IHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y
OBITPEJI®

(OVITRELLE®)

Cknao:
ditoua pe4oB8uHa: XOPiorOHAAOTPOIIH anbda;

1 momepenubo 3anoBHeHuy mmnpuil (0,5 Ma po3uuny) Mictuth 250 MKT (6500 MO)
XOPiOTOHaAOTPOIIIHY anbda;

donomiocHi pevosuHu: MaHiIT (E 421), meTioHiH, momokcamep 188, kucmora pocdopra
KOHIIEHTPOBaHa, HAaTPilo TiIPOKCH, BOOa O iH €KITH.

JlikapcbKa ¢popma. Po3unn s iH' €KITid.

OcHOBHI (i3uKo-XiMiyHI 81aCMUBOCMI: PO3YHH, TPAKTAYHO BiIbHUY Bil BUIUMUX YaCTOK.

dapmakoTepaneBTHYHA rpyna. CtaTeBi TOpPMOHU Ta MOAYJIITOPU CTaTEBOL CUCTEMHU.
TonapoTtpomninu. XopioroHagoTpoIiH anboa.

Kon ATX G03G A08.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

OsiTpen® - 1e MiKapChKHil IpenapaT XOPioroHamoTPOMiHy anbda, BAPOGIEHOro 3a TeXHOJIOTIE0
pekombinanTHOI [JHK. Xopioronagorpomin anbda Mae aMiHOKHUCIIOTHY MTOCTIiIOBHICTb, CIIINTBbHY 3
JIIOJICBKUM XOPioHiYHUM roHagoTponinoM (1XI'), BuminenuM i3 ceui. Ha kiiTuHax oBapianbHOI TeKu (i
rpaHy/Ib03H1) XOPiOHIYHUY I'OHAOTPOIIIH 3B I3YEThCA 3 TpaHCMeMOpanuuMu JI/XT -peliennTopamu, 110
TaK0XK 3B’43yI0Th JI0TeiHi3yiouuii ropmoH (JIT').

OcHOBHOI0 (hapMaKOAMHAMIYHOIO Ai€l0 IIpenapary y XKiHOK € IIOHOBJIEHHS MeX03y OOLUTIB, PO3PUB
¢domnikyrna (0ByJIisl), YTBOPEHHS XKOBTOT'0 Tijla Ta TPOAYKyBaHHS JKOBTHUM TiJIOM IIPOTe€CTEPOHY Ta
ecTpapiony. Y XiHOK XOPiOHiYHMI TOHAOOTPOIIIH Ai€ momiOHo mo piskoro migiomy piBus JIT, 110
iHiLiI0€ OBYIALIO.

OsiTpen"® 3aCTOCOBYIOTh AJIS iHiI[F0BAaHHS OCTATOYHOrO MO3piBaHHsA BOJIKYIIiB Ta paHHbOI
TMIOTelHi3alll mics 3aCcTOCyBaHHS JIIKapChKUX NpenaparTis, 0 CTUMYJIOITh QOTIKYISIpHUAN pPicT. Y
OPiBHANBHYX KIIHIYHAX HOCTIIXEHHAX BBefeHHs OiTpeny” y mo3i 250 MKT 6yJI0 TaKUM Xe



epextuBHUM, K i BBegeHHs 5000 MO a6o 10000 MO ceuoBoro nXI' mjist iHOYKIII 0CTaTOYHOTO
mo3piBaHHS (POIKYIiB Ta paHHBOL JTIOTEIHI3allil IPYU 3aCTOCYBaHHI JOMOMIKHUX PEIPOOYKTUBHUX
texHonoriu ([IPT), Ta sk BBegerHs 5000 MO ceuoBoro nXI' gns iHAYKIIil OBYJISLIi.

Ilo TenmepilHLOro Yacy y JIOOUHY He OyJI0 3HalIeHO KOJHUX 03HAK PO3BUTKY aHTHUTIN 1o OBiTpeny®.
I[ToBTOpHE 3acTocyBaHHA OBiTpeny® HOCIiAXKyBanoCs NUIle y 40J0BiKis. KiiHiuHe mociigxKenss
3aCTOCYBaHHS IIperapary y XkiHok mpu nposefneHnHi [IPT Ta mpu aHOBYIISII 00MeXKYyBanIoCs OMHUM
JIIKyBaJIbHUM I[UKJIOM.

dapmakoKiHemuxa.

[Ticns BHYTPIMTHROBEHHOTO BBEJEHHS XOPiOTOHALOTPOIIH anbda PO3NOAiNIETHCS A0 MiXKKIITUHHOL
PiovHY 3 YacoM HaIiBPO3MOMiNy, IKUN CTAHOBUTH MPUOIU3HO 4,5 roguHu. PiBHOBaXHUN 00'eM
PO3MOfiNy Ta 3arajbHUU KJIipeHC IpenapaTy CTaHOBIATE 6 11 Ta 0,2 j/rTopguHy BiAmnoBigHO. Bka3iBok
Ha Te, 1110 XOPiOTOHAMOTPOIIIH anbda MeTabOoi3yeThCsl Ta BUBOAUTHCS iHaKIIE, HiXK eHOoreHHuu nXI,
HEMaE.

[Ticng migImKipHOTO BBeAEHHS Nepiof KiHIEBOTO HalliBBUBEEHHS XOPiOrOHAOOTPOIiHY anbda 3
oprani3my ctaHoBuTh npubau3Ho 30 rogrH, a abcomoTHa 6i0f0CTYNHICTE - mpubu3Ho 40 %.

[TopiBHANBHI HOCTiAXKeHHS NTiodinizoBaHol Ta pigKoi GopM BUITyCKY IIpelapaTy MoKa3aiu
0i0eKBiBaJIEHTHICTD IIUX IBOX (POpPM.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

[HinifoBaHHS 0CTATOYHOTO [[03piBaHHS (OMIKYIIiB Ta MI0TEeiHi3aMii micisg cTUMy il
(GOIiKyISIPHOTO POCTY ¥ AOPOCNIUX KiHOK IIPX NPOBEHeHHI IPOIeAypHy CyIIePOBYJIALII Tepen
3aCTOCYBaHHSM OOIOMIXKHUX PENpPOOYKTUBHUX TexHonoriu ([IPT), Takux SIK 3amiigHeHHS in vitro
(IVE);

iHillitoBaHHS OBYJISIII Ta JIIOTEIHi3allil Y JOPOCINX XKiHOK 3 aHOBYJISIi€l0 a00 OIr00ByMIAIi€I0
MicIIs CTUMYIALIL POJiKYISIPHOTO POCTY.

IIpomunoka3aHHs.

. [nepuyTnauBiCTh 00 Ait04ol peuoBUHU a0 N0 Oyab-IKUX OOMOMIXKHUX PEYOBHH IIpemnapary.
. [Tyxnunu rimotanaMmyca abo rimodisa.

. 30inbiIeHHS T€YHUKIB a00 KiCTH, IKi He 3yMOBJIeHI CHHIPOMOM IOJIiKiCTO3HUX S€YHUKIB.

. l'iHekooriyHi KpoBOTEYi HEBimOMOI eTionorii.

. KaprnuHoMa sIEYHUKIB, MaTKH a00 MOJIOYHHUX 3aJ103.

. AkTuBHI hopMu TPoMOOEMOOTIYHIX PO3TIA/IiB.

OsiTpen® He MOXHa 3aCTOCOBYBATH y BUIIAAKaX, KO HEMOKIIMBO OTPUMATH e(pEeKTUBHY BilIOBiMb



Ha J'IiKYBaHHﬂ, HallpUKJIa[d IIpu:

. [TepBUHHIN HETOCTATHOCTI IEYHUKIB.

. Bapax po3BUTKY CTaTeBUX OPraHiB, HECYMICHUX 3 BariTHICTIO.
. ®ibpoigHUX MyX/IMHAX MaTKH, HECYMICHUX 3 BaTiTHICTIO.

. HacTtaHHI MeHOmIIay3M.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

CremnjianbHUX DOCTIAXKEHb JTiKapChbKUX B3aeMofii OBiTpena® 3 iHIIMMH JTiKapCHKMMH IIpernapaTaMy He
IIPOBOJMIIOCH, ajle IIif Yac Teparil i3 3acTocyBaHHSIM NIXI' He CIIOCTepPiranoch XKOOHUX KITIHIYHO
3HAQYYILIMX BUIIaAKiB TAKUX JIIKaPCHKUX B3AEMOMIM.

Oco6.1ueocmi 3acmocyeaHHsi.
BiocmedcysaHH A

Ing moKpalleHHs BifcTeKyBaHHS 0i0I0TiYHUX JTiIKAPCHKUX 3ac00iB CJIifl 4iTKO 3alKMCyBaTH Ha3By Ta
HOMED cepii JTiKapchbKOro 3aco0y, 110 3aCTOCOBYETHCS.

3azanvHi pexomeHOauii

[Tepen mo4aTKOM JTiKyBaHHS CJIifi OL[IHUTH HEIUIIHICTh Tapy 3 OTJIANY Ha il IPUAATHICTh OIS
JMiKyBaHHS i A1 BUSIBIIEHHS Nepen0adyBaHUX ITPOTHUIIOKA3aHb [I0 BariTHOCTI. 30KpeMa, MallieHTiB CIif
00CTeXUTH Ha HasBHICTb TilOTUPEO03Y, HEJOCTATHOCTI KOPY HaJlHUPKOBUX 3aJ103,
rineprnponakTUHEMIl Ta TPU3HAUYUTH BifiTIOBigHE creludidyHe TiKyBaHHS.

Ha manuii yac BifCyTHiM K/TiHIYHKN JOCBif 3aCTOCYBaHHS IIpenapaTy IIPH iHIINX T0Ka3aHHAX (TaKux
SIK HEeOCTATHICTb JKOBTOT'O Tisla ab0 40JI0BiUi maTonorii), Tomy OsiTpen® He TOKa3aHUM IS
JiKyBaHHS TaKMX 3aXBOPIOBaHb.

CuHOpom einepcmumyasauii seyHukie (CI'CH)

OuikyBaHMM HACJIiIKOM KOHTPOJILOBAHOI OBapiaibHOI CTUMYIISIII € TIeBHE 30i/IbIIIEHHS PO3MipiB
s€4YHUKIB. Lle sgBHUIIE, 10 € HAKOIIBII MOMMPEHUM Y XKiHOK i3 CHHIPOMOM IIOJTiKiCTO3HUX SE€YHUKIB,
3a3BUYal MUHAE 6e3 BiAIOBIMHOTO JTiKyBaHHS.

Ha BigMminy Bifl HeycKnagHeHoOro 30inbiieHHs sseuyHuKiB, C['CH — 1le cMHAPOM, KUl IPOSIBISETHCS 3
HaApPOCTAHHSIM CTYIEHS TAXKKOCTi. BiH BKITIo4a€ 1oMiTHe 30inbIIeHHS IEYHUKIB, BUCOKI CHPOBATKOBI
PiBHIi cTaTEBUX CTEPOIIiB Ta 3POCTAHHS CyIUHHOI TPOHUKHOCTI, SK€ MOXKe ITPU3BOAUTH [0
HaKOIIMUYEHHS PIOVHY B YEPEBHIiN, [JIeBpasibHIU Ta 3pifiKa — y IepuKapAialbHid IOPOKHUHAX.

Jlerki mposiBu CI'CH MoxXyTh BKIIOUaTH abmoMiHanbHUM 0inb, abmoMiHambHUM OUCKOMGOPT Ta
PO3TSATHEHHS Ta 30i/bleHHS po3MipiB sieunuKiB. [Tomipaui CI'CH MoXKe TOmaTKOBO IIPOSIBIISITUCS
Hy[oTo0, OJI0BAHHS, aCLIUTOM, IIiATBEPXKEHUM YIbTPa3BYKOBUM [OCTIIKEHHSAM, Ta IOMiTHUM
30iNbIIIEHHSIM S€YHUKIB.



Y taxkux Bunagkax CI'CH Moxke HogaTKOBO CIIOCTEPIraTUCd TaKa CHMIITOMaTHKa: CepPluo3He
36inbIIeHHS PO3MIPIB IEYHUKIB, 30iNbIIIEHHS Macy TiNla, 3afUIIKa Ta onirypis. [Ipu KniHiuHOMY
00CcTexXeHHi MOXKYTb OyTH BUSIBJIEH] TilTOBOJIEMis, 3TyIIeHHS KPOBi, €lIeKTPOJIiTHHM qucOasaHc,
aCLUT, TJIeBpajibHi BUIMBU ab0 TOCTPUM peclipaTOpHUM AUCTPEC-CUHAPOM. Y OyKe IOOOUHOKUX
Bumafkax TsaxkKui CI'CH Moxke OyTHu yCKnagHeHUM TepeKpyuUyBaHHSAM S€UHUKIB Ta
TPoMO0eMOOTIYHUMHY YCKITaAHEHHSIMHU, TAaKUMHU K eMOO0JTis TIereHeBol apTepii, imeMiyHul iHCYIBT Ta
iH(papKT Miokappaa.

Hezanex#i pakTopu pru3uky po3BuTKy CI'CH BKIIIOYAOTh MOJIOOUN BiK, XyHOPJSABY CTaTypy,
CHHIPOM TOIiKiCTO3HUX SIEYHUKIB, BUCOKI 103U €K30Te€HHUX IOHANOTPOIiHIB, BUCOKiI abCcomoTHI a6o
IIBUAKO 3pOCTal4i CUPOBATKOBI PiBHI ecTpaniony Ta nonepenHi enizogu CI'CH, a TaKOXK BeUKY
KiJIbKiCTh 3pOCTal0uMX OBapiabHUX GOIiKyIiB a0 00IUTiB, ogepxkaHux B nukiax [IPT.

IloTprMaHHS PEeKOMEH/0BAHOT0 JO3yBaHHS Ta PeXXUMy BBeIeHHs npenapaty OBiTpen® Moxe
MiHiIMi3yBaTH PU3UK OBapialbHOI rinepcTuMynsiil. [I715 paHHbOTO BUSIBIIEHHS BigIIOBIgHUX (paKTOPiB
PU3UKY PEKOMEHAYETHCSA IPOBOAUTH MOHITOPUHT IIUKJIIB CTUMYJIALIL 3a AOTIOMOI010 YIbTPa3ByKOBOI'O
NOCIIII?KEHHS Ta BU3HAYEHHS PIBHA eCTpafiony.

IcHye migcTaBa mpUMycTUTH, 10 NXI Bigirpae Kiao4oBy poJb B iHimianii CI'C4 i 110 1eit cuHApoOM
MOXKe CTaBaTU TAKYUM Ta TPUBAJIILIAM IIpU HaCTaHHI BariTHOCTL. ToMy IIpu HagBHOCTI O3HaK
OBapiaJbHOI TiMEePCTUMYISALIl pEKOMEHIYETLCS BIIMiHUTH BBeOeHHS NXI' Ta MOpafuTy MallieHTIi
YTPUMAaTHCS Bif CTaTeBUX KOHTAKTiB ab0 3aCcTOCOBYyBaTH 6ap’€pHi 3aco0M KOHTpPAIEIMIIil YIIPOI0BK
IoHauMeH11e 4 OHIB.

CI'CH moxe mBuUAKO nporpecysatu (y Mexax 24 roguH) i IpoTATroM KifTbKOX AHIB CTaTU CEPUO3HUM
MEeOUYHUM YCKJIaMHEHHSIM, TOMY NallieHTKY IIOBUHHI Tepe0OyBaTH i MEOUYHUM HATJISI0OM
IITOHAKMMEHIIIEe TPOTIArOM 2 THKHIB IIiC/Ig BBeOeHH nXI .

3a3Buyaii erki abo momipHi hopmu CI'CH MMHAIOTH CIIOHTAHHO. SKIIO CIOCTEPIira€ThCs TSXKKA
dopma CI'C4, mikyBaHHS TOHAAOTPOIiHAMU HeOOXiITHO IPUIUHUTH, MAIiEHTKY CJIif TOCIiTani3yBaTu
Ta PO3MOYaTH BiAnoBigHy Teparmio CI'CH.

BazamonsioHa sazimuicmu

Y mauieHToK, y SIKUX IIPOBOAUTHCS iHOYKIIiS OBYJIAIil, YacToTa 6AaraToMTigHUX BariTHOCTE! Ta
HapOIXKeHb, MiIBUIIeHa HOPIBHIHO i3 MPUPOIHUM 3allifTHEHHAM. BilblIiCTh MHOXKHWHHUX 3alllTiTHEHb
nIpefcTaBieHa ABiMHSAMU. baraTonigHa BariTHICTb, 0COOIMBO BUIIOTO MOPSAKY, HECe MMiBUIIeHUH
PU3UK HECIIPUSTIMBOTO PE3yIbTaTy MOJIOTIB i IepuHaTaIbHOTO IIEPioAY.

g miniMizanii pu3uKy 6araToITigHOl BariTHOCTI BUILIOTO IOPSIAKY PEKOMEHAYETHCS PETEIhHO
KOHTPOJTIOBATH OBapiaibHy peakuio. [Ipu npoBeneHHi nmpouenyp JPT pusuk 6aratommifgHol
BariTHOCTI ITOB’sI3aHU 'OJIOBHUM YMHOM 3 KiJIbKiCTIO IIepeHeceHuX eMOPioHiB, iXHbOIO SKiCTIO Ta
BIKOM IAIli€HTKU.

IlepepueaHHs eazimHocmi

YacToTa BUIAJKIB IepepUBaHHsI BariTHOCTI SIK y NalliEHTOK 3 aHOBY/IAILIEIO,
TaK i mpu 3acrocyBaHHi [IPT BuIIa, HiXK IMiCJIsI CMOHTAaHHOT 0 3allTiTHEeHHSI.

ITozamamgkosa sazimHicmb

2KiHKM i3 3aXBOPIOBaHHAME MaTKOBUX TPYO B aHaMHe3i MalOTh MiIBUIIIEHUN PU3UK I103aMaTKOBOI



BariTHOCTI He3aleXkKHO Bifl TOTO, HacTala BOHa BHACJIIZOK CIIOHTAHHOTO 3alIifHEHHS YU JTIKyBaHHS
6e3mnmigns. IToBimomsisiocs, 110 MOMKXPEHICTh T03aMaTKOBOI BariTHOCTI micys npoBenenHs OPT
BUIIA, HiXK y 3arajbHid MOMyIAIil.

Bpoosiceni sadu

[TomupeHiCTh BPOMAXKEHUX Baf micys mpoBegeHHs [IPT Moxke OyTH TPOXM BHUIO0, HiXK ITiCs
CIIOHTAHHOT'0 3aIJlifHeHHs. BBaxka€eThCs, 1110 1€ € HACJIiIKOM pi3HUIN B XapaKTepuCTUKax 0aThKiB
(HampMKJIaf, MAaTePUHCHKUH BiK, SKiCTh CIIepMH) Ta Oi/IbIIIOl YaCTOTH BUIAAKIB OaraTOILTiIHOI
BariTHOCTI.

Tpomboembo0aiuHi si6UUWLa

Y kiHOK 3 HelomaBHIMU TpoMO0oeMOOTiYHUMY 3aXBOPIOBAHHSIMHU Ta Y XKiHOK, IS SKUX 3arajioM
BCTaHOBJIeHi ()aKTOPU PU3UKY PO3BUTKY TpoMOOeMOOMiUHUX SBUII, TaKi IK iHAUBiAyanbHi ab0
CciMelHi BUNIQ[IKY, JIIKyBaHHS TOHAAOTPOIIIHAMU MOXKe IIPU3BECTHU [0 II0HAIbIIOr0 NiABUIIEHHS
PHU3UKY 3aTOCTPEHHS ab0 MOsIBY TAaKUX PO3JIafiB. Y TaKuX XiHOK HEOOXiTHO OIiHUTH ITepeBary
3aCTOCYBaHHS FOHAMNOTPOIIIHIB HAJl PU3UKOM PO3BUTKY MOAiOHUX sBUII. [IpoTe CIlif BiA3HAYUTH, 110
B1acHe BariTHiCTh Ta CI'CH TakoxK 30ilbIIyIOTh PU3UK PO3BUTKY TPOMOOEMOOJIYHUX YCKITaHEHb.

HoeoymeopenHs penpodyKkmueHoi cucmemu

[CHYIOTD ITOBiOMJIEHHS TTPO PO3BUTOK SIK NOOPOSKICHUX, TaK i 3710SKiCHUX HOBOYTBOPEHD SEYHUKIB Ta
iHIMX opraHiB penpooyKTHBHOI CUCTEMHU Y XKIiHOK, SIKi IS JIiKyBaHHS 0e3IUTiAAs 3aCTOCOBYBAJA
KiNlbKa JliKapchkux npemnapartis. e He 3'sicoBaHo, YU 30i/IblIy€ NTiKyBaHHS TOHAOTPONiHAMU 0a30BUl
PU3UK PO3BUTKY TaKUX MYXJIUH V HEIIIIHUX XKIHOK.

Bnaue Ha pe3yabmamu aHanisy kposi abo ceui

[Ticns BBegeHHd npoTtsarom o 10 gHiB OBiTpeH® MOZKe BIIJINBATU Ha PEe3yJIbTaTU IMyHOJIOTIYHOI0
BHM3Ha4yeHHS piBHA X[ y cupoBaTiii KpoBi abo cedi, 1110 MOXKe ITPU3BOAUTH 0 IIOMUIIKOBO
MIO3UTUBHUX PE3yJIbTaTiB TECTYBaHHS Ha BariTHICTh. [Ipo 1e Criif nonepeauTy MallieHTOK.

Bmicm Hampio

e nikapchbkuit 3acib MicTUTh MeHIe 1 MMOJIST HaTpito (23 Mr) B OfHii 103i, TOOTO BiH MPaKTUYHO HE
MiCTUThH HaTpito.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.
BaritHicTb

IToka3aHb [0 3aCTOCYyBaHHs npenapaty OsiTpen® y mepiop BaritHOCTi HeMae. JJaHi, ofepXaHi [
HEeBEJIMKO] KiJTbKOCTi BUITaAKiB 3aCTOCYBaHHS IIpellapaTty y Mepiof BariTHOCTI, BKa3ylOTh Ha
BiICYTHICTh ypomKeHuX Bafl abo GeTo- Y1 HeoHaTaaIbHOI TOKCUYHOCTI. [10Ci?KeHb BIIJIUBY
XOPiOoroHaAOTPOMiHY anb(a Ha penponyKTHBHI (PYHKIII TBapUH He IIPOBOAUIIOCH, TOMY IIOTEHI[INHUN
PU3UK TAKOTO 3aCTOCYBaHHS [JIS JIIOOUHU HEBIIOMUI.

T'ogyBaHHd TPYANI0



OsiTpen® He MOKa3aHMI [/ 3aCTOCYBaHHSA y Iepiof ToAyBaHHs rpyanw. JaHi oo BUAiIeHHS
XOPiOrOHAAOTPOMIHY anbda y MOJIOKO BiICyTHi.

3paTHiCTh BIUTHBATH Ha MIBHIKICTH peaknii Ipy KepyBaHHI aBTOTPAHCIOPTOM a0o0 iHITMMH MexaHi3MaMH.

Ositpen” He BINMBae a0 Maiike He BIUIMBA€E Ha 3MATHICTh MAIicHTOK KepyBaTH aBTOMODiIeM Ta
IIpalfoBaTy 3 MexXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.
[Tpenapar cJifi 3aCTOCOBYBATH IIifi HATJIAIOM JIiKapsi, SKUi Ma€ [OCBif MiKyBaHHS Oe3Minas.

[TpemapaT nmpu3HayeHuM Oy MiAMIKIPHOTO BBeJeHHS. MOXKHa BBOOUTH JIUIIE ITPO30PUM PO3YUH, SKUU
He MICTUTh CTOPOHHIX YaCTOK.

MakcuMarnbHa fo3a npenapaty — 250 Mxr. Criig 3aCTOCOBYBaTH TaKi peXkKUMHU JIIKyBaHHS.

2KiHKU npu nposedeHHi cyneposyaauii neped 3acmocy8aHHAM GONOMIHCHUX PenpoOyKmMuBHUX
mexHo.102il, makux K 3anaioHeHHs in vitro (IVF)

BMmicT oiHOT0 IIONIEPEIHLO 3alI0BHEHOTO MIMPHUIla OBiTpeHy® (250 MKr) BBOOSATD Uepeld 24-48 rogun
IiCJIg 0CTaHHBOI iH €KIIil mpenapaTy QosikynocTuMyoodoro ropMony (OCI') abo moachKoro
MeHOTIay3aJIbHOT0 TOHagoTPOoIiHy (IMTI'), To6TO Mpu HOCSATHEHHI ONTUMAalbHOI CTUMYIIALIl
(bOMKyIIPHOTO POCTY.

2XKiHKu 3 aHosysui€0 abo oaizo08yas5Ui€0

BMmicT oHOT0 IIONIEPEIHLO 3alI0BHEHOTO MIMPHUIla OBiTpeHy® (250 MKr) BBOOATD Uepeld 24-48 rogun
TiCTI HOCATHEHHS ONTUMAJIbHOI CTUMYIAIi] (OJiKyIIpHOT0 pocTy. ITallieHTIli peKOMEHAYETLCS MaTH
CTaTeBi 3HOCHHY Y [eHb BBelleHHs: OBiTpeny® Ta HaCTyIHOrO HHS.

ITauieHmKu 3 ywKoOM#CeHHAM PYHKUii HUPOK abo neyiHKu

Besmneka, epeKTUBHICTL Ta (papMaKoKiHeTH4Hi napamMeTpu OBiTpesny® y MAllieHTOK 3 YIIKOIKEHHIM
GbyHKI1ii HUPOK abo mevyiHKy He OyJIM BCTAHOBJIEHI.

Himu.

TTokasaHb [0 3acTocyBanHsa OBiTpeny® y memiaTpuuHil rpymi MalicHTOK HeMae.



Ilepedo3yeaHHsi.

Edektu nepeno3ysands Ositpeny” HeBimomi. IIpoTe BHACTIIOK Iepeqo3yBaHHs MIpemnaparTy
icuye MoxknuBicTh po3BUTKYy CI'CH (guB. po3min «OcoGIUBOCTiI 3aCTOCYBAaHHI»).

ITo6iuni peakuii.
Crucnuyi onuc npodino 6e3nern

V NOpiBHANBHYX JOCIIAXKEHHAX i3 3aCTOCYBaHHAM Pi3HUX K03 OBiTpeny” 6y10 BCTAHOBIIEHO, IO
CI'CS, noB’sg3aHuil 3 mpenapaTtoM OBiTpen®, Mae fo303anexHuil xapakrep. CI'CS cnocTepirascs
npubnu3Ho y 4 % HalieHTOK, AKi 3acTocoBysanu Oitpen’®. Tsaxka ¢opma CI'CS cmocTepiranacs
MeHII HiXK y 0,5 % naiieHToK (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

[Tepenik mo6iYHUX PeaKITii

Iasni BUKOPUCTOBYIOTHCSI HACTYIIHI KaTeropii yacToTu nobiuHuxX peakuiit: myxKe momupeHi (= 1/10);
normmupeHi (Bim = 1/100 mo < 1/10); HenommupeHi (Big = 1/1000 mo < 1/100); mooguHOKi (Bim =
1/10000 go < 1/1000); pimgkicHi (< 1/10000), yacToTa HeBimoMa (He MoxKe OyTH BCTaHOBIIeHa Ha
IMifcTaBi HASIBHUX JAHUX).

3 6oky iMyHHOI cucmemu

PigkicHi: peakiiii TimepYyTIUBOCTI Bif TETKOTO OO TSAKKOTO CTYIIEHS TSIKKOCTi, BKJIIOUal0UH
BHUCHUIIAHHS, aHa(iTaKTUYHI peakilil Ta IIOK.

3 60Ky Hepsosoi cucmemu
[TommpeHi: ronoBHUM Ginb.

CyOuHHiI po3aadu

Pigkicui: TpoM6oeM0Oo0mist (9K IOB’sI3aHa, Tak i He 1moB’si3aHa i3 CI'CH).

I ayHK080-KUWKO8BI p034d0u

[TourupeHi: abgominaneuu 0inb, abgoMiHambHE PO3TATHEHHS, HYOOTa, O/TI0BaHHS.
Henommupewni: abmominanpHuN grucKoM(OpT, miapes.

3 60Ky penpodykmusHoi cucmemu ma MOA0YHUX 3d/103

[Tommpeni: merkust a6o nomipauit CI'C4.

Henowmwupeni: Tsaxkuu CI'CH.



3aeanvHi po3aadu ma pedkuii y Micui 8se0eHHA

[TourupeHi: peakiiil y MicIii iH’€KIiii.

Tepmin npudamHocmi. 2 POKH.
He 3acTocoByBaTu micins 3aKiHYeHHS TepMiHy IPUAATHOCTI, 3a3Ha4Y€HOT0 Ha YIaKOBIIi.

[IpenapaT npr3HAUYEHUN OJ1s1 HEralHOr0 Ta OJHOPA30BOr'0 BUKOPUCTAHHS IIiCIId [IePIIOoro
BinkpuBaHHg. OfNHAK y JOCIiAXKeHHIX cTabiIbHOCTI i Yac 3acToCyBaHHS OYJI0 TOKa3aHo, 110
mpernapar 3a/JMIIaeThCs CTa0iMbHUM IPOTIroM 24 TOOUH Micys BifKpHUBaHHS YIIaKOBKYU IIPU
36epiranui mpu Temneparypi 2-8 °C.

YmoBH 30epiranns.

30epiratu npu Temnepatypi 2-8 °C (y XxonogunbHUKY). 30epiraTy B OpUTiHaIbHIN YIIAKOBIIi OIS
3axXHUCTYy Bif cBiT/na. 36epirat y HELOCTYIHOMY [JIst OiTE! MicIii.

[TpoTsiroM TepMiHy NPUOATHOCTI IIpernapaT MOXHa 30epiratu npu TemmnepaTypi He Buiile 25 °C
npotsaroM o 30 fHiB 6e3 IOBTOPHOTO OXOJIOMXKEHHS. fKIIN0 PO3YuH He OYB BUKOPUCTAHUMN IIPOTATOM
rux 30 gHIB, UOTO CIIif YTUII3YBaTH.

VYnakoBKa.
[To 0,5 M7 po34YKHY [A7g iH €Kil y TIOoTlepegHbO 3all0BHEHOMY INMIPHI (CKyo Tumy I) i3 mpobkoio-
MOPIIHEM (raso0yTuioBa ryma), IIaCTUKOBUM CTPUKHEM IOPIIHS Ta (GiKCOBAHOI TOJIKOI0 3

HepKaBilo4yol cTasi, 3aKPUTOI0 KOMOIHOBAaHMM KOBITAYKOM (T'yMa/mojinporrineH). OOuH momnepegHbo
3aMOBHEHUY IIMIPUI Y KOHTYPHIM YapyHKOBiH YIIaKOBIIi BMIIlIEeHUY Y KapTOHHY KOPOOKY.

Kareropis Bigmycky.

3a peLenToM.

BupoOHUKH.
Mepk Cepono C.m.A./Merck Serono S.p.A.
abo

Mepk Cepono C.A., Bigninenus y M. O6our/Merck Serono S.A., Succursale d’Aubonne.

Micne3HaxoakKeHHsI BHPOOHHKIB Ta iXHi afijpecH MicIisi MpoBaAXKeHHs Tisi/IbHOCTI.



Bia menne Marsxomie 15 (p-u IIpomucnosa 3o0xa), 70026 Moayubo (bapi), ITamis/
Via delle Magnolie 15 (loc. frazione Zona Industriale), 70026 Modugno (Bari), Italy
abo

3on IupycTpiens me JI'Ypretas, 1170 O6onH, [IBetiiapis/

Zone Industrielle de 1'Ouriettaz, 1170 Aubonne, Switzerland.



