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KPATKA XAPAKTEPHCTHKA HAl

T rARLEWNHE

FOSTIMON 75 IU powder and solvent for solution for injection
GOCTHMOH 75 IU npax # pasTBopHTEN 34 HEREKITHOREH PAITBOP

2. KAYECTBEH 1 KOJIHUECTBEH CbCTAB

Beexn ¢naxon cpaspxa 75 TU ypodomrrporud /urofollitropin/ - (Gomaxy mo-crumMy mpain XopMOoH
®CX). 1 ml pasrsop ceaspxa 75 TU ypodomarponum.

3a ITb/HAS CITHCHK HA MOMOIHWTE BEUIECTBA , BIXK pa3nen 6.1

3. JEKAPCTBEHA ®OPMA

TMpax B pa3TeOpHTEN] 33 NPHIOTBAHE HA MEDKCKIHOHCH PAa3TBOP.
BsumeH Baj Ha npaxoobpazaus NpoAyKT: modwm3supada Ocne3HuKana a0 Osna mpecosaHa Maca.
BrHinen Buj Ha pasTeopHTens: Ge3nBETER NPO3PATICH PA3TBOP.

4. KIHHMYIHH JAHHH

- 4.1, TepaneBTHYHH NoKA3aHAA

*  ApoBynamis (BKIFOYMTEIHO NOJHEMCTO3CH OBAPHATICH CHRAPOM, TTKOC) npu xeHH, KOWTO HE
pearnpar Ha JICICHHE C KIOMH(EHOB LTpaT.

* Konrpomapana oBapuatHa XHICPCTHMYJIALEA 33 NPEAM3IBHKBAHC CTHMY/IAIEL HA MyNTHIVIEHH
- (pONHAKYTH IpH TEXHONOTHA 33 acHCTHpaHa penpoaykuma (ART), karo mH BHTPO omwioxkaane (IVF)
H HETpadaIONHeBa TpancIUanTalus Ha surora (ZIFT). :

4.2. I03HpOBKA H HAYHE HA MPANOREHHE

Jleuermero ¢ GOCTHUMOH ce mpopexkaa camo moa HabmoaeHHEe Ha nekap, ¢ omar B ofmacTra ma
npobnemuTe Ha Ge3NNOIHETO.

ChinecTBYBar MHOTO BETPE- H MERAY-HHAMBHAYATHH PadHIHA B PEaKOMHIC HA SHIHALMTE KbM
CK30T¢HRH TOHAROTporHtn. [Topags T08a € HEBBIMOXKHO [ C& CHCTABH €AHO00paIHA CXeMa HA JO3HPAHE.
Eto sawmo, aosupasere TpaOBa 4a ce peryiHpa HHIHBHAYANHO, B 3aBHCHMOCT OT DCAKIHSTa HA
sirgrumETe. ToBa Hajmara ga ¢€ NPOBCHCAT HM3CACABAHHA ¢ YATPA3BYK M CBCHTYANHO KOHTPOJIRpAHE
KOHIEHTPAAHTE HA ECTPATHOM. :

Hosnpopxka:
s Anosynanns (sxmounrento IIKOC)

Jlevermero ¢ ®OCTUMOH mMma 33 uen paseueane Ha equamdes apan I'paathos ommxysn, ot xoiiro, cnen
IpHEMane Ha Xopron-roranorponen xopMor (hCG) za ce oTaemm iLEKNCTEA. _

GOCTHMOH Moxe Za ¢¢ mpEEMa 4pe3 exelHeBHO HExexkTHpane. Ilpm MeHCTpPYHpamm I‘IS.IIHBI-IIKH,
ACUCHHETO 3aM09Ba Mpe3 MHPBHTE 7 AN OT MEHCTPYAIHHN LHKEIL.

O6uxHOBEHO ce 3anogsa cbe 735 Ao 150 U ®CX Ha AeH 1 npH HEOOXOAHMOCT C&
75 IU), 3a npeanouHTane HA WHTEpBAH oT 7 A0 14 AHH, 32 NOCTHrAHE HA IOAXOAMM
peaxis.




JlegenneTo ¢ cpolpa3cHO ¢ HHAMBHAYANHATA PEaKiiHi HA MAIHCHTKATA, KaTo C€ MPOCIeAABa pasMepa Ha
dormKyIa upes HICTEABANE ¢ YATPAIBYK H/HIM KOHTPONHMPAHE KOHICHTPAHATA Ha ECTPOTCH.

Cnen ToBa, AHEBHATA 4034 CE MOAXBPKA A0 AOCTHTAHE HA Npe-OBYIAMOHHH yciaopna. OOHkHoOBEHO, 33
JOCTHIaHe Ha TOBA CBCTOSHHE, ¢ HEOOXOAHMO Nedenue oT 7 A0 14 xam.

Tlpuemanero Ba POCTHMOH ce mpeycTaHOBABA H OBYNAIHATA MOXES Ja Obae NpeamssuKaHa, upes
IpHEMAHE Ha J0BEINKH XOpAOH ronazoTpoms (hCG). :

Axo Gposr Ha nomydeHure HONHKYNHM ¢ MHOTO I'OMAM HIH KOHICHTPALHSTA HA CCTPAIHON HApacTBa
MHOTO OBP30, T.€. mOBEUE OT YJBOSBAH¢ HHBOTO HA E€CTPAAHONA B NPONLIDKCHHE HA OBA WIH TPH
NOC/IEJOBATCIHA XHH, JHEBHATA 4034 Tpabea aa Oeac HamaneHa. Trit kato domxym ¢ pasmep Hax 14
mm BOAAT A0 -GPEeMEHHOCT, MHOXKECTBO HPeoByapHH GomEKymH Hag 14 mm kpraT OHacHOCT OT
muOromnoxaa Gpemennoct. B raxmma cnywan hCG 1pabea ga ce moambpxka, Karo ce H3DarBa
3abpeMcHsBaEe H PHECK OoT MEOromnoxue. IlaumneHTkara TpaGea Aa npmwiara (apHEpeH KOHTPAUEIITHEEH
METOZ HJTH A3 ¢¢ BB3ABPXA OT NMOJIOB AKT N0 HAUANOTO HA cieasampd MeH3uc /Bx. 4.4/. Cnegsamust
IHKB] HA JEY9CHEES ¢ MOJHOBABA C 034, MO-HACKA OT IPE/IHITHAA MK,

Maxcrmanmuara aresHa 1033 or PCX oOukroBeHO He mpesmmasa 225 IU. _

AKO NAHEHTKATA HE MOXKE A Pearupa aneKkBaTHO cieA 4 CeMHYHO IeueHHE, WHKBIBT TpA0Ba Ja ce
H30CTaBH H HA MAUHCHTKaTa TpsOBa A3 C¢ mpenophua No-BHCOKA ITBPBOHAYANHA 1033, OTKONKOTO MpH
OPCAHIIHAS KB

Cnren xaro ce TMoOAyYH HAcamHA peaxima, 24 a0 48 daca cicA NOCHSMHOTO HMIDKCKTHpaHe ‘Ha
$OCTHMOH, Tpsatea na cc¢ Hanpaem ¢aummaHa uixexumg or 5000 IU ao 10 000 IU hCG. Ha
NAHCHTEATA C¢ TIPESNIOPHIBA A4 HMA [IOJIOB aKT B AeHd HA mrokexTrpane Ha hCG 1 Ha cneppanmpis aeH.
Crmo Taxa, MOXE 13 CC MPOBS/C BHTPEMATOUHO HHCEMHUHHPAHE.

e KonTponnpana oBapHA/IHA XHNEPCTHMYIAIES mpes Bpeme Ha ART.

Toarackane ¢yHxnmera Ha xunodmzara, ¢ Orex moxTHCKane Ha cHgoreHHHs LH mux n
KoHTponHpane Gasopure HUBa Ha LH, ce mocTHra 0OHKHOBEHO 4pe3 MPHEMAHE HA mnaumpomm,
Koo ocBoGoxAaBa xopMonoB aroruct (GnRH arommcr). :

ObuxaoBero npuemanero va POCTHMOH 3anoqusa oxk0I0 ABS CEAMMITH ClIEA HAYANOTO HA JICUCHHETO
C arOHMCT, KaTO CHBMECTHOTO JICUCHHE CIIe] TOBA IPOABIDKABA J0 MOCTHTaHE HA MOAXOALMO PA3BHIHE
#a pomuxyn. Taxa HanpuMep, cica noATHCKAHe (GyHKIHATA HA XHNOQH3ATA ¢ APOHHCT B OPOABIDKEHHE HA
JB¢ CeaMHNH, ¢e npueMar 150 a0 225 IU ®CX npes mpeute ceaeM qum. Cren Toba .uoaa'ra ce peryampa,
¢cbo0pazHo peakmpATa Ha SHIHHAINTE HA TAMCHTKATA.
Jpyr MeTOJ 33 CEPBXOBYIAIHMS BKIOYBA mpreMaHeTo Ha 150 go 225 IU ®CX auerHo, karo ce 3ArI09Ba
0T 2-H% ANH 3-H4 AeH OT IHKbIA. JIeYeHHEeTo NMpOXBIKABA OO NONY9YABAHE HA AOCTATHIHO Pa3BHTH
: 'c]:omncyrm (ouengBaHO 9pe3 KOHTPONHPAHE HA CEPYMHHTC KOHLICHTPALMH HA ECTPOTCH HIIH H3CICABAHE C
VITPaIByK), KaTO JOMPAHETO CE PETYIHPA B CHOTBETCTBHE ¢ PEAKLHATA HA TAITHCHTKATa (OOMKHOBEHO He
no-sucoxo or 450 TU maesno). Tlomxoasmo domkxynapHo pasBuTHE CE TIOCTHTa CPeaHo OOHKHOBEHO
OKOJIO JECeTHS JEH Ha nevernero (5 ao 20 mm).

C e MOMY9ABAHE HA OTNTHMANTHA PEAKLEA, C¢ NPHJIAra eARHHIHG Hikekrupane Ha 5000 IU a0 10 000 TU
hCG, 24 xo 48 waca caex nocneanara mokexuas GDOCTUMOH, 3a 1a ce MpeAH3BHKA OKOHYATCIHO

y3pspane Ha Gonuxyaa.
Y cTaHOBSBAHETO HA LiICKACTRATA cTaBa 34 — 35 43ca MO=-KBCHO.

Ha'iu Ba npiomenye
GOCTUMOH e npeaHasrateH 3a MyCKYIHO WIH TIOAKOXHO IPHIOKCHHE. |

NpaxooOpasHus NPOAYKT TPAOBa Ja ce pasTBOPH B NPEIBHACHAL paa'rnopm'en,
H3TI0T3BAHE.




3a NpeAOTEPATIBAHEC HA HECOOAXOAMINO HHOKCKTHPAHC HJIH H3ITHYaHEC OT MACTOTO Ha HIDKCKITHATA,
OOCTHUMOH T1pabpa aa ce wpBeae OasHO MYCKYIHO HIM TOAKOXKHO. MSCTOTO 33 IIOAKOMKHO
HEDKEKTHpase TpabBa Aa ce mpoMens, 33 Aa ce u3berne Macraa arpodua. Hemsnonssan pasrsop 1pabsa
Ja C& MIXBBPIIA. _
TNoaxoxadATe HEXEKIHH MOraT A3 OBAAT NPHIIATAHA OT CAMHA IALTHCHT, HPH YCIOBHE Y¢ C& HATbIHEBAT
CTPHKTHO JIEKaPCKHTE IPENOPHKH M YKA3AHHA.

4.3. llporaeonoxka’anns

CepsxayscreurentocT koM $CX HIH K6M HAKOS OT IOMOITHHTE BEIICCTBA.
e VpenuuaBaH¢ HA AMYHMKA HIH KMCTH, KOHTO HE €A CBBP3AHH ¢ NOJIHKHCTOCH OBAPHAICH
CHHIPOM.
¢ T'eHMTATHO KbpBEHE ¢ HEACEH MPOUIXOA.
‘e KapumpnoM Ha sifMHAKa, MATKATA KIH M'BPIATA.
s Tymopr Ha xunoTanaMyca HiI¥ XUNIopH3aTa.

Tlpunaragero ma ®OCTUMOH € npoTHBONOKA3aHO, KOraro HE MOXKE Ja ce IOCTHIHE edexTupHa
peaKus, HANPUMEP NpH:

e IInpEHIHO YEpEKAAHE HA SHIHUITHTE.
¢ MandopMmaltii Ha NONOBUTE OPTAHR, HECHBMECTHMH ¢ OPEMEHHOCT.
¢  DubposHA TyMOpH Ha MATKATA, HECHBMECTHMH ¢ GpeMeRHOCT.

4.4, CnienHAIHH DpeAynpeIeHAN H NPEANA3HH MEPKHA NPH ynorpeba

Camocrostemno mroxexrapaie 52 POCTUMOH 1pabea a ce HIFLPIIBA CAMO OT MOTHBHDPAHH, O0YUEHH
u pobpe nadopmupann mammenTH. [Ipem caMOCTOATENHOTO HHXEKTHpAHE, TPAOBA Ja ¢ MOKAXE HA
MALACHTA, KAK H KBAE ¢¢ OPABH MOIKOXKHA HIDKCKIHA H KAK C¢ IPHIOTEA PA3TBOPA 32 MIDKCKTHDAHE.
Ilspsoro mokexrApane Ha G®OCTHMOH 1paGea ma ce H3BHPINH B NPHCBCTBHE H IOA KOHTPON H
HabmoAeHke HA MSAHITMHCKO JHLE.

[o-cienMan=o, NPH MAMHEHTH, 33 KOHTO ¢¢ 3Hae, ¢ C4 CBPBXJYBCTBHTEIHH KbM TOHAJOTPOIHHHA, MOXKE
JA HacTHIH aHadmmakTInHa peakips. [Tpn Taxusa nanueHTH mepeata HEkekupy ¢ POCTHUMOH 1patsa
.Aa Obe HANMPaBEHA OT NEKAP, NPH HATAYIME Ha CPEACTRA 32 KapAHO-ITyIMOHAIHA PEARHMALHSL

INpeau sanmousane, TpAOBa Ja cé MPSOCHA Aand OGeanNOFHETO HA APOMKATA € NMOZXOAAMO 33 TaKOoBa
NcUCHHE H Ja €€ HATPABH ONEHKA HA IPESANOIATa¢MY MMPOTHBONOKa3anmd 3a Gpemernoct. [o-cnemuanso,
TpsORa 44 Ce HANPaBH ONECHKA Ha NANMEHTHTE 33 XHNOTHPOHAHIBM, AAPCHOKOPTHEANHH HAPYIICHHL,
XHMSPIPONAKTHHEMMS M TYMOPH HA XHNo()H3aTa H XHIIOTANAMYCA, 33 KOHTO ¢4 NMPEARHICHHA MOIXOAAIIH
cnenu@uiHN BHAOBE JIEUCHHE.

Muoronnogna GpemennocT

TTpr mamenTH, NOAIATANA HA TEXHONOTHE 33 acHCTRpaHa penpoAykund (ART), pacxsT 0T MBOTONNONHA
GpeMEHHOCT € CHBP3aH rIasHo ¢ Gpos Ha nomysennTe eMOPHOHH. IIpH MALMEHTKH ¢ MPOBESACHO ICUCHHE
33 NPEAAIBHKBAHE HA OBY/NANHA, BSPOSTHOCTTA 33 MHOTOILIOAHA GPEMEHHOCT H pakJAHEe € MO-rolliMa, B
CPaBHCHHE C €CTECTBEHOTO OPOTHUZHE. 3a HAMANSBAHS A0 MHMHHMYM -ON2CHOCTTAZ OT MHOTOIJIOZHA
GpEMEHROCT, ¢¢ MPENOPEYBA BHUMATEIHO A2 C6 KOHTPOIHPA PEAKIMATA HA SHTHHIHTE.




Hexenana oBapHANES XANEPCTHMYJIALHSA

Tlpy MAUHEHTH *SHH, OPeAH 3a0YBAAE H HA PABROMCPHH HHTCPBATH IO Bpeme Ha JICICHHETO, Tpa0Ba 22
CE NMPaBH OICHKA 33 PA3RHTHETO Ha GomMKymn, upe3’ HICIEABAHE ¢ YIATPA3BYE H ONPCACIAHE HHBATA HA
€CTPATHON.

OcBeH pa3sBHTHETO Ha roiaM Gpoit GoMHMKyH, KOHIICHTPALESTA HA €CTPaIHONa MOXKE 13 HapacHe MHOTO
6Bp30, KaTO HaNpEMEp, TNOBEYE OT EXCAHCBHO JBOMHO YBC/IWHCHHE B IPOXBIDKCHHE Ra JBA HIHM TPH
NOCHGAOBATCIHA JAHH M BEPOSTHOCT OT JOCTHTaHC Ha HIKTIOYMTCNHO BHCOKH CTOMHOCTH,
JIHaraOCTHIMPaHETO HA OBAPHANHA XHIEPCTHMYIAIHS MOXe Aa Obac NOTEBPACHO UPE3 H3CICABAHE
yxrpassyk. Tlps HACTLIBAHE HA TAKABA HEXKEIAHA OBAPHANHA XMICDCTHMYJALHS (HE KaTO 9acT OT
KOHTPOJNHMpPAHA  OBAPHANHA XHNEPCTUMYJIANMS I[P MEJHIMHCKH IOATIOMAraHH pPIpOAYKTHBHH
nporpaMu), mpaeMancTo Ha PocrumMon Tpabea ga Gnae mpeycraHoBeHO. B Takbe chayuait TpaGea ma ce
m30srsa OpemennocT ¥ He TpxOpa aa ce mpuema hCG, Thi kato MOXe Aa MPETH3BHEA NONYIABAHE, OCBEH
HA MHOKECTBCHA OBYIANME, H HA CMHADOM Ha oBapEanHa xvmepcTumynaips (OHSS - Ovanal
Hyperstimulation Syndrome).  KmHAM9HH CHMITOMH H NpPH3HAUM 33 JIEK CHHAPOM HA -OBAPHAIHA
XMICPCTEMYNAAA ¢a OONKA B KOPEMA, NOBPBINAHE, JHAPHA H JIEKO A0 YMEPEHO YBEIHYABAHE HA
SIHAMTe H oBapranHl KueTH. CHACH CHHAPOM HA OBAPHANHA XHIEPCTHMYNIALHMA MPOTHYA B PCAKH
ClyuaM, KOHTO MoraT Aa Obaar onacHs 3a xasora. Toii ce xapakrepH3Hpa ¢ FoJICMH XHCTH Ha SHIBBLHATS
(pOJeImH A0 PAKBCBAHE), ACET, YECTO XHAPOTOPAKC H YBEIMYABAHE HA TErno. B peaxs cryvau Moxe A3
HACTLIIR BEHOJHA I aPTEPHATHA rpomGoemGommus ¢ OHSS (smx pasnen 4.8).

Ilpexscnane ua Gpemennocr

BepostHoCcTTa OT REONATrONPHATHO NPOTHYAHE € NO-BHCOKA NPH DaumeHTkH, nckysanm ¢ OCX,
OTKOMKOTO NPY HOPMATHO NPOTHYAHE, HO € CPABHHMA ChC CITySaH TIPH JCHE € APYT BHA CMYIICHUS Ha
$eprunmocTTa,

Exromuuna Gpemennocr

Tait kaT0 XKeHM ¢ Ge3IUIOANE, MOAJIATAHH HA ACHCTHPAHA PENPOAYKIHA H 0cODCHO OILIOXKAAHE HH BHTPO
(IVF), uect0 HMaT abHOpMANHOCT Ha TpEOHTE, Cly4aHTe HAa €KTONHIHA GpeMeHHOCT Morar Aa Gmaar
ysemmaenn, Ero 3amo e Bakno, gpe3 H3CIEABAHE ¢ YITPA3ByK, OME B PaHeH cramuii a2 6bae noTsLpAeHo,
JanH GPeMEHHOCTTA € BHTPEMATOMHA.

HeonnasMn A penpoAYKTHBHATA CHCTEMA

Hma crobmenns 3a A00pOKaYECTBEHH H 3N0KAYECTBCHH HEOIUIASMH HA sHYHALM H APYTH OPraHH Ha
PETPOAYKTHBHATA CHCTEMA MPH JKEHH, MHOTOKDATHO TIO/VIATaHH Ha NedeHue 3a Geamozue. Bee ome He e
YCTAHOBEHO, A IICYCHHETO ¢ NOHAZOTPONMHH YBEIHJaBa PHCKA OT IOABA HA TakHBa tympa 14
Oe3LtoAHA KEHH.

Bpoaena mandopmamns

Bpozenure MandOpMALHHE ClEX TEXHOIOTHH 32 aCHCTHpaHa pempoaykmusa (ART) Moxe aa ca Manko
noBseue, OTKONKOTO NMPH CIOHTAHHM Coy4an. TOBa MOXE Ja ¢ ABIDKH HA DA3NHYHA B POXHTCICKHTE
XapaKTEPHCTHKH (HAIDP. BBL3pacT Ha MaiikaTa, XapaKTepHCTHKE HAa CHOEPMATa) M MHOTOILIONHA
OpeMeEHHOCT.

Caryaan na TpomGoemGoans

Tlpu xeEM ¢ ofmonpuiHaTa pUcKOBH (axTopH 3a HACTBNBAaHE HA TPOMOOEHK
dammmEa oGpeMEHEHOCT, CHITRO 3ATILCTABaHE (TeneceH MacoB HEAEKC > 30 p/i¢



MOXKE A3 € TIOBHINEH PHCKA OT CIydad Ha BCHO3HA HIM apTepHatHa TpomOoeMOOmHs, npe3 BpEME MIH
cnea nevueHuMe ¢ ronaaorponuus. [Tpa Taxuea xenu Tpa6ea Aa ce mpaeH 2oOpa MPEICHKA 3a HOIIATa H
PHCKA OT NPHEMAHE HA NOHAIOTPOTIHHH.

Hudexnrosnn 3abonnpanng

Ilpu mpueMaHe HA JIEKAPCTBEHH CPEICTBA, TOMYHYSHH OT YOBEHIKA YPHHA, HE MOXKE A3 &ne HAITHITHO
HIKMIOUCHA EBIMOXKHBOCTTA 33 IPEMHUHABAHE HA HHCKIHO3HA areHTH.

ToBa ce OTHACK CHINO H A0 HEH3BECTHH HIIH PA3BHBAINH C¢ BHPYCH H IPYI'H NaTOTCHH.

Or Apyra cTpaHa, TasH ONACHOCT C¢ OTPAHAYABA OT TPONECHTE CKCTPAKUMA/NMPEUMCTBAHE, KOHTO
BKIIOWBAT €TANM Ha JE3aKTHBMpaHe/ OTCTpamsABane Ha BHpycH. Tesnm eranH ca BamMaMpaHd 49pes
H3NO/I3BAHE HA CHOTBETHH BHAORE BHPYCH H ocobeno HIV, xepniec-BHpYC H NAMIOMA-BHPYC.

Jdo cera HAMA TOTEBPKIABAIl KIHHHYEH ONMMT 33 OPOAYKTH HAa (POAHTPOIMHA, NO OTHOMIEHHE
TPEAABAHETO HA BUPYCH, CBBP3AHO C MPHEMAHETO HA TOHANOTPOIMHEY, €KCTPaXHPaHH OT YOBEIIKA YPHHA.

ToBa ISKAPCTBO ChABPAA no-mamo or 1 mmol HaTpHii (23 mg) B IPHrOTBEHNA PAasTBOP, T.€. MOXKE 1A ce
KaXke, 96 MPAKTHYCCKH HE ChABPIKA HATPHH,

4.5, BsanmopelicTaHe ¢ APYTH JEKAPCTBEHHE MPOAYKTH H APYTH GopMH HA B3aHMOACHCTBHE

He ca mposexaann wicneapanuid ¢ QOCTHMOH 3a p3anMOACHCTBHE ¢ NEKADCTBEHH CPEACTBA IIPH
yopexa. Brhpexn ue Hama KIHHHYEH ONMT, OYAKBA €&, 9€ eAHOBpeMeHHOTO Hanomseane #a @OCTHUMOH

H KIOMHEJECHOB UHTPAT MOXKE A2 noaobpu oMKy napHaTa peaKipi.

4.6, BpeMeHHOCT H KbpMeERe
Bpemennoct

®OCTHUMOH =e Tpabea aa ce mpueMa O BPEME HAa GPEMEHHOCT H TAKTALHA.

Hama cpo0menus 3a TCPATOTEHEH PHCK NPH KOHTPOIMPAHO OBapHANHO CTHMYTHPAHE MpH KIHHHIHO
NpUNAraRe Ha YPOroHaZoTpormHan. KeM JHeMHA AaTa HIMa JPYTH CXOAHH NMACMHOJIOTHIHE JAHHH.
TIpoyqranns ¢ XKHUBOTHH HE OKAIBAT TEPATOreHEH ehEKT. _

Knpmene

Tipes BpeME BA KbPMEHE, OTACTSHETO HA MPOIAKTHH MOKE 43 J0BSAC A0 HeONArOmpUSTHA PEAKIMHA IPH
OBAPHAITHO CTHMYJHDAHE, _

4.7, Edpexcta B1Lpxy cnocobnocrTa 38 modupane B pabora ¢ MAIIAHA

He ca npoBexgaHy H3CHSABAHHA 33 BB3ACHCTBHE BBPXY CIOCOOHOCTTa 33 YNIDABIEHWE HAa MOTOPHH
cpeacTea M Mammem. Bee nak, mamko Beposto ¢ ®OCTMMOH na oxasea BimusmMe BBPXY
BH3MONHEOCTTA HA NANMEHTH A3 MOdHpaT H paboTAT ¢ MAITHHH.

4.8, Hexenann HecapCTBEeHH PeAKITHE

Hexenann peasip, nabmoaasauy npu kmuanaed oruta ¢ POCTHMOH ca u36poess s Tabmrmara no-
IOy, TIO CHCTEMHO — OpranHa Knacabukaims . [lopeueTo crysiau ca nexn A0 yMEPEHI.

ITpr BCAKO TPYNHpPaHE B 3aBHCHMOCT OT 9ECTOTATA, HEXEAAHHTE JICKAPCTBCHH PEAKIHH CC mﬁposmar B
HHIXOIAIX PEA NO OTHOIMIEHHE HA TAXHATA CEPHO3HOCT. A

Maoro gectu (= 1/10); secta (21/100 go < 1/10); vegectn (= 1/1000 o < 1/100)‘
1/1000); Maoro pemxn (< 1/ 10 000); merzeecTHr (He MOXe Aa C€ MPELIEHH OT




BBB BCSKA IpyIa B 3aBHCHMOCT OT 4ECTOTA, HEONArONPHATHATE PEAKIHMH €4 NPEACTABCHH ¢ HaMANIBAWA
CEPHOZHOCT.

3a apyru sexemaHd ederrn, xouTo Morar A2 O6nAaT CELP3AHH C HIMOIIBAHETO HA mmmpormnn KaTo
OCX , Bk pazaen 4.4.

Hemenana JexapcTsena
Cacremno - opranna kaacnpaxanus YecroTa peaKHs
no MeDRA '
Hapymenus Ha eHIOKPHHHATE CHCTEMA Heuectn XHIIePTAPORIHIBM
Ticmarom HApYIeHHA Hegectn IpoMeHH B HACTPOSHHETO
Hapymenus Ha HepBHATA CHCTEMA Yectnn I'nmasoGorme
Heuaecrn Jleraprus
BHeHe Ha CBST
Pecnaparopnn, rp:.,rmn W meapacTananes | Hewecta 3axyx
HADYIICHHS KppBoTEUeHHE OT HOCA
CromMamHo — ¥peBHH HapyMCHUS Yecnn 3anex
Paznysanc Ha KopeMa
Hewectn IoBprmane
Bonka B kopema
_ Jucoencus
Hapymenusa Ba koxara M noaxoxHara | Hewectn 3auepBaBatic
ToKaH Tlpypuryc
Hapymerus Ha 6p6penpre m makounmre | Hewectn acrur
THTHINA '
Hapymenns Ha BbanponisoauTenHara | UYectw Cusnpom HA OBapHATHA
CHCTEMA M IbpAATa XHTICPCTHMY AL
Hewectn Xumeprpodms Ha ropAETE
BonkH B repanare
. Topemm npucrsm
O6my uapymenus 1 edexra Ha Macroro | Hecrn Bbonxa
HZ HPHIOKEHHE Hegecrn VYuopa
| Maenenpanns Heuecru VIb/okeHO BpeMe Ha KEPBEHE

JIoKANHY PeAKIHH HA MACTOTO KA HIDKSKTApaRE {GONKa, 3auepBsBaH¢ H XeMaToM) ca Halozasar: pagKo.
B penxd cnywad, aprepHarHH TpomOoeM0ONMHH ca CBLP3BAHH € JICUEHHE ¢  YOBCIIKH
MCHOTPONAHR/XOPHOH N'OHANOTPOIMHY.

Cnygau BHA HENOHOCHMOCT NIPH TEpalHd ¢ TOHANOTPOIHHM €3 CHIOOCTABAMH ChC cnyuan TIpH EHH C
ApYTH cMymeHHES BbB deprammocrra. Habmogasa ce eko nOBHIICH PHCK OT EKTOMMYHA GPEMEHHOCT H
MHOTOIIOAHA GpeMeHHOCT.

4.9. Ilpenosapane




HsaMa paiam 33 0CTpa TokcHIrOCT Ha ®CX npE 4oseka, HO NPH OMHTH C KHBOTHH € JOKA3AHO, H¢
OCTPATA TOKCHIHOCT HA NPENAPATH ¢ YPOTOHANOTPOIHH ¢ MHOro Hucka Ilpexaneno sucoxn ao3u Ha OCX
MOXE A3 AOBSIAT 0 CBPBXCTHMYNMAIMA HA MiaHAIMTE (BHXK pazacn 4.4). :
5. ®PAPMAKOJIOTAYHM CBOHCTBA

5.1. GapmaxkoaHHAMHYHEA ¢BOHCTBA

dapManeBTHYHA TePANCETHIHA IPYIIA;
Tl'onanoTpormsn
ATC xom: GO3GAO4

Axraenara cybcramuma Ha POCTUMOH mnpeactasnssa  BHCOKO - MPEYHCTCH d)ommyno-c':my.rmpam
xopmor (PCX), nonydeH or YoBeMKM MeHOmAy3aneH roHazoTpormH (HMG). Ochosruar edexr npu

umkexTapase Ha GCX e passurue n 3peene na I'paahosn hommeym:.
5.2, ©apMaKoKHHeTHIHNA CBOHCTBA

Crnea MyCKyIHO WM IIOAKOXKHO HIDKEKTHpaHe, Gronormanara Hanmwanoct Ha ®CX ¢ okono 70 %. 72 gaca
cneJ npueMane, MuiasMeHuTe Husa Ha PCX BMHArH ca 3HA9HTEIHO MO-BHCOKM, OTKOMKOTO OCHOBHHTE
CTOHHOCTH.

Twreparyphn Aanmw NOKAIBAT, 16 Cux # Tiax #a 150 TU ®CX ca 8,9 1 2,5 miU/ml, 7,7 L 2,1 =maca
croreerno. AUC e 258,6 L 47,9 mlU/mixqac. Bpemero #a nonyxmsor e Mexay 30 u 40 gaca.
dapmaroxnHeTHaHHTe CBOlcTBA HAa $CX npu namseHTH ¢ GRGpeuHa U YePHOAPOGHA HEAOCTATHLIHOCT HE
€a H3CICHBAHR.

5.3. Ilpeaxananaa gaHan 38 Gesonacaocr

HexmHuaERTe JAHHM HE Pa3KpHBAT CIICIHANHA ONACHOCT 33 YOBEKA, Bh3 OCHOBA HA KOHBCHIHOHAIHH
HICEABAHMA 33 TOKCHIHOCT IIPH MHOTOKPATHO NIOBTApIHA 4033, ¢ pexoMOunamug Ha GCX.

TecT Ha Ames He MOKa3Ba MyTareHHA akTHBHOCT Ha OCX.

He ca nposexiaHa H3CACABAHMA 33 KAPLHHOTEHHOCT.

IMpun mpoyasane 3a QEPTHRHOCT, BHCOKH A03H OT peKoMOWHALHA C ¢CX MOKA3BaT 3abenexumo
dapmakonoregHe PB3felicreHe Ha sHuMMKa W APYTM OpPraHd H2 TEeHHTATHMHTS ¢ HADYMICHHS HA
IUIOAOBHTOCTTA H eMOpHOHANHO~(ETATHATA CMBPTHOCT IPH ILTHX H 3a8K.

BHOCTVIMOH ce noracs A00pe NOKATHO NPH NOAKOKHO NPHNATAHE B IPOYIBaHE, NPOBEICHO CHC 3alim.

6. PAPMAIIEBTHYHH JJAHHHU

6.1. CuHCBK HA MOMOLTHHTE BelECTBA

Hpax: JIakT0o3a MOHOXBAPAT
Pasreopuren: CreprnesH pasrsop Ha Harpucs xnopua 0.9% wiv.

6.2. HecoemecTHMOCTH

THii K3TO JHNCBAT NPOYYBAHMS 32 HECHBMECTHMOCT, TO3H MPOAYKT HE TpAOBa 42 C¢ CMECBa C ApYTH
NEKAPCTBEHH CPEACTBA.

6.3. Cpox ra roasoct

2 TOTHHH.
TlpenoprusBa ce aa ¢¢ MpHIATra BEAHATA CIEA CMECBAHE ¢ PA3TBOPHTENA.




6.4. CneuHAIHNH YC/IOBHS 32 CHIPAHEHHE

Jla ce cexpansna npu Temneparypa nog 25°C.
Jla ce chxpansBa B OPHIMHAINA OTIAXOBKA H JA HE C¢ HATATa HA MPAKA CIBHICEA CRCTIHHA.

.S. JlaBHH 38 ONAKOBKATA

TpaxooGpaser npoaykr ey ¢makon (cTexno TEn I} cbe samymamka (GpomoGyrsn) n anyumena
oOxarka.
- PasreopmTen: avmyna or 1 ml (crekno Tvm I)

T'oneMuHa HAa ONAKOBKATA:

1 pnaxon ®OCTUMOH 75 IU 1 1 avmyna dussonorsues pastsop 1 ml.
5 ¢naxora POCTHUMOH 75 1U 1 5 amnym duzmonorudeH pasteop 1 ml.
10 $maxona POCTUMOH 75 IU n 10 ammynu ¢usuonorades pasrsop 1 ml.

He BcHMKH BAIOBE OMAKOBKH MOTAT A3 OBAAT MycHATH B Iponaxda.
6.6. CnenHAIHH NPEANAIHH MEPKH NPH H3X8bpasue A pabora

PazrsopsT Tpabea Aa c¢ MPHTOTB HENOCPEACTBEHO NPSIH AIKCKTHPAHE, '

Bcexn ¢naxon ¢ npexnazmaveH 3a eAHOKparHa ynorpeGa. JlexapCTBEHHAT -RPOXYKT '1p163a Ja ce
NPHTOTBA NPH CIAa3BAHE HA CTCPHIAHOCT.

OOCTHUMOH Tpsbea fa ce pasTBapa caMo B PAITBOPHTCII, NIPCABHICH B ONAKOBKATA, =
IpurorasHeTo Ha pa3TEOpa TPIOBA Ja CTABA HA YHCTO MACTO H PHIETE 13 ¢ HIMHBAT NPEABAPHTENHO.

Ha uricTa nOBBPXHOCT TPAOBA N2 CE MOCTABAT CIICAHATE MATCPHANH.
- [P TAMIIOHA OT MAMYK, HATIOCHH ChC CIMPT (HE CA BKIOUCHH B ONIAKOBKATA);
- gand dnaxos crrepxan POCTUMOH npax;
- ¢AHA AMITY]Ia PASTBOPHTEI;
- eAiHA CIPHHLOBKA (HE € BKIIOYCHA B OTIAKOBKATA);
- ©/Ha WI7Ia 33 IPHTOTBIHE HA PA3TEOPA 34 HIDKEKTHPAHE (He ¢ BRIIOUCHA B onaxonxa:ra)
- €ZHA MI7Ia 33 IOJAKOKHO HIDKEKTHDAHE (He ¢ BKIIOYCHA B OTIAKOBKATA).

O'mapa ce aurwnara c pam;opmns, mﬁ'm npeacTasnaBa GHCTPa TEIHOCT.

B roprara “2cT HA RMEYNaTa ¢ PA3TBOPHIES HMa LBETHA MapKAPOBKA.

Tasd MapKHMpOBRa HA INHIKATAa HA AMITYNATA € NPEABHACHA CIICIHATHO 33 NO-NeCHO OTYynBane. ['opHara
9ACT HA aMITY/aTa C& NOYYKBA BHEMMATSIIHO, 32 OTCTPAHABAHEC HA ¢BEHTYATHO HAMHPAINA CC TaM TCIHOCT.
AMuynaTa ce HaTHCKA CHIHO HaJ| IHIHKATa H C¢ OTIYIIBa, mmcempmncnaerﬂarauapmpmsmnmpe
OtBOpeHATa aMITY /T2 CE OCTABN BHEMATEIHO HA NPEABHACHOTO MACTO.

Haternane Ha pasTBOPHTENS.

TTocTas C& MIVIATA HA CIPMHMUOBKATA 33 NPUTOTRIHC Ha pasropa. CnpHHIOBKATA Ce NLPXKH B CIHATA
PPKa, a B APYTaTa ~ OTBOPCHATA aMIyId ¢ Pa3TBOPHTC/K, HIJIATA C& BKapBAa BHIPE H C& MITCIIA LATOTO
KOITHUECTBO pasTaopHTel. CIPUHIOBKATA Ce IIOCTABS MHOPO BHHMATETHO HA NPEXBEASHOTO MACTO, KATO
ce n30ArBa AOKOCBAHE HA UITIATA.

IMpuroTasse Ha pAITBOPA 38 HHREKTHPARE!
1. :Orcrpansea ce amymmHuesaTa oOkarka OT anaka Ha ¢makoHa C
TYMEHATA MOBBPXHOCT HA KANmadKara c¢ ACSHH(pCKImEpa ¢

CHHPT.
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2. Baema ce CIPUANOBKATA W PA3TBOPHUTENNT CE BOPECKBR JCKO BEB (DIAKOHA C Opaxa Ipes
TYMEHATA KAMAIKA.
3. O®nmakoHET ce pa3dLpKBa BHEMATENHO 4pes OOPBIMAHE ¢ PBKR, AOKATO NpaxoobpasumsT
HPOAYKT CE PAITBOPH HAITHIIHO, KATO C¢ BHHMABA A He 00pasysa maHa.
- 4. Cnen xaro mpaxsT ce pasTBOpH (KOeTO OOHKHOBEHO CTaBa BEAHArA), PasTBOPBT C& HITCIA
BHHMATE/THO BhB CIIPHAHIIOBXATA.
PazreopsT Tpabea a Guae GacTep 1 Geamperen.

MsxeppnaHe HA RAN0A3BAHUTE MATEPHATH:

Hewusznonisas APOAYKT HIH OTIANBIHATE MATEPHANTH OT Hero TpalBa Ja ce mxmpm B CHOTBETCTBHE C
MECTHMTE HINCKBAHMA (C/IE] 3aBbpPIIRAHE HA WIDKEKTHPAHETO, BCHUKH WIH K NPa3HH aMITyIR TPSOBa a
€& WIXBBPIAT B IOAXOAAIN KOHTEIHED).

7. YIpaTemaTen Ha palpemensero 3a ynorpeba
IBSA Fanmaceutici Italia Srl

Via Martiri di Cefalonia 2, 26900 Lodi,

Hramns

8. Perncrpannonen nomep
20040174

9, JIaTa' HA UWbPBO PA3pelIABaAHE/ IOAHOBNBAHE HA PASPEIICHHETO 18 ynoTpeba

Hara Ha wepRO paspemasane; 23.04.2004

Jlara Ha nocnenno nojuosssane: 12.05,.2009

10. /laTa Ha AKTYANHINPAHE HA TEKCTA

09/ 2020r.




