MUHUCTERCTEO HA 3SPABEONA3BAHETO
1. HME HA JEKAPCTBEHHUS HPOAYKT sraxerie Ko
paapemenke saymoTnebale .

Puregon 300 IU/0.36 ml urpxexnuionen pasteop ;05// / - Ay 5‘86! 0910 051
2. KAYECTBEH H KOJMYECTBEH CHCTAB 03.(0-0f MM
Enun natpoH chabpixa Herra o611a nosa ot 300 U pexombunanten ($ONHKYNO-CTHMYITHpALL XOPMOH

(9CX) B 0.36 ml BoneH pasTeop. MHKEKIUOHHUSAT PasTROP CHABPKA aKTHBHOTO BEIIECTRO domTponnH
beta (follitropin beta), NpousBeliel 4pe3 reHHO-HIDKEHEPCTRO B KISTHYHA IMHUS OT Aiiunuk Ha Karaiicku
xametep (AKX) B xonuentpanus ot 833 IU/ml BogeH pasteop. ToBa CHOTBETCTBA HA KOMHYECTBO B 1030BA

efuHAIA 0T 83.3 MuKporpaMa npotenH / ml (cnenuduunaTa 7 vivo GHOHATHYHOCT Ce paBHsRa
npubimskTenso Ha 10 000 IU @CX / mg npotenn).

?

3a MBAHKA COMCHK HA MOMOILHHKTE BEIIECTBA, B, TOUKA 6.1,

3. JIEKAPCTBEHA ®OPMA

HipkeKiEOHEeH pa3TBOp.
TIpospauen u Ge3LBETEH PA3TBOP.
B natpony, npeanasnaven 3a yroTpeba 3a6AHO ¢ MK 38 HIKSKTHpPAHE.

4.  KJIHHAYHU JAHHA
4.1 Tepanesruunn noKazaHns

Iipu sicenu:

Puregon e noxazaH 3a JieueHne Ha JKeHCKH HRGEPTUITATET NPH CIIEAHHTE KNHHMYHM HEIUKAIM:

. AmoBynanus (BKIIOYATENHO OBAPHAIHA NOMHUKKCTO3a) TIPH JKEHH, KOWTO HE CE BUAAT OT JIeUeHHe ¢
KInoMH(eH IHTpar.

. Kontponupasa opapuansia XunepeTUMyNauus 32 HEIYUHPaHe Ha PAsBHTHETO HA MHOMKECTECHH
(ONMKY/IH B pAMKHTE Ha TIPOTPaMUTe 33 ACHCTHPAHA PENPONYKIHS [T.€. OIUTOMKAAHE HH
BHTpo/emGpuorpanchep (OUB/ET), untpadanonnes tpanchep na ramern (DT n HHTpa-
UHTONNA3MEHO HIDKEKTHpaHe Ha criepmarosouzn (MIHC)].

TIpu mwoice:
. YBpezieHa cliepMaToreHe3a B Pe3yNITAT Ha XUIIOTOHAKOTPOIEH XHIIOrOHAM3EM.

42 JIo3upoBKa H HAYNMH HA NPHJIOKEHHE

Jlewenuero ¢ Puregon Tpa6ea aa 65/e rpoBENeHO TOX KONTpOJIa Ha NeKap — CIIELHaNHCT 10 ASUeHKEe Ha
Oesmmonue.

QOS’HQOGKG

Hoszupane npu ocenu
CriecTBYBAT 3HAUMTENHY MHTEP- H HHIPA-HHAMBHIEYATHY BADHALIHY B YYBCTBUTEIHOCTTA HA SHUHHIMTE
COpAMO €K30reHHHTE FOHAIOTPOIIMHH. 3aT0OBa He € BE3MOXKHO 1A Ce ONpeRelIM YHUBepcanHa fo3a. Hozara
TpaGBa la Obae onpesneneHa HHAHBUAYAIHO, B 3aBHCUMOCT OT OBAPHAIHHS orrosop. Toii ce onpenens
HOCPEZICTBOM YJITPa3ByKOBO HAOMIOACHHE M H3MEPBAHE HA €CTPANMOIOBHTE HHEA.

Ilpu ynotpeBara Ha nHcalIKa 32 HIDKEKTHpaHe TpAGBa J1a Ce OCH3HAE Ye TTHG
KOETO TOYHO JJOCTaBs [03aTa Ha KOATO € Harnaceno. Ilokasano e ge cpe,
@CX ce npunara ¢ NHCAIKATA B CPABHEHHE CEC CTAHAAPTHA CIIPHHIIOB
NPaKTHYCCKO 3HAYEHHE MPH NPEMHHABAHETO MEXKHY NHCANKa 32 HHXKE




©IHH [HKEA Ha feyenpe. OcobeHO TPEMUHABAHETO OT CIIPHHLOBKA HA NMHCAJIKATA, MOMKE A2 MMa HYXJa OT
MaNKH KOPeKLiiH Ha JO3aTa 3a NPEe/IOTBPaTSIBaHe [MOCTABSIHETO HA TBHPAE BHCOKa J03a.

TIpH cpaBHHTeNHATE KIMHAYHH IPOYYBAHWS HANpaBeHH ¢ Puregon M ypHRAPHY FOHAMOTPONMEY Ce
ycTaHosH ye Puregon noxassa mo-rofsma eeKTHBHOCT [0 OTHOIIEHHE HA MOHWKABaHe Ha o61ara 1032 3a
NeTYeHHe M CPKPAlliaBaHe Ha HEPHONA, HeOoOXOAMM 32 AOCTHraHe Ha Mpe-OBysaTopHy yenosua. ITopanu Tosa
€ N0-0NpaB/aHo fa e IPHUAoKM Puregon B 103a, KOATO € NO-HHCKA OT [03aTa Ha yPUHAPHKTE
FOHaZOTPONHHH, HE CaMO 32 JIa C€ ONTHMH3Kpa GONHKYAapHOTO PAa3BUTHE, HO i Ja CE CBEAE 10 MUHHMYM
PHICKa OT HeKefaHa OBapHAITHA XHIICPCTHMY ALK,

Knvrranns onut ¢ Puregon e 6a3supaH Ha TpH HHKBNa Ha JedeHMe IpH JBeTe HHAuKam. O5o6mennsT
OMKT OF in-Vilro OILIOAIAHETO NI0KA3BA, Y€ YCIIeBaeMOCTa € TIOCTOSHHA 33 ILPBUTE YETHPH OIUTA, CHCK
KOETO MOCTENCHHO CE TIOHIIKARA,

. AHOBYanus
IIpenopbuBa ce CEKBEHIHANNA CXeMa Ha JO3UPAHE KATO ce 3alo4He ¢ JHeBra 1o3a ot 50 [U Puregon.

Tazu goza ce puiara B TIPOLBIDKEHHE Ha ceieM IHH. AKO He Ce YCTaHOBH OBapHAalieH OTroBop,
[03aTa 32[04Ba HOCTENEHHO 1A Ce MOBHINABA JOKATO aReKBaTHO QONUKYNapHO HAPACTBANE WK
GpOMsHA B HHBATa Ha IUIA3MEHHS eCTPafuol He IIOKAXKAT, Ue € HACTHIINT afeKBaTeH
(papmakoﬁHHaMplqu oTroBop. EixenneBHOTO yBeHYCHHE HA €CTPaauoIoBHTe HuBa ¢ 40-100 % ce
CYHTA 3a ONTEManio. Crien ROCTHraHe Ha HeoOxoauMaTa JHEBHA /1034, T4 OCTaBa NOCTOAHHE [0
JIOCTHTaHe Ha [IPeoBYJIATOPHO CheTosHMe. To HacThNBA KOFATO ca Halune exorpadeky AaHHy 3a
HANUYYE HA IOMHHaHTeH GONMKYA ¢ AHaMeThp Hali-Manko 18 mm u/uau xoraTo nna3sMeHuTe HUBa Ha
ectpaguonia aocturaar 300-900 picgrams/ml (1000-1300 pmol/I). O6HMKHOBEHO 3a JOCTHIAHETO Ha
TOBA CECTOABME € JOCTATBHHO JICYSHRETO Aa NPOABILKH OT 7 A0 14 mHu. Ipunarareto Ha Puregon
TOTaBa Ce NPeyCTaHOBsBA U Ce HHAYIHPa OBYNALHA NOCPEACTBOM TpHAAraHe Ha YOBEIIKH
XOpHOHANEH roHaJOTPONUH.

Axo 6posi Ha QoNMKyNHTE & TRBPAE BHCOK HITM HUBATA HA €CTPAIKONA ce MIOBUIUAT TBBpIE GHp30, T.C.
HOBEYE OT ABYKPATHO JHEBHO YBEHYCHHE B IPOABIDKEHHE Ha JBA MIIH TPH NOCIEN0BATEAHH JHH,
JIHeBHaTa 1034 TpA6Ba Aa OBAE HOHIWKEHA.

Txit kato roneMuHa Ha Gonukyna Hap 14 mm e JocTaTsyHa 33 BE3HHKBAHe Ha GpeMeHHOCT,
HAIMYHETO HA MHOXKECTBO NPe-0BYIaTopH: QONHKYIM ¢ FONEMHHEA Hajx 14 mm MOBHIIABA PHCKA OT
MHOTOmIOAHa OpeMeHHOCT. 3a fa ce u3berse To3H pHCK, NpHiaraHero Ha X1 TpaGra ma 6bae
OTMEHEHO U HACTBNBAHETO Ha OPeMEeHHOCT — NPeJOTBPATEHO.

* KoHTponupana OBapHaIHa XUTICDCTHMYJIANKHA B DAMKHTE HA NPOTPAMKTE 34 aCHCTHPaHa

PempONYKIIHS
Tlpunarar ce pasiuyHy POTOKOAY Ha cTHMYAauks. IIpenopsusa ce mpuiarase Ha HAYAIHA K033 OT

100-225 IU moHe 3a yeTupH A, Chex Topa H032Ta Ce afalTHpa CIpAMO HHAXBHKYATHHAT
OBapyaneH 0Tropop. KnuHuyHuTe NpoyuBaHHd IOKa3Bat, Y€ Hali-4ecTo € HeoGXomuMa MoIBPIKaIa
nosa ot 75-375 IU guHeBHO 32 6-12 guu, Makap e ¢ Bh3MOXKHO JISYEHHETO Ja NPOIBLIDKH H IO-KBIrO.
Puregon Moxe a 651 AIPUIOKEH CaMOCTONTENHO WM B KoMOUHanus ¢ GnRH aronucr, 2a 1a ce
NpeAOTBpaTy HACTRIIBAHETO HA TpexcaespeMeHHa myrennnsanya. Korato ce usnonzea GnRH
arOHHCT, 38 NOCTHIAHETO HA aASKBATCH OBAPHANieH OTIOBOP OOHKHOBEHO ¢ He0OXOAHMA HO-BHCOKA
o0ma moza Puregon.

OpapuanHus 0TroBOp Ce MpOCHeAARa NOCPEACTEOM exorpadicki HAGNIOAEHHS 1 H3MEpBaHe Ha
TN7Ia3sMEHATE HHBA Ha ecTpagkona. Koraro exorpagckoTo H3CHENBAHE YCTAHOBH HAIMYME Ha MIOHE TpH
tomukyna ¢ pasmep 16-20 mm W e HasTHlEe CHOTBETCTBAILO NOBHILEHHAE B HUBATA Ha ecTpaguoina (300-
400 picograms/ml1 /1000-1300 pmol/l/, 3a Bcexu onukyn ¢ AHAMETHP TTO-TOIAM OT 1§ mm), 3a j1a ce
MHJYLHpa Kpaiinata (asa oT y3psaBaneTo Ha (hONMKYIIHTe, ce npriara X1 Acnupanyara Ha
OBOIUTHTE Ce OCBHIieCTBABa 34-35 yaca clen Toea.

Hozupare npu smvorce
Puregon 1pafsa na ce npunara s xosa 450 IU ceqMuyHO, 32 IPEANOMHTAHE PasnpeAeieHHt B 3 alUIMKALMY 0O
150 IUJ, ceBMecTHO ¢ YOBESHIKA XOpHOH-roHafoTporHy (uXI). Jleuenuero 'rp
Mecella NpeAH Ja HacTHIIH NoNoOpeHte Ha ciepMaToreHesara. AKo cliell To3y nep
e(ieKTHEEH OTrOBOP, KOMOHHHPAHOTO eYeHue MOXKE Aa MPOIBIKH; CEOpayiids ) gg;le 3]

MOKe [ia € HeoOXOIHMO JIEYEeHHETO 2 Nponsibke 18 Mecela u noseye mp %}ﬁéﬁ%%e%ﬁ
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Puregon nama momxonsmy noKa3aHis 3a ynorpefa npu gena.

Houuw na npunosicenue

Puregon umxexIMOBeH pa3sTBOp B NATPOHU € paspaboTeH 3a yuoTpeba B Puregon Pen u Tps168a na ce
Tprnara NOAKOXHO. MecTaTa Ha HIDKEKTHpaKe TpaGBa Aa ce PeRyBaT, 3a fia ce n3GerHe pasBHIHETO Ha
mnoatpodus. Hanonspanero Ha HIXEKTHPAIIATA NHCANKa Ha Puregon Moke 12 65/1€ OCHIECTRABAHO OT
caMara MANHEHTKa, MPH YCIOBHE He € NOMYIIa NOAXO0NAIM HHCTPYKIHE OT JeKap.

4.3

4.4

ITpoTueonokazanus

CBPEXIYBCTBATEIHOCT KBM aKTHBHOTO BEILECTRO HIIH HAKOE OT IIOMOLIHKTE BELIECTRA.
Tymopy Ha SiuHUIMTe, TBPAATA, MATKATA, TECTHCHTE, XMIIOMH3HATA JKITE3a HITH XUTIOTANaMYyCAa.
BrnaranuimmHo KEpBEHE ¢ HEYCTAHOBEH TIPOH3XON.

IIspBHYHa OBapHANIHA HEEOCTATHYHOCT,

OBapuayiHi KMCTH WITH yBENHYEH) SYHKHLM, W3BBH paMKute Ha Ilomnkucrosnara Boneet Ha
STHYHALETE.

ManopmatHe Ha NOJIOBHTE OPTaHH, HECHBMECTHMYU ¢ GPEMEHHOCTTA.

Dubpounuu TyMOpH Ha MaTKATa, HECHBMECTHMH ¢ GPeMEHHOCTTA.

IIspBHYHA TECTHKYNIApHa HENOCTATHYHOCT.

Crenganny npefynpexaends ¥ NPeANa3Hu MepKH IPH ynoTpeda

Hanwynero Ha HEKOHTPONBPAHH HEroBaXHH GHIOKPHHONATHY (2 HMEHHO OT THPEOHLICH, alpeHANeH
HIIH XHRIo)u3apeH MpoK3XoN) Tpsabea fa OBIe HRKITIOYEHO.

1lpu GpeMeHHOCTH BE3HUKHAIM Clel HHAYKIMA Ha OBY/IALIITA YPe3 IEUSHUe C FOHANOTPONIHHHA
CBIIECTBYBA NI0-BUCOK PHCK OT MHOromionHa 6pemensoct. Toynata aoza ®CX 6u npepoTepatiia
Pa3BHTHETO Ha MHOMKECTBO omukymi. MHOXeCTBeHaTa TeCTALHs, 0cOGEHO OT BHCOK KIac, HOCH
YBENUHEH PHCK OT HeGJIarorpUaTer M3XOM KaKTO 32 MalKara, TaKa M 3a IeTeTO B [IePHHATAIHIES
nepuon, Ianpenture Tpsabea na 6vaaT npenynpeAeHn 3a NOTEHUMANHES PHCK OT MHOFOILIOAHA
OpeMEeHHOCT IPSAHM 3aIf0YBAHE Ha JISUSHHETO.

Hsprata umkexknma ¢ Puregon TpaGsa A2 ce 0ChIIECTRBH NOA HAONIONEHHE Ha MEAHIIMHCKO JHLE.

T'si KaTO JKEHUTE, KOHTO C€ JISKYBAT B pAMKUTE Ha MPOrPAMKTE 33 ACHCTHPAHa PSIPOIYKIS, Haki-
HE€CTO HMAT CTPYKTYPHH HapyIICHHs BBB (hanonuesuTe TpEOH, TOBA NIOBHILARA PHCKA OT GKTOIHYHA
6pemenHOCT. OT 0CODEHO 3HaUYeHy e TOraBa € PAHHOTO €XOrpagicko MOTBEMKICHHE, U6 GPeMEHHOCTTA
€ BETPEMATOYHa,

YecToTaTa Ha CIIOHTAHHATE a00PTH TIPH JKEHHTE, KOTO ¢a 3a6peMEHeNH B PAMKHTE Ha IPOTPAMHTE 33
aCHCUTHPaHa PEMPORYKIHA € II0-BHCOKA OTKOJIKOTO B OCTaHANATa ITOIEyIaHyA.

HuuppenTate Ha Bpofiern Mandopmarmy citell AckcTupany Penpoayxrisau Texwonorun (APT)
MOJKE Jja ¢a MaJKo [I0BeYE OTKONKOTO NMpH CIIOHTZHHK OpeMenHocTy. CMATa Ce, e TOBA Ce ABJDKH Ha
PA3NHUKHTE B POUTENICKUTE XapaKTepUCTHKH (Hallp. BB3PACT Ha MailikaTa, XapakTEpHCTHKH Ha
CriepMaTa) ¥ MEOTONNOAHA OpeMeHHoCT.

Hexenana opapranta XHIEPCTHMYTAUYA: NIPe/H HAYanoTo, U HA PABHOMEPHY MHTEPBAIH IO BpEMe
Ha JISUeHHETO ca HeOOXONKMH YITpa3BYKOB KOHTPON BhPXY PA3BUTHETO Ha (PONMKYIIHTE,
ONpERENIRETO Ha HUBOTO Ha ecTpaprona. OCBEH pa3BHTHE Ha ronsM 6poii GomuKyau Moxe aa Guze
OTYETEHO PA3KO H CTPBMHO [TOKAUBAHE HA HHBATA HAa €CTPaJMONa, T.¢. OBeUe OT ABYKPATHO FHEBHO
YBEIMYCHHE 33 ABa MM TPH NOCIELOBATENHH AHH, TIPH KOETO Te MOTaT A2 JOCTHIHAT H3BHHPETHO
BHCOKH CTOHHOCTH. JHarHo3ara Ha OBapHAlIRa XUNEPCTHMYAINT C& HOTBBPAIaBa exorpadeku. Ako
Ta34 HEXEJaHa OBapHaNiHa XHIePCTUMYAAl|s HACTBIIH (T.€. T4 HE € YACT OT ApOrpaMara 3a
acHCHTHpaHA PerpofyKUHs), prnaraHeTo Ha Puregon TpaGea fa ce npeyctanosu. B Tozu ciyuaii
3abpemensBaneTo TpAOBa 1a ce naberHe, a npunaraseto Ha uXI a ce OTMeHH, Thil KATO TO MOYKE aa
CTaxie IpUYHEA KaKTO 32 MHOXKECTBEHA OBYJIals, Taka U 3a Pa3BUTHE Ha CHEAPOMA Ha-

POABABAT CBC CHCIHUTE KIINMHHUYHH CUMIITOMHE: KOpEMHa 60.HK8., Fanene, uap
VBEAHYEeHHe Ha AHYHHIHTE H HATHYMHE Ha OBaprallHH KHCTH. Br3unxpaneTo
3acTpalmaeail CHHAPOM Ha OBapHalllHa XHINepPCTHMYyNalus € MHOFO PAAKO. To
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HaMMYHE Ha TOJIEMH OBapHAIIHA KHUCTH, KOMTO Ca CKIIOHHH KBM PYNITYpa, ACIHT, YECT IPH3HAK € U
XHAPOTOpaKca ¥ NOBHIABAHETO Ha TeryI0. Mma chobiueHHs, Je Makap M MHOTO PAAKG MOTAT Aa
HacTsAAT TpoMOemOonuHM npotecH aconupan csc COXC.

. Vima naHHv 3a OBaprasHy H TAKHBA HA PENPOAYKTHBHATA CHCTEMA HEOILTa3MH, [IBATa BHIA
J0GPOKA4ECTBEHH U MANHTHEHH TNIPU XKEHH, KOUTO ca GHUTH TIO/LTOKEHH Ha PEKHM ¢ MHOIOKPATHO
npunardge Ha MEIMKaMeHTH 3a JICUeHHe Ha cTepuinTeT. Bee oiile He e yeTanoBeHo, Hanu Mk He
ACUCHHETO C rOHAZIOTPONKHM YBe/THYaBa OCHOBHHSA PHCK 33 TE3H TYMOPH NPU He(epTHIHM JKEHH.

. Jenw ¢ HanmuyMe Ha OGIOTIPHETH PHCKOBH BAKTOPH 3a TPoMBO3a, KATO MHYHA K (bamrnza
aHaMHE3a, TeXKO saTberapane ( Body mass Index> 30 kg/m®) wau tpomGodmins, Moxe aa uMat
TIOBHMIUSH PHCK OT PAa3BHTHE Ha BEHO3HM HIM apTepHanny TpoMGeMGonuHH IPOABU [0 BpeMe Ha
JISHEHHNETO C FOHANOTPONHEN., TIpy Tesu jxeHu npepumcrTpaTa va IVF nporpamuTe Tpibea na ce
ChIOCTABAT CIPAMO BEIMOKHMTE pHCKoBe. TpaGea ma ce o10enerxw, Je u caMaTa GpeMEHHOCT ce
acolMMpa ¢ DOBHIIEH PUCK OT TPOMOEMOOMH.

. Puregon MozKe A2 CHABPKA CIIENIH OT CTPENTOMULMH W/ HeoMHIH. Te3n aHTHOROTHIM MOFAT I3
NPHYHHAT PEaKIHH Ha CBPBXUYBCTBUTEITHOCT TIPH NPEAPAa3noNoKeHH NailHeHTH.

. Tosumenure eanorenHy #uBa Ha ®CX npu MExKeTe ca HHIHKATOP 34 IBPBHYHA TECTHKYNAPHA
HeZloCTaThHHOCT. TakuBa NANMEHTH He MOTAT Aa Ce TIOBTHAAT OT KOMGURHMpaHara Tepamus ¢ Puregon
H YOBEIIKY XOPHOH-TOHaR0TponuE (uXT).

. 1Ipu MB%e ce penopryBa H3CHeaBake Ha ciepMata 4 0 6 Mecella C/lel HAYANOTO HA ISYSHHETO, 32
OHEHKA Ha edekTa.

4.5 BsaumopmelicTBMe ¢ APYrH JEKAPCTBEHN NPOAYKTH U APYrH dopmMu pa B3arMogeiicTRHE

ERHOBpeMenHOTO NpHioxeHKe Ha Puregon u KNOMH(eH HUTpaT MOXKe 1a YCHITH (POJTHKYHApHHS OTTOBOP.
Criept penBapHTeNHO HOATHCKAHE Ha XUTIO(QU3HATA QYHKIMS Ypes arouucTy Ha GnRH Hal-BEPOATHO e
61 BEOOXOMIMA [0-BHCOKA 1034 Puregon 3a IOCTHraHe Ha ANSKBATEH donuxynapen oTrogop.

4.6 BpemeHHBOCT H KbpMeHe

Hsma noctarp4ro AaHHM 3a ynoTpebara Ha Puregon no BpeMe Ha Gpemennoct.He ca YCTaHOBEHH
TepaToreHHy eheKTH cAe] KOHTPOIHPaHa OBAPHAIHA XHIEPCTUMYIALHA IPH KITHHEIHATA ynotpeba Ha
FoHagoTponuHH. B ciryuaii Ha ynoTpeba ro Bpeme Ha GpeMEeHHOCT KIMHHYHHTE NAHHY HE 2 AOCTATHYHH 33
H3KIIFOYBaHe Ha TepPaToreHeH eekT 0T pexombuHanTeH OCX. Bohipeky, ye Ko To34 MOMEHT He €
ycraHoseH ocoben Mandopmarnsen edekr. He e nabmonasan TepaToreHen e(heKT APH ONUTH C >KHBOTHH.

Puregon ne tpabsa na ce u3ronssa 0o Bpeme Ha KbpMeHe.
4.7 EdexTn 5bpxXy cnocofHoCcTYa 32 modupane u padora ¢ MAMEEY
Puregon Be NOBNHABA WM NOBIHABA NPEHEOPEIKUMO CIIOCOGHOCTTA 32 uodHpane H pabora ¢ MaltHHH.

4.8 Hexelanu JeKapcTBeHN Peaknuu

IoAKOKHOTO HITH HHTPaMYCKYIIHOTO NIpHiarake Ha Puregon B KIMHHYHATA [PAKTHKA MOYXE A HOBERE JI0
MECTHH peaKiji¥ B MACTOTO Ha HHAKEKTHpaHe, H3passBauiy ce B 60onka, 3auepBseare, OTOK, ChpOex HaH
NOIKOXEH KPBBOU3IHER. [0BeueTO OT TAX Ce NPOABABAT MHOTO JIEKO H ca GEp30-TpexomHy. MHOro psaxo ce
HAOMMOaBAT eHEPAIN3HPAHN CBPBXIYECTBHTEIHH PeaKLK, BIUIIOYBAIIH SPHTEMA, YPTHKApHS, 0GPHE 1
c¢pplex.

1Ipu newenue na scenu:
Tlpuzraiy 1 CHMITOME CBEP32HH CBC CHHAPOMA HA OBapuansa XunepeTumyanus (COXC) ce crobmasar
HpH 3% OT JxeHuTe, NeKyBaHu ¢ Puregon B KIMHEYHHTE NpOy4Batus (BUK paspen 4.4), s
Habnionasa ce nieko noBuIlenHe Ha PHCKA OT eKTOMAYHA HITH MHOTOILIORHA GpeMeH
TIpH NI€YeHHIE C APYTH FOHAAOTPONUHH 2 HabNIoAaBaHA TpoMOeMOOTHYHY npobie
nosioGHO sBieHye fa ce HaG/IoaBa ¥ IpH JIedeHue ¢ Puregon / YOBEIIKH XODHOH-TIPHS
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IIpu nevenue na muvoice:

B msKon cilyyan Moxe Aa Bh3HHKHE THHEKOMACTHS WK Ja Ce NOABH aKHE TI0 BPEME Ha JIEYEHHETO C
Puregon / yoBemkH xopuon-roragotprorm (hCH). Tosa ca n3eecTH: edekru oT nevenneto ¢ Puregon /
YOBEHIKH XOpHOH-ToHagoTpronue (hCH).

4.9 Tipenosmpane

Hsiva panny 32 ocTpata TOKCHYHOCT Ha Puregon npu xopa, HalM4HHTe JaHHH 32 OCTPaTa TOKCHYHOCT Ha
Puregon i ypyHapHuTe roHafioTPOMHHM MPH XKUBOTHH COYAT, Ye T € MHOTO Hucka. IIpinaraxeTo Ha MHOTO
BHCOKH I03H Puregon moske ia ZOBeHe 0 CBPBX-CTUMY/IALHS HA SHUHHUHTE (B pasae 4.4).

5.  @APMAKOJIOI'MYHH CBOMCTBA
5.1 ®apmakogHHAMHYEHA CBOHCTBA
@apMakoTepaneBTH4Ha rpyma: ronagorponasm, ATC xox: G03G A06.

Puregon chspika pexombunanten @CX. Toif ce npoussengia upes Texxonorns 32 JJHK pexombrHMpate,
Kar0 C& H3NO0N3Ba KIeTh4HA KyNTypa OT OBOLMTH Ha KMTAHCKH XaMCTEpH, KOMTO Ca TPaHC(epHparH ¢
JoBeIKN rexu 3a cupTes Ha PCX cybeaununy. [IEpBHYHATA TOCNESOBATENHOCT HA AMUHOKHCETHHHTE €
VAEHTHIHE C TasK Ha yoBekia PCX. MspecTHO €, ue ChUIECTBYBAT CaMO JICKH PA3/iiyns B CIPYKTYpaTa Ha
BEITIEXHOPATHATA Bepura,

®CX e He3aMEHEM 3a pacTeska H HOPMaAHOTO y3psBaHe Ha QOIUKYIINTE, KAKTO M 3a CTEpOM)IHATA CHHTE3d B
ronagure. Ilpu xkeHure ausoto Ha ®CX e onpenensm GakTop 32 HAYANOTO H NPOXBIDKHTENHOCTTA Ha
paseHTHE Ha QONMKYIIHTE, CIENOBATENHO € II0KA3ATEAHO 3a Gpos Ha y3penuTe GOTHKYITH H 32 CpoKa Ha
HOCTHraHe Ha TOBa y3pssane. Ilopaau Topa Puregon Moxxe fa ce mpuiara 3a CTumMyJHpaHe Ha
(honuKynapHOTO PasBHTHE 1 NPOAYKLWSTA HA CTEPOHAH B ONIPENesIeHH CIY4YaH Ha HAPYICHA FOHaKAIHA
®yrxupa. OcseH Tosa Puregon Moje J1a Ce NPHIAra 3a CTHMYJIHPAHE HA MHOKECTBEHO (ONy/IMKyIapHO
PasBATHE B PAMKHTE Ha NPOrPaMUTe 32 aCHCTUPaHa PENpORYKIHA [T.€. OIIoKAaHe UH BUTpo/eMOpHOHANEH
Tpanctep (OUB/ET), unrpadanonues rpancep na ramers (MDTI) 1 HHTpaUHTONRAZMEHO HIJKEKTHpaHe
Ha cniepMartozoun (MIYIC)]. Hati-uecto feuennero ¢ Puregon ce nocnesa ot npunarade Ha wXI 34
HHJlylHpaHe Ha Kpaiinara (asa oT y3pasaHeTo Ha QONHKYIHTE, BE3CTAHOBIBAHETO HA Meii03aTa U
pynrypara Ha GONHKYNa.

Tpu MEsxe ¢ HepocTarsunocT Ha ®CX, Puregon Tpabsa a ce MPHIIAra CHBMECTHO C YOBEINKY XOPHOH-
roHanoTponHH (4XI') 3a none 4 Mecella, 3a na ce CTUMYNHpA e(peKTHBHO CIIEPMATOreHe3aTA.

5.2 ®apmakoKHHETHYHH CBOHCTBA

Crnen nuTpaMyCKyITHO M MOJKOXKHO NPIUIoKeHNe Ha Puregon, MakcHMaHy KoBIeHTpawmy Ha OCX ce
HocTHrar 3a oxofo 12 yaca. Crres HHTpaMyCKyHHO NpHIOKeHHe Ha Puregon, MakxcHManHute KOHLICHTpaluHu
Ha OCX ca no-BHCOKH H ¢e JOCTHrAT HO-PAHO NPH MBKETE OTKOIKOTO npH sxeHwuTe. Jlopany sabaseHaTa
pe3opbimA Ha NiperiapaTa B MACTOTO Ha HIDKSKTHPaHE H MPOABIKHTEIHOCTTA Ha TIOMYKHBOT OT OKOMO 40
uaca (12-70 gaca), @CX nuBata 0cTaBaT NOBHINEHHU 3a 24-48 gaca, TIopai OTHOCHTERHO HLITHS TIEPUON,
Ha DONYKHBOT, HOBTOPHOTO NPHIIOXKEHNE Ha CBIIATA 4034 LIE JOBEAE 0 HOCTHUNaHE Ha INasMeH
KoHIIenTpanun Ha ®CX, KouTo ca npudnuzuteno 1,5 ~2,5 NLTH N0-BHCOKU OTKONKOTO ClieR eJHOKDATHO
TPANOKEHHE Ha AHEBHATA J03a. ToBa NOBHIIEHHE NO3EONABA AOCTATAHETO Ha TEPANEBTHYHH KOHIIEHTPAlHH
Ha GCX.

Hrsima chilecTBEHH PapMaKoKHHETITIHH PasmiIHA MeXKIY HHTPAMYCKYITHO H TIOAKOXKHO NIPHIOKEHHE Ha
Puregon . M npu aBaTa NBT4 Ha npuaoskeHHe GHOHATHYHOCTTA € npnGnnsnTeanlZl_%,- XHMHYHO
pexomOunanTHHT PCX e TBBpAE CXONeH ¢ ypuuapaus opemkn GCX M ce p
EKCKPeTHpa IO CHINNA HAYHH.
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Ilpunaranero Ha emHOKparHa A03a Puregon Npu MIBX0BE He HHAYLMPA CHIECTBEHH TOKCHKONOrMYHU
egexry. [Ipoyysannsta, BbPXY HOBTOPHO HPIIOKEHNe Ha EAHOKPATHATA 1032 IPH NITbX0BE (3a ABE
CenMuIy) ¥ Kyyera (3a 13 ceamuiu), py KOMTO NPHIOKEHATA 034 € CTHrHana 100-KpaTHO To-BHCOKE
CTOHMHOCTH OT MaKCHMAIHaTa [I03a 32 Xopa, Puregon He HHAYLMpA CHILECTBEHH TOKCHKOIOTHYHH eeKTu.
Tecta na Ames v Tecta 3a in vitro XpoMosoMaH aGepalyiy BoPXY JOBEIIKH AEM(OUKTH, TOKA3aXa He
Puregon se okazsa myTtareHen ediekT.

6. @APMANEBTHYHU JAHHU

6.1 CHhuchbK HA HOMOIIHHTE BelIECTBA

Puregon 300 [U/0.36 ml umxeKUHOHEH pasTBOp CHIBPIKA:

3axaposza

HATPHEB LINTPAT

L-meTvoHuH

nonvcopbar 20

GenswIoB ankoxon

BOZA 33 HFIKSKITHH.

3a onTHMusMpane Ha pH Mo3Ke Aa e H3MO0N3Ba HATPHEB XMAPOOKCH W/ MM CONHA KUCEHHA.

6.2 HecpBMecTHMOCTH

Tlpy nunca Ha NpOyUBaHMS 33 HECHBMECTHMOCTH, TO3H JIEKapCTEEH NPONYKT He TPAOBa 2 C6 CMEeCBa ¢
IPYTH JIeKapCTBEHH NPOAYKTH.

6.3 Cpok na rogHocT
3 rogusH.

Tlpwn Beue npobura rymMena MeMOpana Ha fIATPOHA OT HIVIA, MPOAYKTHT MOXe a GBJe ChXpaHIBaH
MaxcuMmym 28 gmum.

6.4 Crensaiing yeaoBHust HA ChXpaHEHHe

Ja ce cexpansea B xnagumHuk (2 °C — 8 °C).

Ha me ce 3aMpasspa.

Crxpauspaiite naTpoHa(UTe) B KAPTOHEHATA ONAKOBKA.

3a yno6cTeo Ha nauuenta, Puregon Mosxke Jia ce chXpaHsBa IIPH TeMIeTatypa no 25 °C 3a onpeseneH
[IEPHOJ OT BpEME HE IO-ABIET OT 3 Mecella.

6.5 JianHu 33 ONAKOBKATA

0.36 ml pasreop B narpon ot 1.5 ml (cThKN10 THn I), ¢1e cuBO rymeHo 6yTano u aiyMHHMEBa OFbHATA
Kanavka ¢ ryMeHa MemOpana.

Onaxoska ot 1 natpon 1 6 BruH 3a yrotpe6a ¢ Puregon Pen.

Tlatponute ceappxar MunmMym 400 TU OCX axrashoct & 0.480 ml BofieH pasTBOp, KOHTO € AOCTATHYEH 32
00ma HetHa noza ot 300 IU.

6.6 CoennduuHE HpeANAIHH MEPKH NPH HIXBHPIIAHE HA H3NMON3BAH JAeKAPC HJH
OTOAZLYHE MATEPHAH OT HETo
e,

i
’r\—
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He u3non3saiite chABpKaHRETO Ha (BIIAKOHA, AKO Pa3TROpa € METEH HITH ChT
Puregon 300 TU/0.36 ml msxexiHoneH pasTeop € NpeRHasHadeH 32 yriotpeba
Hucrpyxnuure 3a ynorpeba Ha mrcankara Tpabsa ia ce CIEABAT BHEMATENHO)

7



Tlpenu mxexTHpane TpaGEa 2 ce H3KAPAT BB3AYIIHHATE GANOHYETa OT NaTPOHA (BIDKTE MHCTPYKLHHTE 32
yrorpefa Ha NHCATKATA)

Ilpasuk naTponH He TpsaOBa Ja C& VLIHAT OTHOBO.

Puregon natponnTe He ca npeAHAsKaueHH [a IOCHaT IpYT JIEKApCTReH IPONYKT [a Ce CMEeCBa B
HOaTpOHHTE.

H3xBBpiieTe H3NON3BAHNTE HIVIH BE[HATA CAE HIDKSKTHPAHE,

HensnonssanysT NPOIYKT WM OTIHANBYHHTE MATEPHAIH OT Hero Tps6Ba A ce M3XBBPIIAT B CHOTBETCTBHE €
MECTHHTE H3HCKRAHHMA.

7. HPHATEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

N.V. Organon, Kloosterstraat 6, Postbus 20, 5340 BH Oss, Xonanmus

8. HOMEP(A) HA PASPEINEHHETO 3A YOOTPEBA

EU/1/96/008/038

9. JTATA HATIBPBO PABPENMIABAHE/MIQOAHOBABAHE HA PASPEIIEHVETO 3A
YIIOTPEBA

JlaTta Ha EpPBO paspemasane: 3 Mati 1996

10. HJATA HA AKTYAJI3WPAHE HA TEKCTA

Mait 2006




