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JIUCTOBKA 3A HATIWEHTA

GONAL-f 450 IU /0,75 ml (33 mcg/0,75ml)
TOHAJI-f 450 IU /0,75 ml (33 mcg/0,75 ml)
IpeABAPHTEIHO BANLIHEHA NHCRIKA

Ilperna Aa 3amodHere ymorpe6a Ha JIeKapcTBOTO, HpodereTe BHHMATENHO ToBa
YILTBAHE.

-3anasere JHCTOBKaTa. MoXKe fia ce HalloXKy J1a 1 MPOIETETe OTHOBO.

-B ciygait, 9e uMarte JOIBIHATENIHA BEIPOCH, MOJL 00OBpHETE ce KbM Banmis mexap

-ToBa NeKapcTBo € Mpe/IHcano JIHIHO 3a Bac B He TpaOsa jAa ce Aasa ga Apyrd xopa. To
MOK€E Ja AM HaBpeay, JOPH Aa UMaT CHINMTE CHMIITOMH Karo BammTe.

B Tazy JHECTOBKA:

1. KAKBO IIPEACTABJISABA ¥ 3A KAKBO CE M3IIOJI3BA GONAL-f?
2. HPEJA JA M3TIOJI3BATE GONAL-E

3. KAK CE 131IOJI3BA GONAL-{ ?

4. Bb3MOXHHU HEXXEJAHW JIEKAPCTBEHH PEAKIHH

5. CbXPAHEHMWE HA GONAL-{

6. IO BJIHATE/IHA HHOOPMANMA

GONAL-f 450 1U/0,75 ml (33 micrograms/0,75 ml), HHXEKIHMOHEH pasTROp B
DpelBapHTEIHO HaDhIHEHA IHCATKA.
Follitropin alfa.

-AxTaeHOTO BemecTBo e follitropin alfa. Follitropin alfa e pexoMOuHauTH YOBEIKH
thonmryrocTIMyImpar xopmad (FSH), mpoussener ¢ noMomra Ha pexombusantaa JHK
TEXHOJOTHA OT KIETHIHa THHES, TPOU3IH3alna 0T AigHAK Ha KuTalCKe XaMeTep.
Komuuecrsoto Ha follitropin alfa 3 1 ml e 600 IU (exenpanenTEE Ha 44 micrograms).

Beexn narpon gocrass 450 IU (exerBanesTHH Ha 33 micrograms) B 0,75 ml.

-TTomomuwTe BemecTsa ca: monokcamep 188, 3axapoza, METHOHHH, HATpHEB NHXHAPOTEH

docdar MOEOXEADAT, XUHATPHEEB (ocaT AURMAPAT, M-Kpe3ol, KOHIeHTpHpana ¢ochopHa
KHCenrHa, HATPHEB XUAPOKCHA B BOLA 38 HEDKEKIHH.

TIpuTexaren Ba pa3pelieHHETO 3a ynotpeba:
Serono Europe Litd.

56 Marsh Wall

London E14 9TP,

United Kingdom

TIpom3BomMTE:
Industria Farmaceutica Serono S.p.A.




Zona Industriale di Modugno
Bari — [taly

1. KAKBO IPENCTABJIAIBA H 3A KAKBO CE M3IIOJI3BA GONAL-£?

GONAL-f e Ouctep, OesnBereH MHXEKHMOHSH PpasTBOP B IIPEABapHTENHO HABIHEHA
macanka. JocTass ce B OAKOBKA OT | HpeIBapHTeNHo HawhilHeHa micaika B 7 6pos urimm
3a IPHJIOKCHAE.

dommotpomue anda e pexoMDEEAHTEH WHOBEWEKHM (ONMHKYNOCTHMYNEpPAIl XOPMOH,
OpHHAZJIEKAN K6M hapMaKoTepaneBTHIHATA IPyHa Ha IOHAAOTPOIHHENATE.

. GONAL-f ce m3moisea 3a Ja HpeIw3BHUKAa OBYNalHd NIPH XEHM, C JHICA Ha
OByJan#s H KOETO HE ca e MTOBIHANHA OT JISYSHHETO C KAOMU(pEH ETpAaT.
. GONAL-f ce m3monszsa 3a Ja CIOMOTHE 33 PasBHTHETO Ha HAKONKO (ONEKYIA

(cHOTBETHO HAa HAKONKO AHIEKICTKH) IpH JKEHH, Ha KOHTO C€ NPHIAraT CHOMaraTeilHf
TexEEKE 32 penpoayknes (ART) xaro in vifro omnoxgage (JVF), srrpemmorybapen
tpascdep Ha ramerd (GIFT) u BrTpemBoTyOapeH Tparcdep Ba 3uroty (ZIFT).

. GONAL- f ce mpmmara 3aefHO ¢ JpYyT XOpPMOH, HapedeH JYTPOIMH anda
(pexoMOMHAHATEH JOBCIIKH JIyT€MHM3UpAN] XOPMOH) 3a IPeJU3BHKBAHE Ha OBYNALHS IPH
JEHH, KOHTO HAMAaT OBYJalldd, IOpagd MHOrO HEcKa mnpomykuus ma FSH
(@omuxynocTamMyiEpai XopmoH) B LH (Jlyremamsnpan XopMoH) OT XuIOQU3KaTa KIIe3a.
. GONAL-f ce m3momssa B KOMOHHALMS C APYTO JIEKapCTBO, JYOBEINKH XOPHOH
Toraporpomas (hCG), 3a fa ce mpou3Bee CeMEeHHA TETHOCT IIPH MEBXKE, KOHTO Ca CTEPHRIHH
TOPAAK XOPMOHAJICH JNEQHIAT.

2. TIPEJTA [TA W3IIOJI3BATE GONAL-f

Bamarta OIUIOHTEIHA CIOCOOHOCT ¥ Ta3u Ha napTHsopa Bu TpaOea ma Oblat M3CHeIBaHu,
OpenH 3al0YBHE Ha JEYCHHETO.

He m3nomseaiite GONAL-T ako:

. Cre cBpBEXYYBCTBUTENHE (MMarte aneprrsi) KoM (QOIHKYHOCTHMYIEpPANIHS XOPMOH
HIE KBM HIKOE OT IoMommuuTe BemecTea Ha GONAL-f;
. VimMaTe TyMOpH Ba XAIoTanaMyca B XHIo(u3Bara Kie3a;

AXoe cre xeHa:

. Axo ¥Mare yroneMsBaHe Ba sigHuwipTe WM KACTA, KOSTO HE € MPHIHHEHA OT
HOAHKHECTO3HO 3a00sABake Aa SHIHAIHTE;

. AX0 FMaTe TEHHTANHO KhpBEHE ¢ HEH3BECTEH IPON3XO;

. Axo mMare paxoBo 3aborsBane Ha SHIHWIHTE, MATKATA

HeKapCTBOTO He OpBa ma ce IpHIara, KOoraro ca HallHHC f
HOpMaimara 6PGMCHHOC’I' HERB3IMOXKHA, KATO IIPEXKICBPEMEHE
Ha HOJIOBHTES OPTraHH HHHA cnerm(bm TYMOPH Ha MarKarTa.



AKO cTe MBX:
¢ Axo mMare HeobpaTHMO TECTHKYNHO YBPEKAAHE.
Hznompaiite GONAL-{ ¢ HoBameno BHEMAHHE:

Axo mvate nop(HHpHI BN HACTEACTBEHA IIPSPA3IONoXKeHOCT KEM Hopduprs (3abosssase,
KOETO MOXE Jia ¢& (jpedaBa OT POAWTENH Ha HeHa), Tpsbsa fa mHGopMupare Bammia nekap,
TH# karo yHoTpebara Ha TakWBa JIEKapcTBa MOXE Ja NpeTu3BMKAa IPHCTRI Ha
sabomgeanero. Axo 3abenexwure, e Koxara Bu 3amodsa Fa ce HallyKBa H JIECHO 12 €&
mIprEmEa (0co0eHo 30BHTe, KORTO JECTO CE H3JATaT Ha CIGHYEBA CBETIHHA) H/AIH AMaTe
croManiEy OoIKy i OoJky B KpaliuwmuTe, TpabBa Aa nepopMmupare Barmia nekap, KOHTo
Moxe fa BE Iipenophya cCIupase Ha JISIEHHETO.

AX0 cTe 3JeHa, TOBa JegYedde INe NOBHINE pHCKa OF NO#BA HAa CHHIPOM Ha
cepexcruMynames Ha siiamnmre (CCH) (pmx. Be3MOXHH HeXenauwl JNeKapCTBEHH
peaknpy). BBIpexd ToBa, ako HAMATE OBYIANHA ¥ Ce NPHABPKATe KBM HpenophdaHaTa
1033 | cXeMa Ha moctassHe, mogsara sa CCH e Manxo BepostHa. Jlewennero ¢ GONAL-L,
HE3aBHCHMO OT Ipermmcanuero, paxxo mopaxza CCH, ocBeH ako xe e OpHIaraHo
JIeKapCTBO, M3MON3BAHO 3a CTHMYyJHpaHe Ha KpaiiHaTa (ONMKYNHA 3pANOCT (ChOBPKAMmO
gopenmky xopuod romamorpormE — hCG). Cruemomatemso B ciyuamre Ha CCH  ce
mpenopbaBa cuupade Ha hCG m #36arease ga MONOBHTE KOHTAKTH WM H3I0N3BaHE HA
GapHepHH IPOTHB03aUaTEIHE METOAY B IPOABIDKEHHE IOHE Ha 4 JiHw.

PuHCKBET OT MHOTONIOAHA2 OpeMEHHOCT, BCHEACTBHME HPHIAraHeTO HA COOMaraTeiHy
PENPOAYKTHBEE TEXHONOTHHE ¢ cBBp3aH ¢ 6pos Ha 3ameHemmre OOImTH/eMOproHM. lipn
[aU@eHTy, [OAJOXEHW HA TEpanmus 3a Npejy3BHKBaHe Ha OBYIAOHS, CliydJadre Ha
MHOFOIIOMHE OpeMeHHOCT H paXIaHe Cce YBENWYasaTl, B CPaBHEHEHE C ECTECTBEHOTO
sagepane. To3 prck, 06age, MOXe Jia ce HaMamy u9pe3 DPHIBPXKAHE KbM IIPEIOPHI2HHTE
JO3HPOBKA B CXEMA Ha NPHIIOKECHHUE.

CrnyuawTe Ha IpeKbCBaHe Ha OpeMEHHOCTTa (NIOMsATaHE) Ca NO-9eCTH OTKOAKOTO B
TOMyJANEITa OT 3APABH JKEHH, HO CPaBHEMH C 9eCTOTaTa IpH KeHH, HMallH npobieMu ¢
IIIOJOBETOCTTA.

ViMa m30IHEpaEM CHOOIMEHHES 32 HeTexkd anepraynn peakmud keM GONAL-f. Axo cre
FAMalH TAKABA PeaKITAs KEM NoZOoOHH JieKapceTsa, HE(opMupaiite Bamms rexap.

AKo cre MBK, NOBHUIEHH XpHBHH HEBa Ha GONHKyNOCTHMYIHpamAs XOPDMOH ca
TIOKA3ATEeNHH 3a TECTUKYIHO yBpexnhane. B Takmea cixydan GONAL-f obmxHoBeHO HE e
edexraeen. 3a ma mpociedH JedeHyero, Bammar Jiekap MOXKe Ja TIOHMCKa aHalu3 Ha
CEMEHHATA TETHOCT, 4 - 6 Mecena cliell 3all0YBAHE Ha JISHCHEETO.

Ynotpeba Ha APYTH JIeKapCTBRA:
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Enmospemennara ynoTpeda na GONAL-f ¢ npyrw nekapcTsa, CTHMYIHDAINH OBYIalEATA
(T.e. xromMmbeH OHTpaT) MOXe Ja ycHIH GONHKYIHHS OTIOBOP, AOKATO €IHOBPEMEHHATA
ymoTpeba Ha arOHHCTH KM AHTAYOHHCTH HAa TOHAJOTPOIMH OCBODOXIABAMiHA XOPMOH,
H3I03BAEH 34 OATHCKAHE Ha (ONMKYIHUS OTTOBOP, MOTAT Ja JOBENAT A0 HeoOXOIuMOCTa
Za ce yBenmau nosmpoBkara oT GONAIf, 3a ma ce mpemm3BrKa AOCTATHUYEH OTTOBOP OT
cTpaHa Ha giigAwka. Hama cpobluemms 3a ApyrH KIHHHIHO 3HAWHMH JIEKapCTBEHH
B3auMOAEHCTBHA 10 BpeMe Ha neverreTo ¢ GONAL-L.

Mona mcbopmpaﬁre Bamms JEKap axo B3eMare WM HallOCICABK CTC B3CMANH FIKGKBH
ApYyTH JCKapCTBa, IOPH TaKWBa KOHTO HE Ca Omm OpeRITACAHN C PEHOEIITa.

3. KAK CE W3HOJI3BA GONAL-£?

GONAL- f puHarm TpaOBa Na ce IpHilara CTPoro cropef HHECTPYKIHKHTE Ha Bannzs nekap.
Axo He cre curypHH, TpsAORa fia ce KOHCyaATHpate ¢ Bamis nexap.

Axo mmare gyBcTBO, e ebektbT Ha GONAL-f e TBBpAe cHIeH HI@ TBEPAE cnad,
moToROpere ¢ Bammia nexap.

Xenn, ¢ manca Ha OBYJIanWd B ¢ HEPENORHA WY ¢ WANICBATA MEHCTPYATH.

GONAL-f 0OMKHOBEHO C€ TpHIATA €XENHEeBHO. AKO HMate MEHCIpYamHsd, Je4eHHETO
Tp#0Ba Aa 3aI0YHE B PAMKHTE Ba NEpPBHUTE 7 JTHM OT MEHCTPYaNHES ITHKEL.

OOuUKHOBEHO ICUEHHETO 3am0YyBa C EXKEAHEeBHAa HadanAa jgoza or 75 - 150 IU
domErynocTEMympan xopMox (0,12 — 0,24ml). Tlozara Moxe fa Obne ysenmdena ¢ 37.5-
75 TU mpes 7, a Haii-nobpe npes 14 AHEBHH HHTEpBaH, ako € HEOOXOAMMO 14 C& NOCTUTHE
JOCTATHUECH, HO HE IpPEKOMEpEH, OTroeop. MakcuMmansaTa HHEBHA A03a OOHKHOBEHO HE
pageumaea 225 IU (0,36 ml) dompxynocruMymmpain xopMoH. Axo Bammar nexap He
3abenexy OTBETHA PEAKIud cilef] 4 CeAMUNY NeueHHe, TO3H NUKEI Ha JedcHHRe Tpabsa ja ce
mpeKsCHe. 3a cuepamys OUKEN Bamwsr jekap TpsOBa Ja DpejIunle JeYcHHe ¢ Hagamga
1032, I0-BUCOKA OT Ta3H B IPEKHCHATHA IHKBIL

Korato e noCTHrHAT ONTEMANCH OTTOBOP, e/{Ha eNHOKpaTHA HEDKEKIHS ¢ JPYTO JIEKAPCTBO
(hCG- wuoBemmu XOpHOH TOHAZOTPOMHH) ce OpHnara 24-48 waca cren mocuemHara
maxexmuss GONAL-f. IIpenopsdsa ce Jja mMaTe HONOB KOHTAKT B JIEHdI HA ¥ B JEHI CIEX
OpHIATaHeTO Ha TOBA BTOPO NEKApCTBO.

Axo ce TOIYaY IIPCKOMEPEH OTTOBOD, JICIEHHACTO 'I'PH.6B3. A2 Ce IpEeKBhCHE H ONPHICKECHHETO




Kepgw., ponanmoXeHH HA Tepadlig 3a CTHEMYAHpaHe Ha SHIHAIATE 334 MHOMKECTBEHO
domMMKYIapHO  pasBHATHE. OpPeii  WH BATPO ONHOKNAHE WA ADVIH  CHOMAaraTeliu

PENPONYKTHBRHA TEXHOJIOTH,

OGHKHOBEHO IPEJIATAHAST PEXXHM 32 CBPBXOBYNAlRA BKIIOYBA IMOCTaBIHETO Ha 150- 225
(0,24 —0,36 ml) IU GONAL-f nHeBHO, XaT0 Ce 3a104He OT 2-1 WK 3-Hd [eH OT Jleyebnud
MEKEI. JlewesneTo MPOEBIDKABA JOKATO CE NOCTHIHE AOCTATRYHC (ONHKYIHO PA3BUTHE
(ompezienieHO Ype3 HW3CIeOBane Ha KPBBTa W/HNH Upe3 YITPa3BYKOBO H3CHEHBane Ha
gHYHPNETE) ¢ 5033, CHOTRETRANA Ha Bamara peaxipis, Ho 0OHKHOBEHO HE IOBede OT 450
TU (0,72 ml) maesno. AnexsarHo (QONHKYJIHO Pa3BHTIHE CE IMOCTHIa CPEHHO JO0 JeCETHA eH
Ha JiedeHneTo (Bapupa ot 5 no 20 nHu).

Crneg ToBa ce TpHENara efnHa €JWHHYHA MIDKEKOAA OT IIEKAPCTBOTO, M3HOI3BAHO 3a
TIOCTHTaHe Ha KpatizaTa QONMKYIHa 3pAI0CT, ChABpxkarma 250 micrograms rma 5 000 IU xo
10 000 [U gosemkw xopuon rosagorpormaH (hCG), 24-48 gaca cres mociaenHara HIDKEKITHT
GONAL-L.

B #pyrm ciydam ce ¥3L0i3Ba HOATHCKAHE ¢ aTOHHCT MM aHTarOHHCT HA rOHaNOTPOIUH-
ocBobonasamus xopmor (GnRH). B tesn cnyyan npmnoxensero Ha GONAL-f 3anousa
NpHEGIM3NTENHO 2 CEIMUIE CleZ 3arodypaHe Ha JIEICHWETO C arOBMCT — Xaro H hBara
MEIUKAMEHTa Ce TIPOXBIDKABAT, JOKATO ce HOCTHTHE afEKBAaTHO (PONHKYIEHO DazBHTHE.
HaupmMep, ciief TedeHne ¢ ATOHKCT 34 [BE CEAMENH, ce npmiaraT 150 — 225 TU GONAL-f
npes oepeuTe 7 IEW. [o3BpoBKaTa ce KOPHIEpa CHOPe ] OTBETHATA Peakups Ha SHIHHNHTE.

Kenu. KOWTO HAMaT OBVJAINNMY. HMaT H300iM0 MEHCTpyalwd W ca C JIHArHOCTHIHDPaH
wenoctar 5a FSH s LH.

Barmigr jexap Ie Openeny, JIo3HpoBKaTa H IO Kakpa cxeMa Jia ¢e mpuiara JEKapcTBOTO,
TaKa 9e 71a € Hali- OAX0XAITo 3a Bac o BpeMe Ha TO3H Kypc Ha JIeICHHE.

Haii- gectro GONAL-f ce mpuiara exeTHEBHO B IPOABIDKEHHE Hal-MHOFO Ha 5 CEIMHELM,
eIHOBPEMEHHO C HEDKEKIHH 0T NyTpomu anda. Obmuaiinara nagamsa goza GONAL-f e 75
—150 1U (0,12-0,24 ml) zaexzo ¢ 75 TU myrponns anda.

B 3aBHCHMOCT OT peakumaTa By KbM JieIeHHETO, BalTHAT AeKap MOXKE A2 yBEIHMYH J03aTa
g2 GONAL-f ¢ 37.5 — 75 IU 3a npeanoumtasne va 7 — 14 7HEBHE HHTEpBAH.

Axo Bamusgr nexap He 3a6enexu OTBeTHA peaknus Cied 5 CeAMHYHO JIeTeHHe, TO3H IHKbI
Ha JiedeHHe TpAOBa Ja ce IpeKbeHe. 3a crefpamius NEKEI Bammar jiexkap Moxe ja
TpenvIIe JiedeHre ¢ HadaaHa 034, IO-BUCOKA OT Ta3H B IPEKBCHATHA MEKEIL.

Koraro e IOCTHETHAT JKeIaHHST OTTOBOp, CE HpHIara efB4 eXHOKpaTHA HELKEKIms oT 250

TOHaOTpOIHE), 24-48 waca ciex mocnemsmte mExekmuma GONA
IIpenoprusa ce Ja EMate HOJIOB KOHTAXT B JeHd HAa H B JCHA
Kato anrepraTHBa MOXe Ja C¢ H3BBPIHE BETPEMATOTHO OILTONKT,




AX0 e HOCTHrHAT NpeKOMepeH OTroBOp, JIeYeHHeTo Tpsabsa Ja  ce HpEKBCHE, H
npunoxenuero 5a hCG na ce cupe (BuK. B3MOXHH HEXENAHA JIEKapCTBEHH PEaKifud ).
3a cueNBaImEd MEKE], Bammar jekap e Upefuime 1o-uucka xo3uporka oT GONAL-L, B
CpaBHEHHE C IPEIXONHN] ITHKEIL.

CTeQHJ'.[I-]II MBEXE ¢ XOpMOHATHA HENOCTAaTEHIHOCT.

Tipenmuceanara moza GONAL-f obmxmoseso ¢ 150 TU (0,24 ml) 3 nere cenmudaio, B
roMOuHamms ¢ Apyro nexapcrso (hCG) 3a He mo Manko oT 4 Mecena. AXO IEYCHHETO He
Il@Ba Pe3yATAT CleJ] TO3H HEPHOL, TO MOXKE Ia IPOABIDKH 32 HE M0 Mamko of 18 Mecerna.

GONAL-f e mpegyazsadeH 3a TOAKOXKHO HHKEKTHPAHE.
Axo nprnarare cama GONAL- f, mona BHEAMaTe(HO NpoIeTeTe CHENHATE YKASAHNSE:

ViEpaBwRyansnTe NpeABapUTEHO HAEIHEHH NHCAIKH ca NpefHasHad9eHH 3a ymoTpeba
caMo OT CHEH NamuenT. [IpUroTBeTe IpeABapuTeNHo HausmseHara ¢ GONAL-f micanka u
HEDKEKTHpaliTe pasTeopa, clefl Karo IpEZBAPUTENHO CTe  H30pamM KO3MpOBKATA.
Crenpamara MIDKEKIEs TpOBa J1a ce HOCTaBH HO CHIOTO BpEME Ha CIICABAITHS ICH.
Bammust nexap Bu e npesnucan qosuposka o GONAL-f e IU.

1. Vzmuiite penere cH. Baxuo e pbleTe By ¥ npenMeTHTe, KOHTO H3IOI3BATE Jia
OBIAT BB3MOMKHO Hal-9@CTH.

2. Crbepere BcHuUko, OT KOETO ce Hyxaere: Hiamepere w#CTa IOBBPXHOCT X
IIOCTABETE TaM BCHYKO, KOeTO Ie Bm e HeobxonmMmo: (2 TaMmOHA, HAOOSHH ChHC
CHHEpT; €HA MPACKBAPATEHO HarbHEeHa IHCAIKA; €(HA ATTIa 32 IPEIOKEHHE).

Bmx winocTpanygra.
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7 TR

12 10 5 4

1

ByToH 32 HEXEKTHpaHE;

UepeeHa cKala 3a KOHTPOJIHpPAHE Ha A03aTa;
Yepra cxana 3a u30op Ha gozara (8 IU FSH);
CTpelka 3a 103aTa;

IOBpKaT Ha pe3epBoapa;

OyTano;

palpasfied BPBX 3a IOCTaBsHE Ha UINaTa;

.




8. Kamauka Ha OPEIBAPHTENHO HANBIHEHATA CHPHHIIOBKA;
0. cMeHMNA Ce HTHA,

10. BpTpemmoO Kanade Ha UITIATa;

11. BREIIHO KaIade HA UIJATA;

12. oTnemsnmo ce ymenne;

. IIpuroTBsiHe Ha rpexBapHTeNHO HanbigeHata macanka GONAL-f za nspsa
yrorpeba: IlpeAm 3a WHpBH IBT Ja M3TON3BATE IPEABAPUIENHO HATBIHEHATZ
ITHECATIKA OTCTIpaHeTe KanadeTo it ¥ NpHKpeneTe Hrlia TAKa KATO € OXHCaHO B T.3.

e (nex TOBa 3apefele DHCANKATA Ype3 HaIacgHe Ha CTpeiKaTa 3a Jo3arta Ha 37,5
0T depHara Ckaya 3a AO3WPAaHe, O3HAYeHa ¢ ManKa TouKa. M3Terrmere Haszan
OyToHa 3a HWHXEKTHpase IO CHIPOTHBA, OTCTPaHEIE BBHINHOTO Kamade Ha
HITATA ¥ BFTPEHOTO Kamaye Ha HriaTa ¥ 3aGPEXKTe NHCAIKaTa ¢ AIVid, coderma
Harope. [loTynmaliTe nexo Appikada Ha pe3eproapa ¢ IPhCT, Taka 9e BE3AYIHHATE
MEXypHera Ha ¢ M3KauaT Ha NOBBPXHOCTTIA KM Hrnata. C HIna Bce ome
COYema HArope, HambiHO HaTHCHeTe OyToma 3a HIXeKkTHpade. Kamxa oT
TeqHOCTTa TPADBA ZIa ce [I0SBM Ha BHFpXa Ha HIJI4aTa; TOBa O3Hadasa ue Bamata
OpEeABApHTEIHO HambAHCHA HHCAKa € 3apeleHa 32 HHKEeKTHpaHe.
KomidecTBOTO TEHHOCT Ha BBpa HA HINIATA € H3IHIHHOTO KOJIMYECTIBO OT
IpeABapHTEIHO HalbiIHeHATa nHcanka {00uKkHoBeHO ITo-Manko ot 37,5 IU). Axo
OBPBHUST BT HE CE& NOABH TEYHOCT HA BHpPXa HA HIJATa, IOBTOPETS CTHIKAaTa
JOKATO HA BBPXa Ha MInara ce Mo Teunoct. CHen ToBa Harjacere m03ara
KaKTO € IIOKa3ayo B To9Ka 4.

¢ 3a ciejipama ynoTpeda IpEKpeneTe €IHA HIJIA, KAaKTO € Om#EcaHo B T.3 H
HarjaceTe J03ata KaKTo € OIHCaHo B Togka 4.

3. IlpuxpensHe Ha HINATA:

Bzemere HOBa wria. AXO OTHENFIOTO Ce VIUEHIIE, KOSTO 3aTBaps

Yy BEHIMTHOTO Kallade HAa WrhaTa € NOpeleHO KM NHICRa, He
@ . H3rfonssaiite Ta3m mrla. MRXBEpieTe € B H3moN3Balite HOBA HrTA.
/ / \ \ OrcrpaEeTe OTHEISINOTO CE YINEHNE OT BHHIIHOTO Kamaje Ha
/ mraata. Karo XepKure 3IpaBO BHHOIHOTO Kailade Ha HIJATa,

IIPHTACHETC Ha6pasneHH51 BPEX HA IPCABAPDHTCIIHO HalTbIHCHATAa
ouacallka XoM BBEHIOIHOTC Kallade Ha HlaTa H IO 3aBbpPICIC B
IIOCOKA HA 9aCOBHIKOBATA CTPEIKA, JOKATO CC IIDHKPEOH CHIYPHO.

Buumanwe: Msnonssalire camo cme
yorpeba, OCHTYpeHH B OHAKOBE
HankrHeHaTa macanka GONAL-f mag
Serono.
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4. Hammacage Ha Jno3aTa: HarjaceTe HCKagara 033 XaTto
3aBLPTHTC [O30BaTa CKajia B KOSTO H FAa € IOCOKAa JOKATo
cTpelKara Iocodl HckaHata oT Bac mosa. (HepHata Z030Ba CKana
TOo3BOJIgBA HarjlacsHe Ha Jo3ata Ha cremkm ot 37,5 IUL
MirmManEaTa ¥ ChOTBETHO MaKCHMafHaTa 032, KOUTO MOXe Ia
Harnmacate ce pasEssar Ha 37,5 IU u Ha 300 IU). Caex xaro cre
HarmacHn Bamara no3a, TpaOBa Ja 1 3apefHTe KaTO HM3TErTHTe
6yToHA 3a HWEDKEKTHpaHe Ha3al, OO0 CHOpOTHBA. DBHHMaHme:
BHEMATeNHO IpoBepere Hm3Opamara 7o3a, TIpedH H4 H3TETTMTE
Hazan OyToHa 3a HIEDKEKTHpaHe, THH Karto TS HE MOXE Ja ce
KOpHTHpa CHEE KaTo Ce 3apeiy BeIHEK. AKO ciell H3TEriaHe
Basan Ha OyTOHa 3a HIDKEKTHpaHe, OCHh3HAETE e CTE€ HATMACHIH H
3apemuiy NorpellHa NO3HPOBKa, He MEKeKTHpaiiTe. M3xBEpiere
[03a1a ¥ HarnaceTe MpaBilIHAaTAa qo3a.

IIpopepere hepreHaTa cKajla 32 KOHTPOJHpaHe Ha J03aTa BEPXY
OyToHAa 3a HIXeKTHpaHe 3a Ja ce ypepure de e u3bOpaHa
mpasmaEara no3a: Koraro OyTOBBT 3a WHKEKTHpaHe € H3TErINeH
Ha3aj, 3apejesara Jo3a ce IocoYBa OT HOCIHEAHATA MapKHPOBKa
(miocka crpenka) BepXy CKajaTa 3a KOHIpON Ha JO3HMPOBKATA,
KOSTO H3OBKBa sACHO (npuMepsT Ha ¢HIypara IIOKasBa
HM3TErNiCHuAT Ha3ah OYTOH 3a HHMXEKTWpaHe M 3apelieHa no3a oOf
150 TU).

Ax0 s3apefeHaTa [03a € NO-HHCKAa OT Harjacesara, HsMa Ja
MONyduTe HObAHaTa J03a. B To3H cnoydadl  cnepeaiire
HHCTPYKIEHTE, KOHTO ca JAleHH IO-J0ly B Touka 2. B pasueXx
Beneoicxu.

AXO BCEKH IBT C€ H3HCKBA €[Ha ¥ ChINa J03a, Torasa CTpeiKara
Ha [03aTa MOKe Aa Opze ocTaseda fa COYH CBHIIaTa HO3MIMHS
BBPXY CKajlaTa 3a O3HPaHe.

5. VipxexTupane Ha Hmo3ata: H3bepere MACTO 32 MIDKEKTHpPaHe CHOpeX
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HHCTPYKIEHTE, KOHTO CI€ DONyYMI¥ OT Bammd JeKap WInZ
MeFHIEHCKA cecTpa. IlowcTeTe MACTOTO 3a HHXEKTHpase ¢
HANOEHHS CHC COWPT TaMOoH. V3momspalite TasH TEXHMKZ 34
HMEKEKTHpaHE, KoATO BHE € Ouna rrokazaHa or Bamma Jexap WIH
MEIHIMECKa cecTpa. BhBelxere HriaaTa B Ko)Kara H HATHCHETe
OyroHa 3a MEDKSKTHpaHe HaubliHO. Heka HImara Xa OCTaHe B
Koxara none 10 cexyamm. [IpoxsiokasaiiTe na HartHcKare OyTOHa,
JOKATO H3BaXKIATe HIilaTa OT KOXKara. loBa rapaHTHp&, 9€ CTe
HEDKEKTHPAJA IThIHATa O34a.




oOpaTHO BHHIIHOTO Xamade Ha HITIaTa. XBawere BBHITHOTO
Kallage HA BITATAa H TO OTBHITE KaTo Ie 3aBbprare B IIOCOKa
o0paTHa HA YACOBHHKOBaTa CTpEIKa. M3xBEpleTe W3ION3BaHATA
Hrjla KaTo B3eMeTe HOmxoismpTe MepkH 3a OezomacHocT. Cera
mocTageTe  oDparHo — Kamadkata  BEPXY — IPSABADHTENHO
HabAHEeHATa HHCANKA.

7. Coxpassgsase Ha OpeABapHTENHO HanbiHeHaTa mucanka: Clien HEKeKTHpaHne Ha
HO03aTa, OTCTpaHeTe H3ON3BaHATa HIJla, Taka KaTo € OIICAHO IO-TOPE B TOUKA 6.
Hoctagere o0parHO kailagkaTa BHPXY NPEIBAPUTENHO HAIBIHEHATA IHCalKa.
Coxpanseaiite GONAL-f mpenpapurelHO HanbIHaTta IMHCAIK2 HAa CHIYPHO
MSCTO, 32 NpeAHOYMTAaHE B OPHTHHANHATA olakoBka. KoraTto mpexsapHTeNHO
HamsIHEHATA ICcalKa € Bede Ipa3Ha, T4 TpadBa a ce H3XBBPIIH.

FBenexcru: .

1. Cxanara, X09710 MOXKe Jia Ce BHAH Ipe3 Abpikada Ha pe3epBoapa € HHMUKaTop 3a
OCT2HAJIOTO KOJMYECTBO OT JIEKZPCTBOTO B pesepsoapa. Tg He ce H3NON3Ba 3a
Harjacsgye Ha 103aTa.

2. UeppeHaTa CKala 3a KOHTPON Ha X03aTa Ha OyroHa 3a mEXKeKTHpade BH nmasa
BB3MOHOCT Ja IIPOBEPATE JATH NOCeHaTa K032 € Ormia meaHa wiv He. Tol Moxe
& ce H3TErfH Ha3aj caMmo OO KOJHYeCTBOTO OCTABAlll B pe3epBOapa MEAWKaMEHT,
oD03HageH0 OT MapKHpOBKaTa (INOcKaTa CTIpenKa). AKO 3apejeHata [i03a HE €
IOCTaThYHA, IMATe IBE BE3MOKHOCTH:

a) Ja HEDKEKTUpATe dJacTia OF Ao3aTa (ocTawana B MPEABApHTEIHO HalLIHEHATa
OHcadKa) ¥ CUel TOoBa He3abaBpo Jla AOWBNHETE [03aTa Xaro HIDKCKTHPATE
OCTAHAKOTO KONMIECTBO KATO H3M0ON3BaTe HOBa IPEABaPHTENHO HalbIHeHa IIHCAIKa
(Ee 3abpassiiTe 1a CH 3aNUIIETe YACTHIHATA J032).

) Aa H3XBHpIeTe IPENBAPUTEHO HANEHEHAT IMCATKA A ]2 HHKEKTHpaTe NanaTa
7033, KaTo ¥3HoN3Bate HOBa NpeABapHTeNHO HAllbIHCHA IIHCANIKA.

Kaxeo me crame axo ynorpebure nosede GONAL-f, oTkonxoro Bu e Heobxonum?

Edexrare Ha npemosupase ¢ GONAL-f ne ca nosHary, BEOPEKHA TOBA MOXE Ja CE 0OUaKBa
noseata Ha CCSl, Koifto € ommcas mo-NoAPoOHO BEB Bu3MONCHU HeNCENaHY IeKAPCMEEHU
peaxyu, Bee max 1oBa 6u crasano camo axo ce npmrara kCG (eusic Hsnonssaitime GONAL-
f ¢ nosuweno enumanue).

Axo 3a6paeuTe 1a nocrapare GONAL-f:
He pocraesiiTe BROMHA [034, 32 Jla HABAKCATe MpomycHaraTa. Mo, cBEpkeTe ce ¢ Bamud

neKap.

4. BE3IMOKHH HEXEJAHA JEKAPCTBEHH PE



Hait-gecTo cho0mMaBapyTe HEKENaHH pEaklWH ca OBapHaJHH KHUCTH, [iIaBodbomxe H
TOKANHK pEeaKiii Ha MICTOTO Ha upHIoxeHHe (0ojika, 3adepBsBaHe, HOCHHABAHE,
OAyBaHe B/iI pa3apasHenre). Tesn npobreMH MOTaT Jia 3acerHar mopede oT 10 o1 Beeku
100 TpeTEpaHu TAHEHTH.

Cren megepse ¢ GONAL-f, npH NpiiokeHue Ha YOBEIKH XOPHOH TOHAJOTPOIHH, MOXKE
Jla ce TOsSBH CHCTOABME, Hapedermo CHHAPOM Ha CBpPBXCTEMyNan#s Ha siarmmre (CCH)
(mMexay 1 m 10% or nanuenture) (sx. Como Wsnonseaiime GONAL-f ¢ nosuuiero
srunanue). To3u CHENIPOM Ce XapakrepH3HMpa ¢ IOJNEMH KHCTH Ha siiqamnure. IIspBuTe
CEMIOTOMH Ha CBPBXCTHMYJaNus Ha siiqmuTe ca OOIKH HEHCKO B KOpeMHara o0acT,
eBEHTYAIHO MPHAPYXESHH OT rajese, NOBpHIIaHEe H HAJNABAHE Ha Terno. AKO ce IIOABAT
HSKOH OT TOPECIOMEHATHTe CHUMITOMH TpsAOBa BefHara Aa ObJie H3BBPIICH BHUMATEICH
MeJMIMHCKE HperieX. B Texkw, Ho pemiar ciydan, CCS ocBeH ¢ JCHO H3pa3eHo
yroleMsBane Ha SHYHHNUTE MOXE Ja ce CHIBICTBA C aKyMyINHpaHE Ha TEYHOCT B
KOpEMHATA KyXMHA MM TPBAHMS KO, K4KTO H C IIO-CEPHO3EH TpomOOeMOOTHYHU
yenoxmenns. Topa Moxe Ha ce Habprofasa npu 1% wim no-Manko ot 1% or nanuenture. B
MHOTO pEIKH CIyYa# IOCIETHOTO Moxe Aa ObAe OTKPHTO, HE3aBHCHMO OT CHHJpOMa Ha
cBpBxcTAMYyanms (mo-manko ot 1 ga 1 000 naumenTy).

Kato ce mMa mpexBui ropHOTO, 32 &Ia ce mpeaorspath CCH, Bammar nexap Moxe ha
npexparu rederneTo ¢ GONAL-f # ¢ 9oBEmKH XOPHOH TOHaNOTPOIKH.

Msaoro psako (mpu no-Mamxo or 1 Ha 10 000 mammenTn) ce HaOmoxasaT HapylIeHHT B
CHCTEMTa Ha KPHBOCHCHPBAHETO (CHCHPENH B KPHBOHOCHHTE CHIIOBE) NpPH YIOTpedara Ha
momoOHH JIEKApCTBa, TaKa 9e € BB3MOXKHA IOfgBaTa HA TA3H peakuMs ¥ IpH JICUeHHE ¢
GONAL-f/ hCG mma ¢ GONAL-{/ nyrponms anda / hCG.

JloknmagBaBy ca H30NMpPaly CIy9ay Ha HeTekKy anepriyHn peakimu KbM GONAL- £ Tosa
ce cnygsa ¢ gectoTa: 1 ya 10 000 nexypaHH manHeHTH.

BB3MOXKHO € PasBHTHEIO H2 HM3BRHMATOYHA OpeMeHHOCT (MMIUIaHTHpaHe Ha eMOpHOHa
H3BBH MaTKaTa) Hali-Bege NpU KeHH, KOUTO ca CTpafaimy oT 3a00sBaHus Ha TpEOHTe.

Hpu mexere nesernero ¢ hCG Moxe na mosefie A0 PasBUTHE HA MICUHHTE XIIC3H, aKHE
M Hagaasare \a Terno (1-10% oT manpesTHTEe).

Axo zabenexure HIKAKBY CTPAHWIHE e(eKTH, KOHTO HE ca CIIOMEHATH B Ta3H JWCTOBKa,
Mo uadopMupaiite Bamag nexap.

5. CbXPAHEHHE HA GONAL-£
HIa ce cpxpansgBa Ha HEAOCTHIIHO 3a KEIia MIACTO.

Ja ce coxpansBa opH Temueparypa 2°C — 8°C (B XJIafHIBHK).




B paMKwTe Ha CPOKa CH Ha TOIHOCT, HPOXYKTHT MOXE A4 C& ChXPaHsBa Ipd TeMIepaTypa
oz, 25°C 3a mepraox ot 28 juu ¥ TpsabEa fa ce U3XBHPIE BCIyYail, ge He e Ouil H30I3BaH.
Orbenexere Ha IpefBaprTenHO HambiHeHata mucanka GONAL-f rpemsT Ha oBpBaTa
yroTpeba Ha HEKCKIMOHHAS Pa3TBop. Beeky HEM3IOA3BaH Pa3TBOP TPROBa Ja Ce H3XBEPIH
HE O-KBCHO 0T 28 AHH clell THPROTO OTBAPSIHE.

,I[a C¢ ChXpaHsdBd B OPHTAHANIHATA OIIaKOBKa, 3a Az CC HpPEIIa3H OT CBCTIHEA.

Ha He ce H30N3Ba Cclel H3THYAHE CPOKa Ha OJHOCT, 0TOemsi3a BEPXY HaTpOHa HIIH BEPXY
KapTOHEHATa OHAKOBKa. '

He ymotpebssaiite GONAL-f axo 3abenexmre BAAMME OpH3HAIY Ha BIOIIaBaHe.
PasTBOpHT He TPpLOBa Aa ce IpWilara ako ChAbPIKa YaCTHINA WIH HE € OHCTED.
Bceexu neynmorpeber pasTBop TpsiOBa fa ce H3XBBPIH.

6. JOITbJIHATEJHA HH®OPMAIIHS
3a xaxBarto ¥ na e uadopMands OTHOCHO TOBa JEKapCTBEHO CPEICcTBO, MO Jia ce 0bspHere
KBM MECTHHS Nipencrasuren Ha [Iprrexaresns Ha pa3pelieHHEeTo 32 ynorpeda.

“Tpproecka jmra —HAILL” AJ]
oy I' ' M. Jzmmmtpos Ne 1

Codus 1172

Ten.: 960 3690
Daxc: 960 3703

Jara Ha ocieqHa aKTyaTH3aHA HA TEKCTa:
Oxromeph, 2005
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