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

Fertavid 150 1U/0,18 ml nHxeKIpoHeH pa3TBOp
¢domurponun 6era

| 2. OBSBSBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

225 IU pekombunantHa @CX axtuHOCT/0,270 ml
Hetno ceappxanne 150 [TU

3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

HOMOH_IHI/I BCLICCTBA: 3aXap03a, HATPUECB UTPAT, L—MCTHOHI/IH, HOJ'II/IC(TpL./aT 20 v OEH3UIIOB AJTKOXOJI
BBB BOJA 3a MHIKCKIIUH; HATPUCB XUJAPOKCHU] /U XJIOPOBOAOPOLAHA KUCCIINHA 3a KOPCKIUA Ha pH

4. JJEKAPCTBEHA ®OPMA U KOJIUYECTBO-B I?,IHA OITAKOBKA

HHxeKIMoHEeH pa3TBOp
1 marpon
1 omakoBKa ¢ 3 uriu 3a mucajka

5. HAUYUH HA IIPUJIOKEHIEN II'bT(MIIA) HA BBBEXKJIAHE

[ToxxoxkHO (S.C.) MPIITIOKEHUE
3a ynorpeba camo c mucajka 3a HHKeKTHpaHe, Hapedena Puregon Pen.
[Ipenn ynotpeba npoyerere JUCTOBKATA.

6. CIIEI_[I/IAE[I_’-IO HNPEAYIIPEXKXIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
HA CE.CbXPAHSBA HA MSICTO JAJIEYE OT IMOIJIEJA U TOCEI'A HA IEHA

I[a CC.ChXpaHsiaBa HAa MACTO, HCAOCTHIIHO 34 AClaA.

. APYI' CIIENUAJIHU MPEAYIIPEKIEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3THNYAHE HA CPOKA HA TOJHOCT

T'onen mo:
[Ipu Beue npodurta ryMmeHa MeMOpaHa Ha aTpOHA OT UIJIa MPOAYKTHT MOXKe J1a Obe ChXpaHsIBaH
MaKCUMYM 28 JTHHU.
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B

CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

CbxpaHeHue npu papmaneBTa
Ja ce cpxpansiBa ot 2°C — 8°C (B xnamwiHuK). Jla HE ce 3aMpa3siBa.

CbxpaHeHHe NPH NAUEHTA

Nmarte 1Be BE3MOKHOCTH:

1. Ma ce cpxpansBa ot 2°C — 8°C (B xnaaunHuk). [la He ce 3ampassiBa.

2. Ma ce cpxpanaBa 1o 25°C eIHOKPATHO 3a MepHOJ OT BpEME HE MOBEYe OT 3 Mecela.
CpxpaHsBaliTe MaTpoHa B KAPTOHEHATA OMAKOBKa.

10. CHELUAJIHYU OPEIIA3HH MEPKHU IIPY U3XBBPJISIHE HA HEU3IOJI3BAHA
YACT OT JIEKAPCTBEHHUTE IMPOAYKTH WJIH OTIAIbYHH MATEPHA/IM OT
TSAX, AKO CE M3UCKBAT TAKHBA »
11. MME M AJIPEC HA TIPUTEJKATEJISI HA PA3PELIEHHMETO 3A YIIOTPEBA
Merck Sharp & Dohme B.V.
Waarderweg 39
2031 BN Haarlem
Hunepnannus
12. HOMEP(A) HA PA3PEIIEHUETO 3A YIIOTPEBA
EU/1/09/510/016
13. TAPTHJEH HOMEP o
ITaptunen Ne
[ 14. HAYWMH HA OTIIYCKAHE
[ 15. VKA3AHMS 3A YIIOTPEBA
[ 16. ~HOOPMAIIHSI HA BPAIJIOBA A3BYKA

lipueTo e OCHOBaHME J1a HE ce BKIIIOYM MH(popMalus Ha bpaiinosa a30yka.

|17

YHUKAJIEH HAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIOYCH YHUKAJICH UACHTH(UKATOD

| 18.

YHUKAJIEH HAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
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SN:
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MHUHUMYM JAHHH, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHNYHN
II'bPBUYHHN OITAKOBKHA

TEKCT BbPXY ITATPOHA Fertavid 150 1U/0,18 ml

‘ 1. NME HA JIEKAPCTBEHUSA NTPOAYKT U ITbT(MIIIA) HA BbBEKJTAHE

Fertavid 150 1U/0,18 ml umxekius
¢domurponun 6era

S.C.

‘ 2. HAYMH HA TPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, O}I_E_\/l_ NI EAMHUTIIN

0,270 ml

6. JPYIO

MSD
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JAHHH, KOUTO TPABBA JJA CbAbP/KA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA Fertavid 300 1U/0,36 ml 1 nmatpon

‘ 1. NME HA JIEKAPCTBEHUS ITPOAYKT

Fertavid 300 1U/0,36 ml nHXeKIuoHEeH pa3TBOp
¢domurponun 6era

| 2. OBSBSBAHE HA AKTUBHOTO(UTE) BEHLIECTBO(A)

400 IU pexomObunantaa ®CX aktusaoct/0,480 ml
Hetno cpappxanne 300 [U

3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

HOMOH_IHI/I BCIICCTBA: 3aXap0o3a, HATpHUECB UTPAT, L—MCTHOHI/IH, HOJ'II/IC(TPL-/aT 20 v OEH3UIIOB AJTKOXOJI
BBB BOJA 3a MHIKCKIIUH; HATPUCB XUJAPOKCHU W/WIH XJIOPOBOAOPOLAHA KUCCIINHA 3a KOPCKIUA Ha pH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBC-B ]:,IHA OITAKOBKA

HHxeKIMoHEeH pa3TBOp
1 marpon
2 OIAKOBKH C 3 UTJIH 3a MUCAJIKa

5. HAUYUH HA IIPUJIATAHE 4 I—I'bT(I/IHIA) HA BBBEXKJIAHE

[ToaxoxkHO (S.C.) MPHUITOKEHUE
3a ynorpeba camo ¢ mucajKa 3a HHKeKTHpaHe, Hapedena Puregon Pen.
[Ipenu ynoTtpeda mpoyerete JIUCTOBKATA.

6. CHEHP[AE[I_-IO HNPEAYIIPEXKXIAEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
HA CE.CbXPAHSBA HA MSICTO JAJIEYE OT MOIJVIEJA U TOCEI'A HA IEHA

I[a CC.ChXpaHsiaBa HA MACTO, HCAOCTHIIHO 34 [ACIaA.

. APYI' CIIEMAJIHU TPEAYIIPEKIAEHUA,AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
[Ipu Beue npoduTa ryMmeHa MeMOpaHa Ha aTpOHA OT UIJIa MPOAYKTHT MOXKe J1a ObJe ChXpaHsIBaH
MaKCUMYM 28 JTHHU.
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B

CIIEMAJIHA YCJIIOBUSA HA CbXPAHEHUE

CbxpaHenue npu papmaneBTa
Ja ce cpxpansiBa ot 2°C — 8°C (B xmmaguiHuK). Jla He ce 3aMpa3siba.

CbXxpaHeHHe NPH MANUEHTA

Nmarte 1Be BE3MOKHOCTH:

1. [da ce cpxpansiBa oT 2°C — 8°C (B xmaguinHuk). Jla He ce 3ampassiba.

2. Na ce cpxpansaBa 10 25°C enHOKpATHO 3a IEpHOJ OT BpeMe He MOoBeYe OT 3 Mecela.
CpxpaHsBaliTe MaTpoHa B KAPTOHEHATA ONAaKOBKa.

10. CHELUAJIHU OPEIIA3HA MEPKH [TPY U3XBBPJISIHE HA HEU3MOJI3BAHA
YACT OT JIEKAPCTBEHHUTE IMPOAYKTH WJIH OTIAIbYHA MATEPHAIM OT
TSAX, AKO CE M3UCKBAT TAKHBA »
11. MME M AJIPEC HA TIPUTEJKATEJISI HA PASPELIEHMETO 3A YIIOTPEBA
Merck Sharp & Dohme B.V.
Waarderweg 39
2031 BN Haarlem
Hunepnannus
12. HOMEP(A) HA PA3PEIIEHUETO 3A YIIOTPEBA
EU/1/09/510/017
13. TAPTHJEH HOMEP o
ITaptunen Ne
[ 14. HAYWMH HA OTIIYCKAHE
[ 15. VKA3AHMS 3A YIIOTPEBA
[ 16. ~HOOPMAIIHSI HA BPAIJIOBA A3BYKA

lipueTo e ocHOBaHME J1a HE ce BKJIOYM HHpopMalus Ha bpaiinosa a30yka.

|17

YHUKAJIEH HAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JBynsmMepeH 0apKoA ¢ BKIIOYEH YHUKAJICH UACHTH(UKATOP

| 18.

YHUKAJIEH HAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHUYHHN
II'bPBUYHHN OITAKOBKHA

TEKCT BbPXY ITATPOHA Fertavid 300 1U/0,36 ml

‘ 1. NME HA JIEKAPCTBEHUS TPOAYKT U ITbT(MIIIA) HA BbBEKJTAHE

Fertavid 300 IU/0,36 ml umxekius
¢domurponun 6era

S.C.

‘ 2. HAYMH HA TPUJIOKEHUE

‘ 3. JATA HA UT3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, O:’I_l’*j'\/l_ WJIN EAUHUIN

0,480 ml

6. JPYIO

MSD
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA Fertavid 600 1U/0,72 ml 1 maTtpon

‘ 1. NME HA JIEKAPCTBEHUS TPOAYKT

Fertavid 600 1U/0,72 ml nHXeKIuoHeH pa3TBOp
¢domurponun 6era

| 2. OBSBSBAHE HA AKTUBHOTO(UTE) BEHLIECTBO(A)

700 IU pexombunantna @CX axtuHoCcT/0,840 ml
Hetno cpappxanne 600 [TU

3. CIIMCBK HA IIOMOIINHUTE BEINIECTBA

HOMOH_IHI/I BCIICCTBA: 3aXap0o3d, HATPpUECB NUTPAT, L—MCTI/IOHI/IH, HOJ'II/If;(‘/pL-/aT 20 v OEH3UIIOB AJTKOXOJI
BBB BOJA 3a MHIKCKIIUH; HATPUCB XUJAPOKCU] W/WIIH XJIOPOBOAOPOLAHA KUCCIIMHA 3a KOPCKIUA Ha pH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBC-B ]:,IHA OITAKOBKA

HHxeKIMOoHEeH pa3TBOp
1 marpon
2 OIAKOBKH C 3 UTJIH 3a MUCAJIKa

5. HAUYUH HA IPUJIOKEHIEN II'bT(MIIA) HA BBBEXKJIAHE

[ToxxoxkHO (S.C.) MPIITIOKEHUE
3a ynorpeba camo ¢ mucajka 3a HHKeKTHpaHe, Hapedena Puregon Pen.
[Ipenn ynotpeba npoyerere JUCTOBKATA.

6. CIIEIII/IAE[I_-IO HNPEAYIIPEKIAEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
HA CE.CBbXPAHSBA HA MSICTO JAJIEYE OT MOIJIEJA U TOCEI'A HA TIEIA

I[a CC.ChXpaHsiaBa HAa MACTO, HCAOCTHIIHO 34 AClaA.

. APYI' CIIEUAJIHU ITPEAYIIPEKIEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:
IIpu Beue npobuTa ryMmeHa MeMOpaHa Ha aTpOHA OT UIJIa MPOAYKTHT MOXe J1a ObJe ChXpaHsIBaH
MaKCUMYM 28 THHU.
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B

CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

CbxpaHenue npu papmaneBTa
Ja ce cpxpansBa ot 2°C — 8°C (B xnamwiHuK). Jla He ce 3aMpa3siBa.

CbxpaHeHHe NPH NAUECHTA

Nmarte n1Be BE3MOKHOCTH:

1. da ce cpxpansiBa oT 2°C — 8°C (B xnmaguinuk). Jla He ce 3ampassiba.

2. Ma ce cpxpansaBa 1o 25°C eIHOKpATHO 3a MepHOJ OT BpeMe HeE MOoBeYe OT 3 Mecela.
CpxpaHsBaliTe MaTpoHa B KAPTOHEHATA OMAaKOBKa.

10. CHELUAJIHYU OPEANA3HU MEPKH [TPY U3XBBPJISIHE HA HEU3MOJI3BAHA
YACT OT JIEKAPCTBEHHUTE IMPOAYKTH WJIH OTIAIbYHA MATEPHAIM OT
TSAX, AKO CE M3UCKBAT TAKHBA »
11. MME M AJIPEC HA TIPUTEJKATEJISI HA PA3PELIEHHMETO 3A YIIOTPEBA
Merck Sharp & Dohme B.V.
Waarderweg 39
2031 BN Haarlem
Hunepnannus
12. HOMEP(A) HA PA3PEIIEHUETO 3A YIIOTPEBA
EU/1/09/510/018
13. TAPTHJEH HOMEP o
ITaptunen Ne
[ 14. HAYWMH HA OTIIYCKAHE
[ 15. VKA3AHMS 3A YIIOTPEBA
[ 16. ~HOOPMAIIHSI HA BPAIJIOBA A3BYKA

lipueTo e ocCHOBaHME J1a HE ce BKIIIOYM H(opMalus Ha bpaiinosa a30yka.
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YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBynsmepeH 0apkoA ¢ BKIIOYEH YHUKAJICH UACHTH()UKATOP
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YHUKAJIEH HAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CBABPKAT MAJIKUTE EJUHNYHHN
II'bPBUYHHN OITAKOBKHA

TEKCT BbPXY ITATPOHA Fertavid 600 1U/0,72 ml

‘ 1. NME HA JIEKAPCTBEHUS TPOAYKT U ITbT(MIIA) HA BbBEKJIAHE

Fertavid 600 1U/0,72 ml umxekius
¢domurponun 6era

S.C.

‘ 2. HAYMH HA TPUJIOKEHUE

‘ 3. JATA HA NT3TUNYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, O}I_E_Vl_ NJIN EAUHUTIN

0,840 ml

6. JPYIO

MSD
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JAHHH, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT BbPXY KAPTOHEHATA OITAKOBKA Fertavid 900 1U/1,08 ml 1 matpon

‘ 1. NME HA JIEKAPCTBEHUSA TPOAYKT

Fertavid 900 1U/1,08 ml nHxeKIuoHeH pa3TBOp
¢domuropnun 6eta

| 2. OBSBSBAHE HA AKTUBHOTO(UTE) BEHLIECTBO(A)

1 025 IU pexomObunantna ®CX axtuBHOCT/ 1,230 ml
Hetno cvappxanne 900 [U

3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

HOMOH_IHI/I BCIICCTBA: 3aXapo3ad, HATPUCB NUTPAT, L—MCTHOHHH, HOJ'II/IC(TpL./aT 20 v OEH3UIIOB AJTKOXOJI
BBB BOJA 3a MHIKCKIIUU; HATPUCB XUJAPOKCU] W/WIIH XJIOPOBOAOPOgHA KUCCIIMHA 3a KOPCKIUA Ha pH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBC-B ]:,IHA OITAKOBKA

HHxeKIMoHEeH pa3TBOp
1 marpon
3 OIAaKOBKH C 3 UTJIH 3a MUCAJIKa

5. HAUYUH HA IIPUJIATAHE 4 I—I'bT(I/IHIA) HA BBBEXKJIAHE

[HonkoxxHO (s.C.) IPUIIOKEHHUE
3a ynorpeba caMo ¢ HcaJIKa 2d MHXKEKTHpaHe, HapeueHa Puregon Pen.
IIpenu ynorpeba nmpoyerete JIMCTOBKATA.

6. CHEHP[AE[I_-IO HNPEAYIIPEXKXIAEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
HA CE.CbXPAHSBA HA MSICTO JAJIEYE OT HMOIJIEJA U TOCEI'A HA TIEHA

I[a CC.ChXpaHsiaBa HAa MACTO, HCAOCTHIIHO 34 AClaA.

. APYI' CIIEUAJIHU TPEAYIIPEKIEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:
[Ipu Beue npoduTa ryMmeHa MeMOpaHa Ha aTpOHA OT WUIJIa MPOAYKTHT MOXe J1a ObJe ChXpaHsIBaH
MaKCUMYM 28 THHU.
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B

CIIEDMAJIHA YCJI0OBUA HA CbXPAHEHUE

CbxpaHenue npu papmaneBTa
Ja ce cpxpanssa ot 2°C — 8°C (B xmamwiHuK). Jla He ce 3aMpassiba.

CbxpaHeHHe NPH MALUEHTA

Nmarte 1Be BE3MOKHOCTH:

1. da ce cexpansiBa ot 2°C — 8°C (B xmagunHuk). Jla He ce 3ampassiba.

2. Na ce cpxpansaBa 10 25°C enHOKpaTHO 3a IEpHOJ OT BpEME HeE MOoBeYe OT 3 Mecela.
CpxpaHsBaliTe MaTpoHa B KAPTOHEHATA ONAaKOBKa.

10. CHELUAJIHYU OPEIIA3HA MEPKH [TPY U3XBBPJISIHE HA HEU3MOJI3BAHA
YACT OT JIEKAPCTBEHHTE IMPOAYKTH WJIH OTIAIbYHA MATEPHA/IM OT
TSAX, AKO CE M3UCKBAT TAKHBA »
11. MME M AJIPEC HA TIPUTEJKATEJISI HA PA3PELIEHHMETO 3A YIIOTPEBA
Merck Sharp & Dohme B.V.
Waarderweg 39
2031 BN Haarlem
Hunepnannus
12. HOMEP(A) HA PA3PEIIEHUETO 3A YIIOTPEBA
EU/1/09/510/019
13. TAPTHJEH HOMEP o
ITaptunen Ne
[ 14. HAYWMH HA OTIIYCKAHE
[ 15. VKA3AHMS 3A YIIOTPEBA
[ 16. ~HOOPMAIIHSI HA BPAIJIOBA A3BYKA

lipueTo e oCHOBaHME J1a HE ce BKJIIOYM WHpopMalus Ha bpaiinosa a30yka.

|17

YHUKAJIEH HAEHTUOPUKATOP — IBYU3MEPEH BAPKO/I

JBynsmepeH 0apkoi ¢ BKIIOYEH YHUKAJICH UACHTH()UKATOP
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YHUKAJIEH HAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHHU, KOUTO TPABBA JA CBABP/KAT MAJIKUTE EJUHNYHHN
II'bPBUYHU OITAKOBKHA

TEKCT BbPXY ITATPOHA Fertavid 900 1U/1,08 ml

‘ 1. NME HA JIEKAPCTBEHUS TPOAYKT U ITBbT(MIIIA) HA BbBEKJIAHE

Fertavid 900 1U/1,08 ml umxekius
¢domurponun 6era

S.C.

‘ 2. HAYMH HA TPUJIOKEHUE

‘ 3. JATA HA UT3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJIEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, O:’I_l’*j'\/l_ WJIN EAUHUIN

1,230 ml

6. JPYIO

MSD
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JIncroBka: mHpopManms 3a morpeduTesst

Fertavid 50 IU/0,5 ml nn:kekunoHeH pa3TBop
Fertavid 75 1IU/0,5 ml nH:keKIOHEeH pa3TBoOp
Fertavid 100 1U/0,5 ml unkekuuoHeH pa3TBop
Fertavid 150 1U/0,5 ml unkekuuoHeH pa3TBop
Fertavid 200 1U/0,5 ml unkexkunoHeH pa3TBop
¢onurponun oera (follitropin beta)

IIpoyereTe BHMMATEIHO IslJIaTa JJUCTOBKA, IIPEAH /1a 3alI0YHETe A2 U3MO0JI3BATe TOBA

JIEKapCTBO, Thil KAaTO TS ChbAbP KA BaxkHa 32 Bac nndgopmanus.

- 3amaseTe Ta3u JIMCTOBKA. MoXKe Jja c€ HAJIOKH Ja g IPOYeTeTe OTHOBO.

- AKO UMaTe HIKAKBU JOMBIHUTEHN BRIPOCH, onuTaiite Bammus nexap win ¢papmanesT.

- ToBa nekapcTBo € npeanucaHo Ju4HO Ha Bac. He ro npeotcrenBaiite Ha Apyru xopa.I'o Moxe
Jla UM HaBpeId, HE3aBUCHMO Y€ MPU3HALMTE Ha TAXHOTO 3a00IsBaHe ca ChUIUTE KAaTO BAIIUTE.

- AKO NIOIy4YHTe HAKAKBU HEXKEJIAHMU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamusa nexdp wnn
¢apmaneBt. ToBa BKJIIOYBA ¥ BCUYKU BB3MOXKHU HEXEJAaHHU PEAKLUH, HEONHCAHI B Ta3U
JTUCTOBKA. BrkTe Touka 4.

Kakso CbhAbpPiKa Tasu JUCTOBKa

Kakso npeacrasisBa Fertavid u 3a kakBo ce u3mnosssa
Kakso Tpsi0Ba na 3Haere, npenu na usnomnssare Fertavid
Kak na msnonssare Fertavid

BB3MOXHU HEXeTaH! peaKuu

Kak na cexpanssare Fertavid

ChbabppkaHue Ha ONMIAKOBKATa U AOMBIHUTENHA UBWOpPMAaLUs

A

1. Kakso npeacrasiassa Fertavid u 3a xaxBo ce u3noJji3Ba

Fertavid nmxekuuoHeH pa3TBOp ChABPIKA (POTUTPOIIMH OETa - XOPMOH, U3BECTEH OIIE KaTO
¢domukynoctTumynupar XopMoH (GCX).

OCX npuHaIeKU KbM Ipylara Ha TOHAJOTPOIMHUTE, KOUTO UTPAsT BayKHA POJIS 3a IUIOJJOBUTOCTTA
Y BB3MPOU3BOACTBOTO Iipu Hapeka. [Ipu xennre @PCX e He0OX0IMM 3a pacTeka U y3psBaHETO Ha
(honukynute B SHUHALINTE. QOIUKYIIUTE Ca MAIKU KPBIIIA MEXypUeTa, B KOUTO C€ ChIbpKAT
sitiexiietkute. [Ipu mexere PCX e He0OX0aUM 3a TPOU3BOACTBOTO Ha CIiepMa.

Fertavid ce npuiara sa JICYCHUC Ha 6631’[]’[0):[1/16 BBB BCCKHU OT CIICAHUTC CIIydau:

Kenn

Fertavid moxe na ce u3mon3sa 3a npe3BUKBaHE HA OBYJIALIMATA IIPH JKEHU, IPU KOUTO HAMA
OBYJIAIIMSI WJIM KOUTO HE Ca C€ MOBIHUSIIN OT JICUEHUETO C KIIOMU(EHOB ITUTPAT.

IIpu »keHu, KOUTO y4yacTBaT B IPOTrpaMUTE 33 ACUCTUPAHA PEIPOLYKIHS, BKIIOUUTETHO OIUIOKIAHE
ue Butpo (OWB) u npyru metou, Fertavid moske na mpeau3BrKa pa3BUTHE HA MHOKECTBO (DOJTUKYIH
€ITHOBPEMEHHO.

Mnbike

HpI/I MBIKE, KOUTO Ca 663HJ’IO,Z[HI/I B PC3YJITAT HAa MOHWXKXCHU XOPMOHAJIHA HHUBA, Fertavid mosxe Ja ce
H3IM0JI3Ba, 3a 1a CC CTUMYJIUpa o6pa3yBaHeTo Ha criepma.
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2. Kakso Tpsa6Ba na 3Haere, npeau aa usnouassare Fertavid

He m3noiasBaiite Fertavid

AKko:

o CTe aJIepruuHH KbM (QOIUTPONUH OeTa WM KbM HAKOS OT OCTaHaIUTe cheTaBKU Ha Fertavid
(136poeHu B TOUKa 6).

o UMaTe TYMOp Ha SHYHHLUTE, I'bpJaTa, MaTKaTa, TECTUCHTE WX MO3bKa (XurnoduzaTa miu
XHUIIOTaJaMyca)

o uMate TeXKO WIN HePelOBHO MEHCTPYAIHO KbPBEHE M IPUYMHATA 332 TOBA HE € YCTaHOBEHA

o siiuHunnTe Bu He QyHKIMOHMpAT mopay 3a00JisiBaHe, HAPEUCHO MbPBUYHA THYHUKOBA
HEIOCTaThYHOCT

o UMaTe KUCTU Ha SIMYHUIINTE WU YTOJIEMEHHU SIMYHUIH, KOUTO HE C€ JbDKAT Ha CHHAPOM-Ha
nonukrcto3Hute siaaniy (CITKS)

o UMaTe yCTAaHOBEHH Maj(popMalny Ha MOJOBUTE OPraHH, HECHbBMECTUMH C HOPMaJiHa
OpeMeHHOCT

o umate GUOPOHIHN TyMOPH Ha MaTKaTa, KOUTO ca HECHbBMECTUMH C HOPMaITH@ OPEMEHHOCT

o CT€ MBX M CTE CTEPUJICH MOpa Iy 3a00JIsIBaHe, HAPSUCHO TbPBHYHA TECTUKYTHA
HEeIOCTAaThYHOCT.

Ipenynpe:xaenusi 1 npeana3sHul MepKH

T'oBopete ¢ Bamus jekap, npeau na usnonssate Fertavid, ako:

®  HJKOTa CTC MMAJTK aJIePIHYHA PEAKIUS KbM HIKOU aHTHOMOTUIY (HCOMUIIMH /K
CTPETITOMHIIVH )

e  UMaTe HeleKyBaHH MPoOJIeMH Ha XUMOo(U3HATA KITE3a HITH XUIOTATIaMyca

e  UMaTe MOATHCHATA (YHKIIMS Ha IIUTOBHIHATA Ji/iC3a (XUTOTHPEOUTUZHM )

e  HanOBOpeunute Bu xiie3n He QyHKIIMOHUPAT TPABWITHO (aIPCHOKOPTUKATHA HEJIOCTATHYHOCT)

®  UMaTe BHCOKH MPOJIAKTHHOBU HUBA B KPBETa (XUIIEPIIPOTAKTHHEMUS] )

e  uMare Ipyru 3a00naBaHus (HAIPUMED, AMA0ET, ChPACUHO 3a00ISIBAHE WIH IPYTO XPOHUIHO
3a00J1BaHe)

Axko cme acena:

Cunopom na osapuanna xunepcmumynauusn (COXC)

Bammwsr siekap peloBHO Jiie.ciieqir epeKTHTE OT JISYEHUETO, 3a J1a MOXKe Jia n30epe TouHarta 103a
Fertavid. PenoBno me. By Gb/1c MpoBEXIaH yATPa3BYKOB CKPUHHHT Ha SIHYHUIINTE. BammsT nexap
MOYKE CBIIO J]a N3CHO/{BAd HUBOTO Ha XOPMOHUTE B KpbBTa. TOBa € MHOT'O BaXKHO, ThH KaTo
NpUIIaraHeTo HaABupiae Bucoka go3a CX moxe na nqoBesie 10 peAKH, HO CEPHO3HHU YCIOKHEHHS,
NPY KOUTO SHYHUIIUTE ca TMPEKAICHO CTUMYJUPAHH U pa3BUBAIIUTE ce (POIMKYIIN HapacTBaT MOBeYe
0T HOPMaTHOTO. ToBa cCeprHO3HO 3a00JsIBaHE Ce HApUia CHHPOM Ha OBapHallHA XUIIEPCTUMYJIAIHS
(COXC).83 penxu ciydan octpusat COXC moxe na Obje xxuBorosactpamagail. COXC Moxe aa
JIOBEZC /10 BHE3AIHO HATPYIIBAHE HA TEYHOCT B CTOMAaxa M 00JIacTTa Ha TPBJHHS KOIIl, H MOXeE Jia
npéan3BrKa o0pa3yBaHe Ha KpbBHH cheupelid. CBhpikeTe ce ¢ Bamms iekap He3abaBHO, ako
3dDCIIeKNUTE CUITHO TTOTyBaHE Ha KopeMa, O0JIka B 00J1acTTa Ha cToMaxa (Kopema), TajicHe,
[IOBpBIIaHe, BHE3AITHO HA/IZIABaHE HA TETJIO [TOPaJId HATPYIBAHE HA TEUHOCTH, AUAPUS, HAMAJICHO
YpUHUPaHEe WIK 33yX (BWXKTe olie Touka 4 ,,Bb3MOXKHHI HeXellaH! peakinn’”)

-> Pe1oBHOTO TIpocieasBaHe Ha pesyiraTute ot jJeueHrero ¢ GCX momara aa ce mpeAoTBpaTH
OBapHaHaTa XUIEePCTUMYJIalusl. AKO MMOYyBCTBaTe OOJIKH B KOpeMa, KaKTO U aKo CE MOSBST TAKHBA
HSIKOJIKO JTHH CJIE]] IPHUJIaraHeTo Ha IOCIeIHATa WHXKEKIINS, He3a0aBHO ce CBhpKeTe ¢ Bamus nekap.

Mnozonnoona dpemennocm uau epooeHu maigopmayuu

Crnen neuenue ¢ FertavidronagoTponuH-chABpIKaIIH IPOYKTH, UMa IMTOBUIIIEHA BEPOSTHOCT
OpeMeHHOCTTa J1a € MHOTOIUIOAHA, JOPH aKo B MaTKaTa 0bJie BbPHAT CaMo €IMH eMOPHOH.
MHuorommonHuTe OPEMEHHOCTH HOCST MOBHINIEH PUCK 3a 3/[paBeTO Ha Malikara 1 HelHuTe Oebera
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OKOJIO BpeMeTo Ha paxaane. OCBeH TOBa MHOTOIJIOAHN OPEMEHHOCTH U XapaKTEPUCTHKH Ha
NAalUEHTHTE, JEKYBaHH 3a CTEPHIIUTET (HAIp. Bb3pacT Ha KeHaTa, XapaKTePUCTUKHU Ha CliepMara,
TeHETHYHUAT (JOH Ha JBamMaTa pOJUTEIN) MOTaT 1a ObAaT CBBP3aHH C IIOBHUIIEH PUCK OT BPOACHH
MasihopManuu.

Ycnoosrcnenun npu opemennocmma

Hauuite e Jieko MoBHIIIEH PUCK OT U3BbHMATOYHA OpeMEHHOCT (eKTonu4yHa OpeMeHHocT). Eto 3aro
Bammwsr siekap 1ie HanpaBu paHEH YITPa3BYKOB MPETJIE], 32 Jia U3KIF0YH BE3MOXKHOCTTA 32
W3BbHMATOYHA OPEMEHHOCT.

[Ipu >xenu, 3a0pemeHemny cien jJeueHne Ha 6e3IIoAne, pUCKbT OT CIIOHTaHEeH adopT € JIEKO MOBHIIIEH.

Kpuveen cvcupex (mpomoosa)

Jleaenueto c Fertavid, kakTo u camaTa OpeMEHHOCT, MOKE J1a TOBUIIN PUCKA 32 Pa3BUTHE HA KDBBEH
cheupek (Tpomb0o3a). TpomOo3ara mpecTaBisaBa 00pa3yBaHe Ha KPbBEH ChCHPEK B KPHbBOHOCHHUTE
CBHJIOBE.

Kp"bBHI/ITe ChCUPCLU MOT'aT Ja NpCAU3BUKAT CCPUO3HU 3360H$[BaHI/I$I, Karto:

. 3aryniBaHe Ha KPbBOHOCHU ChHJIOBE B Oennte apoOoBe (OermoapodHa emOonnst)

o HHCYIIT

o WHPAPKT

o npoOJeMu ¢ KpbBOHOCHUTE ChI0BE (TpoMO0GieOnT)

o JIMIICA Ha IPUTOK Ha KPBB (Ab100Ka BEHO3HA TpoMO03a), KOETOMOXKe Aa JoBeae A0 3aryda Ha

pBKa WM Kpax.

MOJ'IH, O6C’L,I[CT6 ToBa ¢ Bamms JICKap, nNpeau aa 3ario4YHeTC IICICHUCTO, 0Cco0CHO:

L4 aKO BCYC MMATC NMOBUIIICH PUCK 3a PA3BUTUC HA TP HYM003a
L4 axo Bue nnu Bam POAHHUHA HAKOTa CTC UMAJIN '1‘1’1()M6O3a
L4 aKO CTC CbC 3HAYUTCIIHO HAAHOPMCHO TCIJIO:

Ycykeane na aiiunuyume

YcykBaHe Ha SHYHUALIMTE BH3HUKBA Clie JieGCHUE C TOHAOTPOIIMHY, BKIIOUnTENNHO ¢ Fertavid.
YCyKBaHETO Ha AMYHUIIUTE MPEACTABIIEa N3BUBAHE Ha IHYHUK. MI3BUBaHETO Ha AMYHUKA MOXKE J1a
MpeIM3BHKa MPEKbCBAHE Ha KPHBOCHAOISIBAHETO MY.

I'oBopere ¢ Bammst nexap, npeiy Ja U310J3BaTe TOBA JIEKAPCTBO, aKO:

- HSIKOTa CT€ MMM CUHAPOM Ha oBapuayiHa xunepcrumyianus (COXC)
- cTe OpeMeHHa WK CMsTaTe, 4e MOXKe Ja cTe OpeMeHHa

- Bu e mpaBeHa croMariHa (KOpeMHa) orepanus

- HSIKOTa CTE MMAIN YCYKBaHE Ha SHYHHUK

- CTe UMaNM WIK UMaTe KUCTH Ha SIMYHUK WIH Ha SIYHULUTE

Tymopu sig maunuyume u Ha Opy2u Op2aHu 0M PenpoOyKMUGHAMa CUCmema

Cro0miaBd ce 3a TYMOPH Ha SIHYHUIMTE W HA IPYTH OPTraHd Ha PENPOAYKTHBHATA CUCTEMa TIPH JKCHH,
KOouT0.ca JIeKyBaHH 3a Oe3rioaue. He e U3BeCTHO ajiy Ie4eHUETO C JIEKapCcTBa 3a MoAIoMarane Ha
320peMCEHSIBaHETO MTOBHINIABA PUCKA 33 B3HUKBAHE HA TE3W TyMOPH IIPH KEHU C OE3ILI0UE.

Jpyru 3a6oasBaHus

B nonmbnHenue, mpeay Ja 3armoyHeTe NpUIOKEHHETO Ha TOBa JIEKapcTBO, nHpopMupaiite Bamms
JeKap, axo:

- cTe OMIIM MpeaynpeaeHu OT Jiekap, ue OpeMeHHOCTTa MOXKe Jia € onacHa 3a Bac.
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Ako cme mworc:

Muworce ¢ npexaneno eucoku Huea Ha @CX ¢ Kpvema

[ToBumennTe HuBa Ha @CX B KpbBTa ca MPU3HAK 32 YBpEXkJAaHEe Ha TeCTUCHTE. B TakuBa ciryyau
Fertavid He moxe na Obae ehekTuBeH. 3a fa ce npociieau e(peKTUBHOCTTA Ha JIeUeHHETO, Bammusar
JieKap IIe npernopbya jga Bu Ob/ie HanpaBeH aHaiu3 Ha criepMara, 4 1o 6 Mecelia ciell Ha4ajloTo Ha
JICYEHUETO.

Jpyru aexapcrBa u Fertavid

WNudopmupaiite Bamms nexap wmu papmanieBT, ako mpuemMare, HaCKOpo CTe MPUEMaIIH HITH €
BB3MOJKHO J1a IPUEMETE APYTH JIEKAPCTBA.

Axo Fertavid ce npunara eTHOBpeMEHHO ¢ KIIOMH(EHOB IIUTPAT, TOBA MOKE JIa IIOBUIIHU eexra My.
Axo e onn npunarad GnRH aronuct (JiekapcTBo, 3a Ipe0TBpaTsIBaHe Ha MpeXxaeBpeMeHHA
OBYJIaIus ), 1Ie ca HeoOX0 MU To-BUCOKH No3u Fertavid.

BpemeHHOCT M KbpMeHe

ITochBeTBaiiTe ce ¢ Bamus nekap wiu papMalieBT npeau ynorpedaTa Ha KGeTo U 1a € JIEKapcTBO. AKO
cTe OpeMEHHa WM cMsTaTe, Y€ MOXKe J1a CTe OpeMeHHa, He TpsiOBa fa u3iioiiBate Fertavid.

Fertavid moxxe 1a moBiusie IpoayKIuATa Ha MiIsiko. Maiiko BepositHo ¢ Fertavid na npemune B
MaliunHaTa KbpMa. AKO KbpMHTE, yBenoMeTe Barus nexap npemiaaa usnonssate Fertavid.

Ilo¢upane u padoTa ¢ MAIIUHU
Mauiko BepostHo ¢ Fertavid na nosnusie cmoco6HocT1a. By 3a modupane wind padbota ¢ MaluHH.,
Baskna nHgopManus 0THOCHO HSIKOM OT cheraskuTe Ha Fertavid

To3u IpoIyKT ChIbpKa MO-Mako oT 1 mmol Hatpwuii (23 mg) B enHA WHXKEKIUS, T.€. TOH
MPaKTHYECKU HE ChAbprKa HATPUH.

Jena
B pamkuTe Ha 0JJOOPEHOTO Tigka3aHUe HAMa ChOTBETHO NMpuioxeHue Ha Fertavid mpu nema.

3. Kak na n3noiasBare Fertavid

Bunaru usnomnzraiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e kazan BamusT nekap. AKo He cTe CUTYpHU B
HEIllo, nmoniante Bamms nexap uin GapmarierT.

Jo31ipoBKa IpH KeHH

Bamiuar nexap mie onpenenu HadanHata Bu mo3a. Ts moske 1a 6b1¢ KopurupaHa o BpeMe Ha
JiedeHUeTo. JlOIMbIIHUTENHN JaHHU 33 X0/1a Ha JICYEHUETO ca JaJCHH M10-10Iy.
TNomstmoTo pazHooOpasue o OTHOIIEHKE Ha MOBIHABAHETO Ha SHYHUIIUTE NpH JieueHne ¢ PCX mpu
Pa3IMYHUTE KEHU IIPaBU HEBB3MOXKHO OIPEAECIISHETO HA €/1HA YHUBEPCAJIHA 034, IOAX0AA11a 3a
BCHYKH. 3a JIa ce OIpe/IeNId ONTHMANTHATa JI03a, Bamust nekap e nmpocieasiBa GOITUKYITHHS PACTEX
ype3 yTPa3ByKOB CKPUHHUHT U U3MEPBAHE HUBATA HA €CTPaJAroi (KEHCKH ITOJIOB XOPMOH) B KPBBTA.
. Lpu orcenu ¢ aunceawa ogynayus
Hauannara no3sa ce onpenens ot Bammus nekap. T4 ce npuiiara B NpoAbJKEHUE HA TTOHE CEJIEM
JHU. AKo NIuIICBa MOBIUSIBaHE Ha ﬂﬁ‘lHI/IHI/ITC, JHEBHATa 103a CC ITOBHIIIaBa ITIOCTCIICHHO,
JOKaTo q)OJ'II/IKy.]'IHI/ISI PpacTeXK WK IJIa3MCHUTC HUBA Ha €CTPAJUOJI HE IMOKAXAT MOAXO0AAI0
noBiusiBaHe. JlocTurHarara JHEBHA 1032 CE€ MOLAbPIKA, JOKATO CE MOSIBU IIOHE €IUH 3Pl
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($honuKys cbC chOTBETHU pazMepu. OOGMKHOBEHO ca JocTaThuHu 7 10 14 nHu Ha neuenue. Cuexn
ToBa jieyeHueTo ¢ Fertavid ce cnmpa, a oBynanuara ce HHIYLUPa Ype3 MpujlaraHe Ha YOBEIIKH
xopuonronagotponus (uXI').

. Meouyuncku npoepamu 3a acucmupana penpooykyus, kamo Hanpumep OUB
Havannata no3a ce onpezens ot Bamms nekap. Ts ce npuiiara 3abIKATENHO NPE3 IbPBUTE
yetupu aau. Criex ToBa, 1o3ara Bu Moxe n1a Obae KOpUrupana B 3aBUCUMOCT OT MOBIIMSIBAHETO
Ha aiuaunute Bu. [1py Hanumuue Ha noctaThyHO (ONMKYIHM C aieKBaTeH pa3Mep KpaiiHata ¢asza
OT y3psiBaHETO Ha (QONMKYIUTE ce MHAYLHpa ype3 npuiarane Ha uXI'. Bzemanero Ha
STAIEKIICTKUTE Ce OChIecTBsIBa 34-35 yaca cies ToBa.

Jo3upoBKka npu Mbike

Oo6wuuaiino mpennucsanara fgo3a Fertavid e 450 IU ceqmuuHO, Haii-uecto kato Tpu no3u o 150 1U B
koMOuHanus ¢ npyr xopMoH (uXI'), B mpogbmkeHne Ha rmoHe 3 1o 4 mecena. [lepnonbT Ha JicueHHE ©
paBeH Ha BpeMeTo, HeoOX0IMMO 3a 00pa3yBaHe Ha criepMa U BPEMETO, 32 KOETO MOXKeE J1a.Ce OaKBa
nonoOpeHre. AKO He € 3aII0YHaII0 00pa3yBaHe Ha CIiepMa CJIe]] TO3U NIEPUO/I, JICUSHHEeTOMOXKe J1a
npoabiku 1o 18 mecena.

Kak ce mocTaBAT HH:KeKIuuTe?

[IspBaTa nmkekuus Fertavid TpsiOBa na Obae HampaBeHa caMo B IPUCHCTRUETO HA JIEKAp WK
MEAMIMHCKA CECTpa.

Wmxekuuute ce moctaBsAT 0aBHO MYCKYJIHO (HApUMeEp B CEAATHIIHNA MYCKYJI, 0IPOTO MU
MUILIHHUIATA) WIK TOAKOXHO (HAaIpUMep B JOJTHATA YacT Ha KOpEMa).

Koraro umxkekuusira ce mocrassi MyCKyJIHO, HH)KEKTUPaHETd Tps0Ba 1a ce M3BBbpIIBA CaMO OT JieKap
WJIM MEIUIMHCKA CEeCTpa.

Korarto nakeknusara ce mocTass IOAKOXKHO, B HIKOU Y YAl HHKEKTUPAHETO MOXKE 1A C€ U3BBPIIU
ot Bac niu Bamms naptapop. Bamust nekap me Bi1 pHcTpykTupa Kora 1 Kak a craBa ToBa. AKO
camu noctasste nmwkeknuute Fertavid, cneaBaiite nHCTpYKUMUTE 3a yroTpeda B ClIeABALIMS pa3ie,
3a ga npuwioxute Fertavid mpaBuiiHO U ¢ MUBUMAJICH AUCKOMQOPT.

HNHcTpykuum 3a ynorpeda

Cmuwnxa 1 — I[looecomoexa na cnpuHyoskama

[Ipu npunoxxenunero Ha Fertavid TpsOBa na u3mos3Bare CIpUHIIOBKY U MIJIM 32 €JHOKpAaTHA yHOTpeoa.
O0eMbT Ha CIIpUHIIOBKATa TPHOBa 1a € JOCTAaThYHO MATBK, 32 [Ja TO3BOJIM MAaKCUMAJIHO TOYHO
nosupane Ha Fertavid.

Fertavid nmxekuuoHeH Pa3TBOP ce J10cTaBs B CThKIIEH (prakoH. He m3nonssaiite pa3rBopa, ako Tor
ChIbpiKa HEpa3TBOPEIN YaCTHLIM WM He € OucThp. Hall-nanpen TpsiOBa Ja OTCTpaHUTE KanmaykaTa Ha
¢makona. Cl0KETE Mryla Ha CIPUHIIOBKATa U MPo0OJeTe TyMeHaTa 3anmyiaika Ha ¢uiakona (a.).
Wsrernere pazrropa B cpuHIoBKaTa (b.) U clie U3BaXAAHETO 1 OT (iakoHa 3aMEHETE UrJiaTa ¢
Jpyra cTepuiIHa uria 3a nmxekTupane (c.). Cien ToBa XBaHETE CIIPUHIIOBKATA B MOJIOKEHHE C UTJIaTa
Harope//{I¢Ko MoTymnanTe mo peseppoapa. AKO UMa Bb3AYIIHU MEXypUeTa, Taka Te IIe Ce MPUIBIKAT
Harope; cijel ToBa HaTHCHETE OyTaJloTO JOKATO TE3U MeXypueTa ObAaT OTCTPaHEHH OT CHPUHIIOBKATA,
a & Hest octane camo pa3TBopbT Fertavid (d.). Ako e HeoOxoUMO, OyTaIOTO MOXKe J1a Ob/Ie HATUCHATO
JIOITBIIHUTEIHO, 32 Ja Ce Harjlacu KOJMYECTBOTO Ha Pa3TBOPa, KOETO Iie Obae HHKEKTHPAHO.

a. b. c. d.

©
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Cmvnka 2 — Macmo na unscexmupane

Haii-noaxonsamoTo MsIcTo 3a HOAKOXKHO HHXEKTHPAHE € B JJOJIHATa YyacT Ha KopeMma OKOJIo ITbma (€.),
KBJETO UMa rojisiMa K0’KHa I'bHKA M MHOTO IIOJIKO’KHA MacTHA ThKaH. MACTOTO Ha BCsKa cIeABalla
WHXKEKLUS TpsiOBa JIEKO J1a ce MPOMEHS BCEKU ITbT.

BB3M0OXHO € MH)KEKTHPAHETO J1a Ce NIpaBu U Ha APYTH MecTa. BammaAr nexap win MEAULIMHCKA CECTpa
me Bu nndopmupar 3a Tosa.

Cmwnka 3 — I[loocomoska na msacmomo

Hsixonko nexu moTynBaHus MO MACTOTO HAa MHXKEKTUPAHE 11I€ CTUMYJIHPAT MAIKUTE HEPBHU
OKOHYAaHMS B KOXaTa U 1€ HaMaJAT O0JKaTa OT yOOXKIaHeTo Ha uriara. M3muiite ppuere cu u
MOYUCTETE MACTOTO Ha WHXKEKTHpaHe ¢ Je3nHekTanT (HanpumMep xiopxekcuans 0,5 %), 3a na ce
OTCTPAHAT MOBBPXHOCTHHUTE OakTepuu. [louncreTe KOkaTa B pagnyc OT 5 CAHTUMETPa OKOJIO MACTOTO
Ha WH)KEKTUPaHe, KaTO OCTaBHUTE JAC3MH(EKTaHTA J]a M3ChXHE IMOHe | MUHYTa, TIPeu 1a WHXKEKTUPATE.

Cmwvnka 4 — Bveeowcoane na uznama
CrucHeTe Manka KokHa TpHKA. C ApyraTta phKa BKapaiite uriata mof brea 90 rpamyca, ciapsamo
MOBBPXHOCTTA HAa KOKaTa, KAKTO € TI0Ka3aHo Ha KapTuHkara (f.).

e. f.

Cmuvnka 5 — IIposepka na npasunnomo nonodcenue ha unama

AKO TI0JIO’KEHHETO Ha UIjiaTa € MPaBUiIHO, U3AbPIBaieTo Ha OyTanoTo Ha3ax e Obae 3aTpyIHEHO.
AKO B CIIpUHIIOBKAaTa ce€ 3acMyue 00paTHO KPbR, TOBa O3HA4YaBa, Uue UIJIaTa € IoNaJHala BbB BEHO3EH
WM apTepHalieH CbJ. AKO TOBa C€ CIIy4H, M3B3/IeTe COPUHIIOBKATa, TOKPUHTE MACTOTO Ha
WH)XEKTHPAHE C TAMIIOH, HAIIOEH C JE3UHCKTaHT, U IPUTUCHETE; KbPBEHETO 1€ IPECTAHE CIE]
MHUHYTa Wi ABe. He u3non3BaiiTe NoBe4€ TO3M pa3TBOP. 3allOUYHETE OTHOBO OT cimwnka 1,
M3M0JI3BaliKi HOBA UTJIa U CIPUHLIOBKA M HOB (akoH ¢ Fertavid.

Cmuvnka 6 — Huoicekmupanena pasmeopa
[Ipunaraiite 6aBeH 1 OCTOSHEH HATUCK BBPXY OYTaJIOTO, 32 1a MOXKE Pa3TBOPHT Ja ObJIC MPaBUIHO
WH)KEKTUPaH, 0e3 1a ce-HAPAHAT KOKHUTE ThKaHU.

Cmuvnka 7 — Omémpanagane Ha CHPUHYOBKANA

W3Bagere cipiiHoBKaTa ObP30 M MPUTUCHETE MACTOTO HA HHXKEKTUPAHE C TAMIIOH, HAIIOEH C
nesuHdexnanT. bes ga MmaxaTe TammnoHa, MacaXupanTe JIEKO MSCTOTO Ha MH)KEKTUpaHe, TOBA I1IE
CIIOMOTH® ?a pa3HacsiHeTo Ha pa3TtBopa Fertavid u me o0nekun nuckoMpopTa OT HHKEKTHPAHETO.

HéuztionsBanusar pa3tBop TpsiOBa J1a ce U3XBBPIIH.
He omecnaiite Fertavid ¢ apyru aekapcTBeHH NPOLYKTH.

AKO cTe H3I0JI3BAJIH NOBeYe 0T HeoOxoanMmaTta no3a Fertavid
YBenomere Bamus nexap HezabaBHO.
Tebpae Bucoka no3a Fertavid Mmoske na npuunan xunepectumynanus Ha siununure (COXC). Tosa

MOJKe Ja ce TPOSBU KaTo 0oJKa B KopeMa. AKo Te3u 00JKkH B kopema Bu npurecHsBar, He3abaBHO
yBenomeTe Bamus nekap. Bukre cbiio u Touka 4. ,,Bb3MOXKHU HEXKEIaHU PEaKLUU .
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AKo cTe npomycHauu aa usnoJssare Fertavid

AKO CTe NpOITyCHAJIM €/IHa 1033, He IIpUJIaraiiTe 1BOMHA 1034, 3a Ja KOMIIEHCUpPATE IpOIyCcHaTAaTa.
-> Cbpikere ce ¢ Bamms ekap.

AKO UMaTe HIKAKBU JOIBIHUTENHN BBIPOCH, CBBP3aHHU C YIOTpedaTa Ha TOBa JICKapCTBO, MOMUTAiTe
Bamms nexap.

4. Bb3MOKHU HesKeJIAaHH peaKIuu

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKC 1a MPCANU3BHUKA HCIKCIIAHU PCAKIINHN, BBIIPCKU YCAIC
BCCKH I' [I0JTy4aBa.

Cepuo3HH HexkeJIaH! peaKnMu NPH KeHn

VYcnoxnenue npu gedennero ¢ PCX e xunepcTuMynanusd Ha SHYHANNATE. CBPBXCTUMYJIAIUATA HA
SIAYHULIUTE MOXeE J]a ce pa3Bue 110 3a00sIBaHe, HAPEUCHO CHHAPOM HA OBApPHAJHATA
xuneperumyaauusa (COXC), koero Moke J1a ObJie cepro3eH MEAULUHCKH MPo0aeM. PUCKBT Moxe
Ja ObJe HaMalleH Ype3 BHUMATEHO MPOCIeIsBaHe Ha Pa3BUTHETO Ha (GONMKYJINIE IO BpeMe Ha
neyenneTo. Bammst nekap me Habmoaasa situHunuTe Bu upes3 yaTpasByk, 24 jla mpocienu
BHUMATEJIHO Opost Ha 3peemuTe GoMuKyau. BamusaT nexkap Moxe ChIo. [a M3CieBa HUBaTa Ha
XOPMOHHMTE B KpBBTa. [IbpBUTE cuMnTOMHU ca 0oJKa B KOpeMa, rafieHewin auapus. [Ipu mo-Texkute
CIIy4ad CUMITOMUTE BKJIIOUBAT U YroJeMsIBaHe Ha SHYHULUTE, ChOMpaHe Ha BOJa B KOpEMHaTa
KyXHMHA W/WIU IPBIHUA KOUI (KOETO MOXKE 11a IPEIU3BUKA BHE3ATHO HAaIbIHABAHE MOpaau
HATpyIBaHE Ha TEYHOCTH) U MOsIBaTa Ha KPbBHU ChCUPELH B KPBBOOOPAIIECHUETO (BHKTE
[IpenynpexneHus u npeanazHd MEPKH B TOUKa 2).

-  HesabaBHo ce cBbpikeTe ¢ Bamms siekap, ako ce 10sB1 00JKa B KOpeMa WK HAKOH OT IpyruTe
CUMIITOMH Ha OBapHajHa XUIEPCTUMYyJalHs, KaKTO M \AKO TOBA CTaHE HAKOJIKO JHH CIEJ MOCIeAHaTa
WH)KEKIIHSL.

Axko cme orcena:

YecTu HexkeTaHM peakuuu (Mo:xe aa gacernar 10 1 ma 10 xymm):

- I'maBoGonue

- Peakuun Ha MACTOTO HAa MHIKCKTHPaHe (KaTo HAIpUMEp CUHUHM, 00JIKa, 3auepBsiBaHe, OyBaHe
U ChpOEK)

- Cunzpom Ha oapuaita xunepctumynanusa (COXC)

- bonxka B Taza

- Bonka B kopema w/iiu noxyBane

HeuecTu He:xkenanu peakun (Moske aa 3acerHar 10 1 Ha 100 xymm):

- Ormutakeanvisi, CBbp3aHy C ThPAUTE (BKIFOUUTEIHO YyBCTBUTEITHOCT)

- Juapus, 3anek wim AuckoM@opTt B Kopema

- VronemsiBaHe Ha MaTKaTa

- Tajene

- Peaknnu Ha cBpBXUYBCTBUTETHOCT (KaTO HAIIpUMEp OOPUB, 3a4epBSIBaHE, YPTUKAPUS U CHPOEIK)
- Kuctu Ha sifyHUIIMTE WK yToJieMsIBaHE HA SHYHHUIIATE

- OBapuanHa Top3us (yCyKBaHe Ha SHYHUIIATE)

- BarunanHno kppBeHe

Penku HexenaHu peaknuu (Mo:xe fAa 3acerHat a0 1 na 1 000 xymm):
- KpwBHU chenpenn (ToBa MOKe CBHIIO Ja C€ CIIYYH U KOTaTO HAMa HEeXKeIaHa XUIIePCTHMYIIAIns

Ha aiyHuImTe, BIKTE [Ipeaynpexxaenns u npeanasHu MEpKU B TOUKa 2).

Hma C’LOGH.I@HI/ISI U1 3a Clly4au Ha U3BbHMATOYHA 6peM6HHOCT (eKTOHI/I‘lHa 6peMCHHOCT), CIIOHTaHCH
a60pT WM MHOTOIIJIOAHHU 6peMeHHOCTI/I. Cwmsra CC, 4C TC3HU JICKApCTBCHU PCAKIIUN HC Ca CBBP3daHU C
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npunokenuero Ha Fertavid, a ¢ TexHonorusTa 3a acuctupana penpoaykius (APT) nin nocneaaimara
OpeMeHHOCT.

Ako cme mwvorc:

YecTu HexkeTaHHM peakuuu (Mozxe aa 3acerHar 10 1 ma 10 xymm):

- AxHe

- Peakuun Ha MACTOTO Ha MHXXEKTHpaHe (KaTo HapUMep BTBBpIsSBaHE U O0JKa)
- I'maBoGomnue

- Oo6pus

- YBennyaBaHe Ha I'bPIUTE

- Kuctn B Tectucure

Cpo0maBaHe Ha HeKeJIAHU PeaKIuu

AXO ToTyynTe HAKaKBU HEKEJIAHH JISKApCTBEHH Peakiuy, yBeomere Bammms nekap nim ¢apmalienT.
ToBa BKJIFOYUBa BCHYKM BH3MOKHU HEONHCAHH B Ta3H JHCTOBKA HEXXEJIAHH peakiuu. MokeTe ¢hIIo 1a
ChOOIINTE HEXKETaH! PEaKIMH AUPEKTHO Ype3 HAI[HOHAIHATA CHCTEMa 33 ChOOIIaBaHe, I0CoYeHa B
Ipunoxenue V. Kato cro0maBare HeKeNlaHN PEaKIuy, MOXKETE Ja IaIeTe CBOS MIPUHGC 3a
HOJTyYaBaHe Ha MOBeYe HH(POPMAIHs OTHOCHO 0€30IacHOCTTa Ha TOBA JIEKAPCTBO:

5. Kak na cexpansBare Fertavid
[la ce cpxpaHsBa Ha MACTO, HEOCTBITHO 3a Jela.

CbxpaHenue npu papmaneBTa
Ja ce cpxpansBa ot 2°C — 8°C (B xnanwiHuK). Jla He ce 3ampassiba.

CbxpaHeHHe NPH NAUEHTA

Nmarte 1Be BE3MOKHOCTH:

1. Ja ce cpxpansiBa ot 2°C — 8°C (B xnapuiiHuK). Jla HE ce 3aMpassiBa.

2. Ha ce cpxpanssa go 25°C (craifHa TeMuepaTypa) €THOKPATHO 32 IEpHO OT BpeMe He MoBede
oT 3 Mecera.

Ot0enexere natara, Ha KOATO 3all04uRate Aa cbxpansaBaTe Fertavid U3BbH XIaauIHUK.

CexpansBaiiTe QuiakoHa(uTe) B KapTOHEHATa OTTaKOBKa.

CoappxanneTo Ha (haKkoHa Tpga0Ba Ja ce yIoTpeOu BegHara ciej mpoOWBaHETO HA TyMEeHATa
3amynaiKa.

He u3nonsBaiite FertavidiCnen cpoka Ha rogHoCT, 0TOCIA3aH BBpXY eTukeTa cieq “EXP” u Bppxy
KapToHeHaTa onakeBka cien “I'omen 10:”. CpokbT HA TOAHOCT OTTOBapsl Ha MOCIEAHUS ACH OT
IIOCOYCHHS MECeil.

He u3xBppimiiiTe nexkapcTBaTa B KaHATM3aIUATA WM B KOHTEHHEpa 3a JOMAIIHA OTIIA bIIH.
[Monutarite Bamms (apmareBT kak 1a U3XBBPIISTE JIEKapCcTBaTa, KOUTO Beue He u3IosBare. Te3u
MEpKH {Ile CIIOMOTHAT 3a OMa3BaHe Ha OKOJIHATA Cpeia.

6. Chbabp:kaHue HA ONIAKOBKATA W AONbJHUTEHA HHPOPMALIHA

Kakso ceabpaxa Fertavid

AKTHBHOTO BEIIECTBO (POTUTPOIHH OeTa.

Fertavid 50 1U/0,5 ml nH»XEKIIMOHEH pa3TBOP: BCEKH (PIIAKOH ChABPKA AKTUBHOTO BEIIECTBO

(hommTpornuH OeTa - XOpMOH, U3BeCTEH KaTo (homkynoctumyupar xopmoH (OCX) B konmnyecTBo
50 IU B 0,5 ml BozieH pa3TBop 3a (hiaakoH.
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Fertavid 75 1U/0,5 ml nH>XeKIIMOHEH Pa3TBOP: BCEKU (PIIAKOH ChIBPIKA AKTUBHOTO BEILIECTBO
(donmutpornun 6eTa - XOpMOH, U3BecTeH KaTo (onukynoctumynupan xopmoH (PCX) B KoauuecTBo
75 IU B 0,5 ml BozeH pa3TBop 3a (prakoH.

Fertavid 100 IU/0,5 ml uHXeKIIMOHEH pa3TBOP: BCEKH (IIAKOH ChABPKA AKTUBHOTO BEIIECTBO
¢donutpornuH 6eTa - XOpMOH, U3BeCTEH KaTo GonuKyaocTuMyupait XopMoH (OCX) B KoauyecTBO
100 IU B 0,5 ml BozeH pa3TBop 3a (1akoH.

Fertavid 150 1U/0,5 ml nakeknnoHeH pa3TBop: Beekn (1akoH ChABPKa aKTUBHOTO BEIIIECTBO
(homuTpornuH OeTa - XOpMOH, U3BECTEH KaTo (honmkyaoctumyauparl xopMoH (OCX) B KonmuecTBO
150 IU B 0,5 ml Bozen pa3tBop 3a (nakoH.

Fertavid 200 1U/0,5 ml nH>keKIIMOHEH Pa3TBOP: BCEKU ()IAKOH ChIBPKA aKTUBHOTO BEIIIECTBO
¢donmutpornun 6eta - XOpMOH, U3BecTeH Kato (onukynoctumynupan xopmoH (PCX) B KomuuecTBo
200 IU B 0,5 ml Bozen pa3tBop 3a ¢IiakoH.

Jpyrure cbcTaBKy ca: 3aXapo3a, HaTpUeB HUTpPaT, L-MeTHoHHH 1 oaucopOar 20 BLB BoJa 3a
MHKEKIUH. 3a KopeKius Ha pH Moske 1a ce n3nmomn3Ba HaTprUeB XUAPOKCU U/ WA XIOPOBOIOPOIHA
KHCEJIMHA.

Kaxk m3rnexna Fertavid u kKakBo cbABbPIKa ONAKOBKATA

Fertavid mmxeknmnoHeH pa3TBop (MHXKEKIUs) € OucTpa, Oe3nBeTHa ‘TevHocT. Toil ce qocTass B
cTbKIeHU QnakoHH. Toil e HanmuueH B omakoBKu OT 1, 5 niu 10-hnakona.
He Bcuuku BUIOBE ONAKOBKH MOTaT Ja ObJAaT MyCHATH B IPOiaikoa.

IIpurexaTen Ha pa3pelIeHNETO 3a yNoTpeda
Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

Hunepnannus

IIponsBoauTen
N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hunepnannus

3a JOIIBJIHUTCIIHA ¥ H\l)UpMaI_II/ISI OTHOCHO TOBa JICKAPCTBO, MOJII, CBBPIKETC CC C JIOKAJTHUA
MNPEACTABUTCII Ha IIPUTCKATCIIA HAa pa3pCHICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

MSD Belgium BVBA/SPRL UAB "Merck Sharp & Dohme"
Tel/Tel: +32(0)27766211 Tel: +370 5 2780247

dpoc belux@merck.com msd_lietuva@merck.com
bbarapus Luxembourg/Luxemburg
Mepk Hlapm u Jloym benrapus EOOJI MSD Belgium BVBA/SPRL
Ten.: +359 2 819 37 37 Tel/T¢él: +32(0)27766211
info-msdbg@merck.com dpoc_belux@merck.com
Ceska republika Magyarorszag

Merck Sharp & Dohme s.t.0. MSD Pharma Hungary Kft.
Tel.: +420 233 010 111 Tel.: + 36 1 888 5300
dpoc_czechslovak@merck.com hungary msd@merck.com
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Danmark

MSD Danmark ApS
TIf: + 45 4482 4000
dkmail@merck.com

Deutschland

MSD SHARP & DOHME GMBH

Tel: 0800 673 673 673 (+49 (0) 89 4561 2612)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU
Tel: +372 6144 200
msdeesti@merck.com

EALada

MSD A.®.B.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espaiia, S.A.
Tel.: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél + 33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: + 3851 6611 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@merck.com

sland
Vistor ht:
Simir+.354 535 7000

Italia

MSD Italia S.r.1.

Tel: +39 06 361911
medicalinformation.it@merck.com

Kvnpog
Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+ 357 22866700)

cyprus_info@merck.com
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Malta

Merck Sharp & Dohme Cyprus Limited
Tel: 8007 4433 (+356 99917558)
malta_info@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999 000 (+ 31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: + 47 32 20 73 00
msdnorge@msd.no

Osterreich
Merck Sharp & Dohme Ges.m.h.H:
Tel: +43 (0) 1 26 044

msd-medizin@merck.com

Polska

MSD Polska Sp.(z0.0.
Tel.: +48 22 549151 00
msdpolska@merck.com

Portugal
MercK Sharp & Dohme, Lda.
Tel: +351 214 465700

inform_pt@merck.com

Romania
Merck Sharp & Dohme Romania S.R.L.
Tel: +40 21 529 29 00

msdromania@merck.com

Slovenija
Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: + 386 1 5204201

msd_slovenia@merck.com

Slovenska republika
Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010

dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: + 358 (0)9 804650
info@msd.fi

Sverige
Merck Sharp & Dohme (Sweden) AB
Ttn: + 46 (0)77 570 04 88

medicinskinfo@merck.com



Latvija United Kingdom

SIA Merck Sharp & Dohme Latvija Merck Sharp & Dohme Limited
Tel: + 371 67364 224 Tel: +44 (0) 1992 467272
msd_lv@merck.com medicalinformationuk@merck.com

JaTa Ha mocieaHo npepasriexaane Ha anucropkara mecen I'TTT

JApyru n3rouynunu Ha nHGoOpManus

[Honpobna nHdopmanms 3a TOBa JIEKApCTBO € MpeJocTaBeHa Ha yeOcaiita Ha EBponeiickara areHuus
1o JiekapcTBarta http://www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNs

Fertavid 150 1U/0,18 ml un:xeK1IIlHOHEH Pa3TBOP
Fertavid 300 IU/0,36 ml un:xeK1IIHOHEH Pa3TBOP
Fertavid 600 1U/0,72 ml un:xeK1IIHOHEH Pa3TBOP
Fertavid 900 1U/1,08 ml un:xek1iuoHeH pa3TBop
¢onurponun oera (follitropin beta)

IIpoyereTe BHMMATEIHO IsJIaTA JJUCTOBKA, IIPEAN /14 3all0YHETe A2 U3MO0JI3BaTe TOBA

JIEKapCTBO, Thil KaTO THA ChAbPka BaxHa 3a Bac nudopmanus.

- 3amasere Ta3u JUCTOBKA. MoXke Ja ce HAJIOKH Ja g MIPOYeTeTe OTHOBO.

- AKO UMaTe HIKAKBU JOIBIHUTEHH BBIPOCH, MoNUTaiiTe Bammus nexap win gpapmanesT.

- ToBa nexapcTBo € npeanucaHo Ju4HO Ha Bac. He ro npeotcrrnBaiite Ha apyru xopa. Tomoxke
Jla UM HaBpeId, HE3aBUCHMO Y€ MPU3HALIMTE Ha TSAXHOTO 3a00IsBaHe ca ChUIUTE KaTo HBamiure.

- AKO NIOITyuYHuTe HAKAKBU HEXKEJIaHU JIEKAPCTBEHH peakluy, yBeaoMeTe Bamms nekap iy
¢apmaneBt. ToBa BKIIIOUBA U BCHYKU BB3MOXKHU HEXEJaHU PEAKLUHU, HEONHCAHH K 1a3u
nucToBKa. Bukre Touka 4.

Kakso ChbAbpPiKa Ta3u JIUCTOBKaA

Kakso npeacrasinsBa Fertavid u 3a kakBo ce u3monissa
Kakso Tpsi0Ba na 3Haere, npenu na usnomnssare Fertavid
Kak na nsnomnssare Fertavid

BB3MOXHU HEXeTaH! peaKuu

Kak na cvxpansBare Fertavid

ChbabppkaHue Ha OTMIAKOBKATA U AOMBIHUTENHA HHBOPMaLUs

A

1. Kakso npeacrasasisa Fertavid u 3a kak»o Ce H31oJi3Ba

Fertavid nmxekuoHeH pa3TBOp ChIbPKa YOTUTPOIIUH OETa - XOPMOH, H3BECTEH KaTO
¢domukynoctumynupart xopmon (OCX).

OCX npuHaJIeKU KbM IpyIaTa Ha FTOHAJOTPOIMHUTE, KOUTO UTPasT BayKHA POJIS 3a IJI0JOBUTOCTTA
Y BB3MPOU3BOACTBOTO Ipu YoreKa. [Ipu xenntre @CX e HeoOX0IMM 3a pacTeka U y3psBaHETO Ha
(honmkynure B siHUIIUTE. ROTUKYINUTE Ca MAIKH KPBIIIA MEXypUeTa, B KOUTO C€ ChIbPIKAT
sitiexitetkute. [Ipu mbxeTe @CX e He0OX0AUM 3a TPOU3BOACTBOTO Ha CIiepMa.

Fertavid ce npuiara sa JICYCHUC Ha 6€3HJ'IO,Z[I/I€ BBHB BCCKHU OT CIICAHUTC CIIyHau:

Kenn

Fertavid mGie a ce u3mon3Ba 3a IpeIN3BUKBAHE HA OBYJIALMATA TIPH JKE€HU, IPU KOUTO HAMA
OBYJIAIF JTM KOUTO HE Ca C€ MOBIHUSUIN OT JICUEHUETO C KIIOMU(EHOB ITUTPAT.

IIpuikeHn, KOUTO y4yacTBaT B MPOrPaAMUTE 3a ACUCTUPAHA PEIPOLYKIUS, BKIIOUUTETHO OIUIOKIAHE
ut BuTpo (OWB) u mpyru meromu, Fertavid moske ma mpeau3Bruka pa3BUTHE HA MHOYKECTBO (DOJIUKYIH
€I HOBPEMEHHO.

Mnbike

HpI/I MBIKE, KOUTO Ca 6€3HHO,I[HI/I B pC3yJITAT HAa IOHWXXCHU XOPMOHAJIHAU HUBA, Fertavid moxe Ja Cce
H3I0JI3Ba, 3a 1a C€ CTUMYJIUpa o6pa3yBaHeTo Ha cricpma.
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2. Kakso Tpsa6Ba na 3Haere, npeau aa usnouassare Fertavid

He m3noassaiite Fertavid

AKko:

o CTE QJIEPrUYHU KbM (POJTUTPONHUH OETa MM KbM HSIKOS OT OCTaHaIMTEe cheTaBku Ha Fertavid
(136poeHu B TOUKa 6).

o UMaTe TYMOp Ha SHYHUIMTE, I'bpJaTa, MaTKaTa, TECTUCHTE WA MO3bKa (XUrmoduzarta uim
XHIIOTATaMyca)

o uMate TeXKO WM HepeIOBHO MEHCTPYaIHO KbPBEHE M IPUYMHATA 332 TOBA HE € YCTaHOBEHA

o stityHMIUTe By He dyHKIMOHUpAT nopaau 3aboiisiBaHe, HApeueHO IbPBUYHA AHYHUKOBA
HEIOCTaThYHOCT

o yuMaTte KUCTU Ha SHYHULINTE UM YTOJIEMEHH SIMYHHULIM, KOUTO HE Ce IBJDKAT HA CHHAPOM HA
nonukrcto3Hute sitaanim (CIIKS)

o uMare MaapopMaluy Ha MIOJIOBUTE OpPraHy, HEChbBMECTUMH C HOpMallHA OpeMEHHGE

o umare GUOPONIHN TyMOPH Ha MaTKaTa, KOUTO Ca HEChbBMECTUMH C HOpMaiHa OpOMEHHOCT

o CTE MBXK U CTE€ CTEpHJICH MOPaAX 3a00JIsIBaHe, HApEYeHO MbPBUYHA TECTUKYIHA
HEIOCTAaThYHOCT.

Ipenynpe:xaenusi 1 npeana3sHu MepKH

T'oBopete ¢ Bamwust nekap, npeau na usnonssare Fertavid, ako:

®  HSJKOTa CTC MMAJTK aJieprUYHa PEaKIUs KbM HIKOW aHTHOMOTIHIA (HCOMUIIMH /MK
CTPETITOMHIIVH )

e  UMaTe HeleKyBaHH MPOOJIeMHU Ha XUMOo(U3HATA KITe3a Wi XHUIOTaIaMyca

e  UMaTe MOATHCHATA (DYHKIIMS Ha IIMTOBHUIHATA JKJI€3a (XUTIOTHPEOUIU3HM )

e  HanOBOpeunute Bu xie3n He QYHKIIMOHUPAT DPABUITHO (AIPCHOKOPTUKAIHA HETOCTATHYHOCT)

®  UMAaTe BHCOKH MPOJIAKTHHOBU HUBA B KPBBTA (XWIEPIPOTAKTHHEMUS )

e  uMare Ipyru 3a0onsaBaHus (HAIpUMEp AUA0ET, ChPACUHO 3a00SIBAHE WIH IPYTO XPOHUYTHO
3a00J1BaHe)

Axko cme ocena:

Cunopom na osapuanna xunepcniamynayus (COXC)

Bamwsr snekap petoBHO 1ie ciiejii epeKTUTE OT JISYEHUETO, 3a J1a MOXe J]a n3depe TouHarTa J103a
Fertavid. PenoBro me By 6%71¢ mpoBexan ynTpa3ByKOB CKPUHHUHT Ha SIHYHUIINTE. BammsT nexap
MOJKE CBIIO J]a N3CIeIRA\HUBOTO Ha XOPMOHUTE B KpbBTa. TOBa € MHOT'O BaXKHO, ThH KaToO
NpUJIaraHeTo Ha TBLP.ie Bucoka no3a ®CX Moxe fa ToBee 10 PEIKH, HO CEPUO3HU YCIOKHEHHS,
NPY KOUTO SHYHHIMTE ca PeKaIIeHO CTUMYJIPAHH U pa3BUBAIIUTE ce (POIIMKYIIN HapacTBaT MoBeye
OT HOPMAJHOTQ. TOBa CeprHO3HO 3a00JsIBaHE CE HApUYa CHH/POM Ha OBapHallHA XUITEPCTUMYJIAIHS
(COXC). B'peaxu cmydan octpusit COXC moxe xa 0bae )kuBoTo3actpamasarni. COXC moxe na
JOBeJie Ji0 BHE3aIMHO HATPYIIBaHE HA TEYHOCT B CTOMAaxa M 00JIacTTa Ha TPBJHHS KOIIl, H MOXeE Ja
npeay3BrKa 00pa3yBaHe Ha KpbBHE cherpenid. CBbpikeTe ce ¢ Bamms iekap HezabaBHO, ako
3a00IIC)KUTE CHITHO TTOTyBaHE Ha KopeMa, O0JIka B 00J1acTTa Ha cToMaxa (KopeMma), TajicHe,
DOBPBIIaHEe, BHE3AITHO HAJIZIaBaHEe Ha TETJIO [TOpaJd HATPYIBaHE HA TEUHOCTH, AUAPHs, HAMAJICHO
ypUHUpaHe WK 3aAyX (BUXKTe oIe Touka 4 ,,Bb3M0oKHM HexXellaH! peakuun’”).

-> Pe1oBHOTO TIpociieasBane Ha pe3yiraTure ot jeuenrero ¢ @CX momara ia ce mpeaoTBpaTH
OBapHaliHaTa XUIEePCTUMYJIanus. AKO MMOYyBCTBAaTe OOJKH B KOpEMa, KAKTO U aKO CE MOSBST TaKHBA
HSIKOJIKO JTHH CJIE]] IPHUJIaraHeTo Ha IOCIe/IHATa WHXKEKIIUS, He3a0aBHO ce CBhpiKeTe ¢ Bamus nexap.

Mnozonnoona 6pemennocm unu epooenu maipopmauuu

Crnen nedeHue ¢ TOHAJ0TPOIUH-ChABPIKAIIH TIPOIYKTH, Ma TIOBUIIIEHA BEPOSITHOCT OpEeMEHHOCTTA J1a
€ MHOT'OIUIOIHA, JOPH aKO B MaTKaTa ObJ/ie BbPHAT CaMo eMH eMOpHOH. MHOTOIUIOTHHUTE
OpeMEeHHOCTH HOCAT MOBHUIIICH PHUCK 3a 3[paBeTO Ha MaiikaTa U HeilHuTe Oe0eTa OKOJI0 BpeMeTo Ha
paxnane. OCBeH TOBa MHOTOILIOIHA OPEMEHHOCTH U XapaKTEPUCTUKY Ha MalMEHTHUTE, JIKYBaHU 3a
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CTCPUIIUTCT (Hanp. BB3PACT HA )KCHATA, XapaKTCPUCTHUKHU Ha CliCpMara, rTCHCTUIHUAT (I)OH Ha JBaMarta
pO,I[I/ITeJ'II/I) Mmorar gaa 6’L,Z[aT CBBbP3aHU C IOBUIICH PUCK OT BPOJACHU MaJ'I(I)OpMaI_II/II/I.

Ycnoosrcnenun npu opemennocmma

Haunuite e ieko moBHIIIEH PUCK OT U3BbHMATOYHA OpeMEHHOCT (eKTonuyHa OpeMeHHocT). Eto 3ao
BammsaT nekap 1ie HanmpaBu paHeH YATPa3BYKOB MPETIIE]], 3a 1a U3KII0YN BH3MOKHOCTTA 32
HU3BHHMATOYHA OPEMEHHOCT.

[pwu xeHu, 3a0peMeHenH ciief JieueHre Ha Oe3IUI0Iue, PUCKBT OT CIIOHTaHEH abopT € JIEKO MOBHIIICH.

Kpuveen cvcupex (mpomoosa)

Jleaenueto c Fertavid, kakTo u camaTa OpeMEHHOCT, MOKE JIa TOBUIIN PUCKA 33 Pa3BUTHE HA KPHBEH
cherpek (Tpomb0o3a). TpomOo3ara mpecTaBisBa 00pa3yBaHe Ha KPhBEH ChCUPEK B KPHbBOHOCHUT®
CBHJIOBE.

Kp’BBHI/ITe ChCUPCLU MOTaT Ja NpCAU3BUKAT CCPUO3HU 3360J'ISIBaHI/I$I, Karto:

. 3aIryniBaHe Ha KPbBOHOCHU ChHJIOBE B Oennte apoOoBe (OermoapoOHa eMOoIms)

o WUHCYIIT

o WHPAPKT

o npo0JeMu ¢ KpbBOHOCHUTE ChI0BE (TpoMO0(ieOnT)

o JIMIICA HAa IPUTOK Ha KPBB (Ab100Ka BEHO3HA TpoMO03a), KOETO MOXKe/ Jla JOBee A0 3aryda Ha

pBKa WM Kpax.

MOJ'IH, O6C’B)_'L6TC ToBa ¢ Bamms JICKAp, Mpeam aa 3aro4YHeTe Jieyeine1o, 0co0€eHO:

L4 AdKO BCYC MMATC NNOBUIIICH PUCK 3a PA3BUTUC HA TpOM6OEa
L4 axo Bue ninn Bam POAHUHA HAKOTra CTC UMAJIN TpOM60'3h
L4 aKO CTC CbC 3HAYUTCIIHO HAAHOPMCHO TCIJIO.

Ycykeane na aiiunuyume

YcykBaHe Ha SHYHHUIIMTE BH3HUKBA CIIE] JICUCHE ¢ TOHAIOTPOIIMHY, BKIFOUnTENHO ¢ Fertavid.
YCyKBaHETO Ha SIMYHUIIMTE MPECTABIIABA UFPHBAaHE HAa SIHYHUK. MI3BMBaHETO Ha SYHMKA MOXKE J1a
MIpeIN3BUKA IPEKbCBAHE HA KPHBOCHAOIARAIICTO MYy.

I'oBopere ¢ Bamust nexap, npeay 1a H3NoJ3BaTe TOBa JIEKAPCTBO, aKo:

- HSIKOTA CT€ MMaId CHHAPOM HA oBapuayiHa xunepcrumyianus (COXC)
- cTe OpeMeHHa WM CMSITate, 4e MOXKe Ja cTe OpeMeHHa

- Bu e mpaBena croMariiHa (KOpeMHa) orepanus

- HSIKOTa CT€ UMAJIA.YCYKBaHE Ha SHYHHUK

- CTe UMaJM WK MMaTe KUCTH Ha STMYHUK WK Ha STHYHULUTE

Tymopu na avuHuyume u Ha OPy2u OP2AHU OM PERPOOYKMUGHAMA CUCHEMA

Cro01maBa c¢'3a TYMOPH Ha SIHYHUIATE W HA IPYTH OPTaHH Ha PENPOAYKTUBHATA CHCTEMA TIPH JKEHH,
KOUTO caJlckyBaHH 3a Oe3rioaue. He e U3BeCTHO fajy Ie4eHUETO C JIEKapCcTBa 3a MojArnoMaraie Ha
3a0peMeHs(BaHeTO TIOBUIIIABA PUCKA 338 Bh3HUKBAHE HAa TE€3W TYMOPH NPH JKEHH ¢ Oe3Iuioune.

Apyiu 3a00as1BaHus

B’ nmombiaHeHHe, Ipeay a 3al0YHeTe MPUIIOKEHUETO Ha TOBa JIeKapcTBo, nH(popMupaiite Bamms
JeKap, aKo:

- cTe OWIM TIpeyTpeIeHN OT JIeKap, 4e OpeMeHHOCTTa MOXKe Jla € oracHa 3a Bac.

Axo cme mvorc:
Muorce ¢ npexaneno eucoku Huea Ha @CX ¢ Kpvema

[ToBumennte HuBa Ha @CX B KpbBTa ca MPU3HAK 32 YBpeXkJaHe Ha TeCTHUCHTE. B TakuBa ciryuau
Fertavid He moxe na Obae edekTuBeH. 32 1a ce npocieay epeKTUBHOCTTA Ha JICUEHUETO, Bammsar
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JICKAp HIC mpemnopbya aa Bu 6’[:,[[6 HaIllpaBCH aHAJIM3 Ha ClIepMara, 4 a0 6 MEcCf€la CJaca HadaJlIOTO Ha
JICYCHHUCTO.

HApyru aexapcrsa n Fertavid

Undopmupaiite Bamms nexap unu papmaneBT, ako pueMare, HaCKOpo CTe MpUeMalli Uil €
BB3MOXKHO J1a IPHEMETE IPYTH JIEKAPCTBA.

Ako Fertavid ce mpuiiara e THOBpeMEHHO C KIIOMH(EHOB IIUTPAT, TOBA MOXKeE JIa IIOBUIIH e(DeKTa My.
Axo e oun npwitaraa GnRH aronuct (JiekapcTBo, 3a Ipe0TBpaTsIBaHEe Ha TPEXKAeBpEMEHHA
OBYyJIaIHA), IIe ca He0OXOIMMHU MMo-BrcOKH A03u Fertavid.

BpemeHHOCT M KbpMeHe

[TocwBeTBaiite ce ¢ Bamms nekap uian hapManeBT npeau ynorpedara Ha KOETO U J1a € JIeKapCTBO. AKO
cTe OpeMeHHa MJIH CMsITaTe, ye MOKe Jia cTe OpeMeHHa, He TpsOBa na n3non3sate Fertavid.

Fertavid moxe na mosnusie mpoayKuusita Ha Misiko. Mainiko BepostHoO e Fertavid ga-npemune B
MailunHarta KbpMa. AKO KbpMuUTe, yBeqomete Bammus nexkap npeau na nsnonzsate Fertavid.

lo¢pupane u padora ¢ MalIMHK
Mauko BepositHO e Fertavid na nosnusie cnoco6HocTTa Bu 3a modiupane nim paboTa ¢ MalmHH.
Baskna nHdopManusi OTHOCHO HAKOM OT cbcTaBKUTe Ha Fertavid

To3u nponyKT ChIbpKa MO-MajaKko oT 1| mmol HaTpuil,(23-ng) B eqHa WHXKEKLUS, T.€. TOH
NPaKTUYECKU HE ChIbPIKa HATPHH.

Jlema
B PaMKHUTC Ha O,Z[O6peHOTO MOKa3aHUEC HAMA CBLOTBCTHO MMPUIIOKCHUC HA Fertavid npu aceua.

3. Kak na m3noua3Bare Fertayid

Bunaru u3nonsBaiTe ToBa JekapCTBO TOYHO KakTo By e kazan BammsaT nekap. AKo He cTe CUTYpHU B
Helo, nonuraiTe Bammajiekap nin ¢papMaresr.

Jlo3upoBKa NpH KEHM

Bammusr nexap e onpenenu HayanHara Bu no3a. Tst Moske na Obie Kopurupasa 1o BpemMe Ha
JiedeHneTo! J[OMbITHUTENHN JaHHH 3a X0/1a Ha JISYEHNETO ca JaJeHH MO-JOIy.
lNomamete pasHooOpasue Mo OTHOIIEHHE Ha MOBIUSIBAHETO Ha AHYHULMTE TIpH JeueHne ¢ PCX npu
Pa3IiYHMTE )KEHU NPAaBU HEBB3MOXKHO ONPEACIIHETO Ha €JHA YHUBEPCAIHA 03a, MOIXOAIIA 32
BCUUKHU. 3a J1a ce OIpeaesid ONTUMaHaTa 03a, Bammst nekap me mpocieassa GOITUKYITHHS PACTEX
4pe3 yTpa3ByKOB CKPHHUHT ¥ U3MEPBaHE HUBATa HA €CTPagroIl (3KEHCKH MOJIOB XOPMOH) B KPBBTA.
o Ipu srcenu ¢ nunceawa osyrayus
Havannata no3sa ce onpezens ot Bamms nekap. Ts ce npuiara B IpoaBJKEHUE HA TIOHE CENEM
JHU. AKO JIMIICBA MIOBIIUSBAHE HA SHYHULIUTE, THEBHATA J]03a CE IIOBHIABA IIOCTENIEHHO,
JI0KaTo (DOMUKYITHHUA PACTEXK M IJIa3MEHUTE HUBA HA €CTPAIHON HE MOKAKAT MOAXOASIIO
MOBJIMsABaHE. JlocTUrHAaTaTa JHEBHA 1034 C€ MOAABPIKA, TOKATO CE TOSBH MTOHE €AH 3PS
(honuKys cbC chOTBETHU pazMepu. OOMKHOBEHO ca JocTaThuHu 7 10 14 nuu Ha neuenue. Cuexn
ToBa siedeHueTo ¢ Fertavid ce cnmpa, a oBynanmara ce HHIYLUPa Ype3 MpujlaraHe Ha YOBEIIKH
xopuonronagotponut (uXI').
. Meouyuncxu npozpamu 3a acucmupana penpooykyus, kamo Hanpumep OUB
Havannata no3a ce onpezens ot Bamms nekap. Ts ce npuiiara 3aJbIKATENHO NPE3 IBPBUTE
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yetrpu nHU. Cren ToBa, go3ata Bu Moxe na Oblie KOpUTHpaHa B 3aBUCUMOCT OT TTOBIIUSIBAHETO
Ha sitaauuTe Bu. [1pu Hannume Ha nocTaThbyHO (HOTUKYIIN C aJIeKBaTeH pa3Mep KpaitHarta daza
OT y3psiBaHETO Ha (DOIMKYIIHTE Ce HHAYNMpa upe3 npuiarane Ha uXI'. Bzemanero Ha
STAIEKIICTKUTE Ce OChIecTBsIBa 34-35 yaca cies ToBa.

Jo3upoBKa npu MBbiKe

Oo6wuuaiino mpennucsanara fgo3a Fertavid e 450 IU ceaqmuuHo, Haii-uecto kato Tpu no3u no 150 IU B
komOuHanus ¢ npyr xopmoH (uXI'), B mpoabmkeHue Ha moHe 3 o 4 mecena. [lepnonbT Ha eueHue e
paBeH Ha BpeMeTo, HeoOX0IMMO 3a 00pa3zyBaHe Ha criepMa M BPEMETO, 32 KOETO MOXKE J1a Ce 0YaKBa
nonoOpeHne. AKO He € 3aII0YHaII0 00pa3yBaHe Ha CIiepMa CJIe]] TO3U NIEPUOI, JICUSHHETO MOXKeE J1a
npoabku 1o 18 mecena.

Kak ce mocTtaBAaT HH:KeKIMNUTE?

Fertavid umxekmoHeH pa3TBop B MaTpoHH € pa3padoTeH 3a ynorpeba B Puregon Pen. Otnennure
MHCTPYKLUH 3a yrnoTpeOa Ha IMucankara TpsOBa aa ce cieasatr BHUMarenHo. He nznonssaiite
NaTpoHa, aKo Pa3TBOPHT ChABPKAa BUIAUMH YaCTHIIM WK HE € OUCTBD.

Wznon3Baiiku nucankara, MoJKOKHU MHXXEKIKHU (HapuMep B IOJHATA YacT HAKOpEeMa) MoraT Jia ce
npassT oT Bac nnu Bamms naptasop. BamusaT nekap me Bu nHCTpyKTHpa KOra U Kak a cTaBa TOBa.
AKko camu noctaBsiTe nxekuuure Fertavid, cienBaiite HHCTPYyKIMUTE B'Kpasi HA Ta3H JIMCTOBKA, 3a 1a
npunoxute Fertavid mpaBuinHo U ¢ MUHHMaeH AUCKOMQOpT.

[IspBaTa nmkekuus Fertavid TpsiOBa na Obae HanpaBeHa caMo B NPUCHCTBUETO HA JICKAP WK
MEAMIMHCKA CECTpa.

AKO CTe M3I10JI3BAJIM ITOBeYe OT HeodxoauMaTa xo03a Fertavid

YBenomere Bamus nexap HezabaBHO.

Tebpae Bucoka no3za Fertavid moske na npuunanxunepctumynanus Ha siuaunure (COXC). Tosa
MOJKe [1a ce IPOSBU KaTo OoJika B Kopema. Ako'Te3u 00nku B kopema Bu nputecHsBat, He3abaBHO
yBeaoMeTe Bamms nekap. Buxre cbino urouka 4. ,,Bp3M0XKHN HEXeTaH! peakuuy’ .

AKO cTe MponycHaIN Aa u3noassate Fertavid

AKO CTe NpOITyCHAJI €/IHa 1034, HE IIpUJIaraiiTe 1BOMHA 1034, 3a Ja KOMIIEHCUpATe MpOoIycHaTaTa.
-> Cbpikere ce ¢ Bamms nexap.

AKO UMaTe HIKAKBU JOWIHUTEHN BBIPOCH, CBBP3aHHU C YIOTpedaTa Ha TOBA JICKApCTBO, MONUTAiTe
Bamms nexap.

4. Bb3110/KHN HesKeJIAaHH peaKIuu

Kax10 BCruku JICKapCTBa, TOBA JICKAPCTBO MOXKC 1a MPCAN3BHUKA HCIKCIIAHU PCAKIIUHN, BBIIPCKHU Y€ HC
BCEKH I'M IOJIy4aBa.

Cepuo3HH HexkeJIaHU peaKIMu NPH KeHH

VYcnoxuenne npu neueHnero ¢ PCX e xunepctumynanus Ha SHYHANNTE. CBpbXCTUMYJIAUATA HA
SITYHULIUTE MOYKE J]a C€ pa3Bue J10 3a00sIBaHe, HAPEUCHO CHHAPOM HA OBapHAJHATA
xunepcerumyaauusa (COXC), koero Moxke 1a Oblie cepro3eH MEAULMHCKH MTPpodieM. PUCKBT Moxe
Ja ObJe HaMalleH Ype3 BHUMATEIHO MPOCIesBaHe Ha Pa3BUTHETO HA (PONMKYIUTE MO BpeMe Ha
neyeHneTo. Bamusat ngekap me Habmoaasa sitununuTe Bu upes3 yaTpasByk, 3a 1a npocienu
BHUMATEJIHO Opost Ha 3peemmuTe GOMUKyIH. BamusaT nexkap Moxe ChIIOo Aa U3CIEBa HUBATa Ha
XOPMOHHMTE B KpBBTa. [IbpBHUTE cuMnTOME ca 00JiKa B KOpeMa, rajieHe win auapus. [Ipu mo-texkute
ClIlydad CHMITOMHTE BKJIIOYBAT U YroJIeMsiBaHEe Ha AHYHALUTE, CHOMpaHe Ha BOJIAa B KOPEMHAaTa
KyXWHa W/WIK TPBAHMS KOW (KOETO MOJKE /1a IPEAN3BHUKA BHE3AITHO HATBIIHIBAHE TIOPAIH
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HATPYIBaHE Ha TEYHOCTH) U MOsIBaTa Ha KPbBHU ChCUPELH B KPHBOOOPAIICHUETO (BUKTE
[IpenynpexneHus u npeana3Hd MEPKH B TOUKa 2).

-  HesabaBHo ce cBbpikeTe ¢ Bamms siekap, ako ce mosiBu 00Jika B KOpeMa HIH HSIKOH OT IpyruTe
CHUMIITOMHU Ha OBapHaJHa XUIEPCTUMYJIALH, KAKTO ¥ aKO TOBA CTaHE HAKOJIKO JHHU CIIEA MoCciIeIHaTa
MHXKEKLHSI.

Axko cme dcena:

YecTu HexkeJIaHU peaknuu (Mo:xe Aa 3acerHat a0 1 na 10 qymm):

- I'maBoGonue

- Peakuun Ha MACTOTO HAa MHXXEKTHpaHe (KaTo HApUMep CUHUHH, 00JIKa, 3a4epBsBaHe, OyBaHe
U CBpOEK)

- Cunzpom Ha oBapuaina xunepctumynanus (COXC)

- Bonka B Taza

- Bonka B kopema u/unu noxyBane

HeuecTn He:kenanu peakun (Mo:ke aa 3acerdHar 10 1 Ha 100 xymm):

- OrmutakBaHYsl, CBBP3aHU C ThPAUTE (BKIFOUUTEIHO YyBCTBUTEITHOCT)

- Juapws, 3anek wim AuckoM(opTt B Kopema

- YronemsBaHe Ha MaTKaTa

- T"anene

- Peaknuu Ha CBpBXUYBCTBUTEIHOCT (KaTO HAIIpUMep OOpUB, 3a4epBABAHE, YPTUKAPUS U CHPOEK)
- Kuctu Ha sifyHUIMTE WK yrolieMsIBaHE HA SHYHHUIIATE

- OBapuanHa Top3us (yCyKBaHe Ha SHYHUIIATE)

- BarunanHno kppBeHe

Penku HexenaHu peaknuu (Mo:xe aAa 3acerHat a0 1 ua-1 000 xymm):
- KpwBHU chenpenu (ToBa MOKe CBHIIO Ja Ce CIIYYH 1 "KOTaTO HAMa HeXXeJaHa XUIIePCTHMYIIalus
Ha aiyHuImTe, BIKTE [Ipenynpexnenus u npeinasHu MEpKU B TOUKa 2).

Hma choOIeH s 1 3a CIy4ad Ha U3BbHMATOYHA, OPEMEHHOCT (€KTOMMYHA OPEMEHHOCT), CIIOHTAHEeH
a0opT WM MHOTOIUTIOAHU OpeMeHHOCTH. CwmsiTa ce, 4e Te3u JEKapCTBEHH PEaKIMy He Ca CBhP3aHU C
npunokenuero Ha Fertavid, a ¢ TexHon@PusiTa 3a acuctupana penpoaykuus (APT) nnm nocneaaimara
OpeMeHHOCT.

Ako cme mwvorc:

YecTH HexkeTaHH peakuun (Moxe aa 3acerHar 10 1 ma 10 xymm):

- AxHe

- Peakuun Ha MAQTOTO HAa MHXXEKTHpaHe (KaTo HalpUMep BTBBpIsABaHE U O0JKa)
- I'maBoGomnue

- O06pus

- VYBenuuasaHe Ha bPANUTE

- Kuctiz' B Tectucure

CrhodImaBaHe Ha HeKeJIAHU PeaKIuu

A0 moyuynTe HAKaKBU HEXKEJIAHH JIEKAPCTBEHH Peakiuy, yBeomere Bammms nekap nim gapmarienT.
ToBd BKIFOYBA BCUYKU BH3MOKHU HEONMCAHH B Ta3H JIMCTOBKA HEXEJIAHH peakiuu. MoxkeTe ChIIo 1a
ChOOIINTE HEeXKETaH! PEaKIMH AUPEKTHO Ype3 HAIlHOHAIHATA CHCTEMa 33 ChOOIIaBaHe, IOCOYeHa B
[punoxenune V. Kato cro0maBare HeXEIaHN peakiny, MOXKETe Ja AafeTe CBOS IPHHOC 3a
HOoJTyYaBaHe Ha IMoBe4e HH(POPMAIHs OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na cexpansBare Fertavid
[la ce cpxpaHsBa Ha MACTO, HEIOCTBITHO 3a JeIa.

CbxpaHeHue npu papmManeBTa
Ja ce cpxpansiBa ot 2°C — 8°C (B xnamwinHuK). Ja He ce 3ampassiBa.

CbXxpaHeHHe NPH MAUEHTA

Nmarte 1Be BE3MOKHOCTH:

1. [a ce cpxpanssa ot 2°C — 8°C (B xnaguinHuk). Jla He ce 3aMpassBa.

2. [Ha ce cpxpanssa go 25°C (craifHa TeMnepaTypa) €THOKpPATHO 3a EpHO OT BpeMe He MoBede
oT 3 Mecena.

OtOenexere natara, Ha KOSTO 3aroyBaTe Aa cbxpaHsaBare Fertavid U3BbH XJIaAuIHUK.

CT»XpaHHBaﬁTC [aTpoHa B KAPTOHCHATA OIIaKOBKaA.

[Ipu Beue npobuta rymMeHa MeMOpaHa Ha MaTPOHA OT UIJIa, MPOAYKTHT MOKe J1a Ob/ie ChXpaHsIBaH
MaKCUMyM 28 THH.

Mons, oT6Genexxere JeHs Ha IbpBaTa yHnoTpeda Ha MaTpoHa B TaOIMIATa 3a 3aIlHC Ha T03UTE KAKTO €
NOKa3aHOo B YKa3zaHHETo 3a ynorpeda Ha Puregon Pen.

He m3nomseaiite Fertavid cien cpoka Ha rogHoCT, 0TOEsI3aH BBpXY eTukeTa cieq “EXP” u Bppxy
KapToHeHaTa onakoBka cief] “T'ogeH 1o:”. CpokbT Ha TOAHOCT OTTOBApPA Ha MOCIENHUS AEH OT
MOCOYEHHUS MECEIL.

I/I3XB’LpJ'IeTe H3MOJI3BAHUTC UTJIM BE€AHAra CJICA MHKCKTUPAHC.

He cmecpaiite APYTrH JICKAPpCTBCHU MMPOAYKTHU B IATPOHUTS npa3HI/I MMaTpOHU HE TpSI6Ba Ja CC IIbJIHAT
OTHOBO.

He HSXB’BpJ'IHﬁTC JICKApCTBATa B KaHAJIU3allUATA Uil B KOHTGﬁHepa 3a JOMalllH!U OTIIaJabIIH.
Ilonuraiite Bamms (I)apMaueBT KakK 1a U3XBBPJIATC JICKAPCTBATa, KOUTO BCUC HC U3IIOJI3BATC. Te3n
MCPKH IIIC CTIOMOTrHAT 3a OIla3BaHC HA OKOJiHaTa Cpcaa.

6. Chbabp:kaHne HA ONIAKOBKATA W AONbJHATEHA HHPOPMAIHA

Kakso ceabpaxa Fertavid

o Bceku natpoH ¢baspka akTUBHOTO BELIECTBO (DOJTUTPOIUH OeTa - XOPMOH, U3BECTEH KaTo
¢domukynocTEMyupam xopMoH (PCX) B konmudectBo ot 833 [U/ml BoaeH pa3TBop.
o Hpyrure chcraBku ca: 3axapo3a, HaTpUeB UUTPaT, L-MeTroHuH, monucopOaT 20 1 GeH31I0B

AJIKOXCIIEBB BOJAA 3a MHKCKIIUHA. 3a KOpCKIUA Ha pH MOIXKC a CC U3IMO0JI3Ba HATPUCB XUJAPOKCHU]
W/ Wi XJIOPOBOAOPOJHA KHUCCINHA.

Kakmaraiexna Fertavid u KakBo CbABbPIKa ONIAKOBKATA

Fertavid nmkexkuuonen pa3TBop (MHXeKIHs) € OucTpa, Oe3uBeTHa TeyHOCT. To# ce mocTaBs B
CTBKJICHH NaTpoHH. TOH € HaJllM4eH B OMaKOBKU OT 1 maTpoH.

IIpurtexaTen HA pa3pelIeHNETO 3a yHOTpeda
Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

Hunepnannus
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IMpousBoauTen
N.V. Organon
Kloosterstraat 6
5349 AB Oss
Hunepnannus

3a JOII'BJIHUTCIIHA I/IH(I)OpMaI_II/IH OTHOCHO TOBa JICKAPCTBO, MOJII, CBBPIKECTC CC C JIOKAJTHUA
MNpEACTABUTCII HA IPUTCIKATCIIA HA pa3pCHICHUCTO 3a y1'IOTp66a:

Belgié¢/Belgique/Belgien
MSD Belgium BVBA/SPRL
Tel/Tél: +32(0)27766211
dpoc_belux@merck.com

Bbarapus

Mepxk Hlapn u Jloym bearapus EOO/I
Ten.: +359 2 819 37 37
info-msdbg@merck.com

Ceska republika

Merck Sharp & Dohme s.r.o.
Tel.: +420 233 010 111
dpoc_czechslovak@merck.com

Danmark

MSD Danmark ApS
TIf: + 45 4482 4000
dkmail@merck.com

Deutschland

MSD SHARP & DOHME GMBH

Tel: 0800 673 673 673 (+49 (0) 89 4561 2612)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU
Tel: +372 6144 200
msdeesti@merck.com

EALada

MSD A.®.B.EE.

TnA: +30 214,98 97 300
dpoc_greece@merck.com

Espana

Merck Sharp & Dohme de Espaiia, S.A.
Tel.: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél + 33 (0)1 80 46 40 40

Lietuva

UAB "Merck Sharp & Dohme"
Tel: +370 5 2780247
msd_lietuva@merck.com

Luxembourg/Luxemburg
MSD Belgium BVBA/SPRL
Tel/Tél: +32(0)27766211
dpoc_belux@merck.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: + 36 1 888 5300
hungary msd@merck.com

Malta

Merek Sharp & Dohme Cyprus Limited
Tel: 8007 4433 (+356 99917558)
maita_info@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999 000 (+ 31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: + 47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
msd-medizin@merck.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda.
Tel: + 351 214 465700
inform_pt@merck.com



Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: + 38516611 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@merck.com

sland
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: +39 06 361911
medicalinformation.it@merck.com

Kvnpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+ 357 22866700)
cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: +371 67364 224
msd_lv@merck.com

Romania
Merck Sharp & Dohme Romania S.R.L.

Tel: +40 21 529 29 00
msdromania@merck.com

Slovenija
Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: + 386 1 5204201

msd_slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: + 358 (0)9 804650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Ttn: + 46 (0)77 570 04 88
medicinskinfo@merck.com

United Kingdom

Merck Sharp & Dohme Limited
Tel: +44 (0) 1992 467272
medicalinformationuk@merck.com

Jara Ha nocieaHo npepasriexaare na agucropkara mecen I'TTT

JApyru u3rouyHuny Ha HHGOPMANAS

[Hoxpobna nndopmanzs 34 TOBa JEKapCTBO € MpeJocTaBeHa Ha yeOcaiita Ha EBporneiickara areHuus

1o JiekapcTBarta http://Www.ema.europa.eu.
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