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Xopuomon 5000 IU npax v pazTBOpUTE/ 3a HHKEKIIMOHEH pJMHUG | SO — " Lo e— T
Choriomon 5000 IU powder and solvent for solution for injection
XOPHOHTOHAAOTPONUH (gonadotrophin, chorionic)

Mouist, IpoveTeTe BHUMATEHO TA3H JINCTOBKA, IPEIN /1A 3a1104MHeTe IPHEeMAHETO HA
JIEKAPCTBOTO, Thil KATO TS CbAbpPKa Bazkua 3a Bac ungopmanuns.

- 3anasere Ta3u JMCTOBKA. MOKe J1a ce HAIOKHM /1a sl IPoUeTeTe OTHOBO.
- AKO UMare HAKakBH BBHIPOCH, nonutaiite Bawus nekap wiu gapmanesr.

- Tosa nekapeTBo e npeanucano anuno na Bac. He ro npeorcroisaiite na apyru xopa. To Moske
Jla UM HaBpe/I1, He3aBUCHMO Y€ NPU3HALMTE HA TAXHOTO 3a00J1sIBale ca ChiuTe KaTo BaiuTe.

- Ako NMOJYHUUTC HAKAKBH HEKCIAHU JICKAPCTBEHHU pEeaKkumu, yBeIOMeTe Bauns JIeKap HJiu
(bapmaueu’r. ToBa BKJIIOYBA M BCHMUKM BB3MOKHH HEXKCJIAaHW peaKlMM, HEONMWCAHW B Tas3u
JIMCTOBKA.

KakBo cbabpika Tazu JIHCTOBKA

Kaxso npezacrasassa Xopuomon 5000 [U u 3a kakBO ce u3nonspa
Kakso Tps0Ba 1a 3naere, npeaun aa usznonssare Xopsomon 5000 [U
Kak na npuemare Xopuomon 5000 [U

Bb3MOKHN HekKeTaHU peakiuu

Kax na coxpanssare Xopuomon 5000 [U

Chabpkanne Ha ONakoBKaTa U A0IbLIHUTENHA HHOpMALHSs

QN 09 B0, =

1. Kaxso npeacrasiasisa Xopuomon 5000 U i 3a kakBo ce n3no/3sa

Xopuomon 5000 [U npax u pa3TBopuTes 3a HHKEKUHOHEH Pa3TBOP

Beeku ¢uakon Xopuomon 5000 [U ¢babpika akTHBHO BELIECTBO XOPHOHIOHAIOTPOIHH
(gonadotrophin,  chorionic), xolito ce nomyuasa oT ypuHa Ha OpemeHHH  KeHwm.
XOpHOHTOHAJIOTPOIIMH €  XOPMOH MHOTO 1000€H 10 CTPYKTYpa M jeficTBHe Ha
syrennusupanms xopmon (JIX), koiito e orroBopen 3a cTumynmpade Ha sifuHMIUTE npu
oBynauus.  XOPHOHIOHAJOTPOIMH € HeOOXOAMM B MOCIHCAHHTE eTanu Ha y3psiBaHe Ha
SIAIEKJIETKATa M HOPMATHO C€ MPOM3BEXK/IA [pe3 OPEMEHHOCTTa OT IUIaleHTaTa,

3a kakBo ce m3noassa Xopuomon 5000 U

[Ipn xern Xopuomon 5000 IU ce m3nonssa 3a ocurypsisade Ha Gunanno y3pssane u
OTAeIAHE Ha AifleKIeTKaTa 110 Bpeme Ha oBy:alus. Haii-uecto ce u3nonssa 3a npemssukpane
Ha OBYJIALMA BbB (PMKCHPAHO BpeMe MpH METOANTE HAa MH BUTPO orUiokaaHe. ChIo Taka ce
fpuiara 3a Jie4eHue Ha npodiemMm ¢ OBYJIAUMSATa, Thil KaTO BOM 110 M0106psABaHE Pa3sBUTHETO HA
KBITOTO TAJIO ClIE OT/e/IsIHE Ha SillleKIeTKaTa oT sifuH1Ka.

[Tpu mbke Xopuomon 5000 IU moske ja ce npunara 3a CTUMYJIMpaHe MPOU3BOJICTBOTO HA
criepMma.

[Tpn MoMyeTa ce M311013Ba 3 CTUMYJIMPAHE PA3BUTHETO HA TECTHCHTE U B CIyYaH, KOraTo
TECTHCHTE HE Ca CJIe3/IM B CKpOTalHATa TOpOnyKa.
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2. Kakso TpsifBa 1a 3naere, npeau aa m3noassare Xopunomon 5000 [U

He n3noussaiire Xopunomon 5000 IU

- QKO CT€ QJIEPru4YHU KbM aKTHBHOTO BELIECTBO MM KbM HAKOS OT OCTAHAINTE ChCTABKU
Ha TOBa JieKapcTBO (M30poeHH B Touka 6).

- B CllyyanTe Ha paHeH nydeprer, XMUNepTpous N Heoriasus Ha XunoduiHaTa xKiesa,
OBApHAIHM TYMOPH, KapUMHOM Ha [pOCTaTaTa MM JPYr aHJPOreHHO-3aBUCHM THII HEOIJIa3us,
Tymopu Ha Tectucure. llpu  Haamume Ha  Jpyru  CHJIOKPHHHM  [ATOJIOrMM  (HAmp.
XHIOTHPEOMIM3BM, HEJI0CTATLUHOCT Ha KopaTa Ha HaA0bOpeluTe, XHIIePIPOIAKTHHEMHUS ) THPBO
TpsaOBa 1a ce yCTAaHOBH MOAXO/SIIATA Teparnusi.

- IIpH [TbPBHYHA OBAPMAIIHA MJIM TECTHKYJIAPHA HEI0CTATLYHOCT, JIMIICA HAa MaTKa, paHHa
MEeHOIay3a, 3anylBaHe Ha TPLOUTE (OCBEH aKo MalMEeHTKaTa He € BKJIIOYEHAa B NPOrpami 3a
acuCTHpaHa pernpoayKius).

- ipu TpoMOBoQ1eduT B akTHBHA (asa.

- [IpH YCTaHOBEHA CBPBbXYYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WJIH KbM HAKOE OT
MOMOLIHHUTE BEIIECTBA.

Mousns, Koucynmpaﬁ're ce ¢ Baummns JIEKap, ako CTe npekapain HAKOW OT Te3H CLCTOSHNA MPe3 JKMBOTA CH.

[pexynpexaennsi u npeanasnn MepKn

B caywaii Ha npexzaespemenen myGepreT, Jb/UKAll c€ HAa AHIPOrEHHO MHyLHpaHe,
tepanusata ¢ Xopuomon 5000 IU tpsbsa Bexnara aa ce npeycranosu. Thil kato aHJIPOreHnTE
MOraT Jia MpeAn3BHKAT 3a/IPbKKA HA TEYHOCTH, XOPHOHTOJAHOAOTPOITMHET TpAOBA BHUMATETHO
Jla ce npuilara npy NauMeHTH ¢ eNuIeNCHs, acTMa, chp/eunn nim 6u0peunn 3abossBanms.

KoMOMHMPaHOTO MIIM [0C/IE/I0BATEIHO MpHIAraHe Ha XOPUOHTOHanoTporud ¢ HMG
(4OBELIKH MEHONAy3aleH TrOHAJOTPONNH) TPAOBAa Ja Cce NpOBEkJa BHUMATEIHO NpeaBU/I
BEPOATHOCTTA OT CTPAHWUYHM PEaKLMKM KaTO yrojemsBaHe Ha AHUHMIATE, ACUMT, MJIEBPAIHM
peakinu, TpoMOb0oeMO0IHs, pyNTYpa Ha KUCTH Ha SIIYHULIMTE, MHOTOILIOAHA GPEeMEHHOCT.

[Tpu ciopticTn ynorpe6ara Ha JieKapCTBEHHS IPOIYKT Ge3 TepaneBTHIHA HEOOX0IHMMOCT
NpeaCTaB/IsABa JONUHT H MOKE J1a J1ajie MOJI0XKUTENICH PEe3yITaT MPH aHTHIOMHHIOB TECT.

Bbnpeku, 4e HAMa JaHHM 3a BHPYCHO 3apassiBaHe NP IMpHEM Ha rOHAJI0TPOITHHH,
MOJYHYEHH OT HOBEIIKa YpUHA, PUCKBLT OT MpeAaBaHe Ha M3BECTHH WM HEM3BECTHH NaTOreHHH
areHTu He TpsOBa HAITBJIHO J1a Ce U3KIII0YBA.

Koncysrupaiite ce ¢ Bamms jekap unm dapmaiesrt, npeam na npuemere XopHoMoH
5000IU.

Jpyru sexapersa u Xopuomon 5000 1U

Jla ce n3bsrsa eHOBPEMEHHOTO MpUIAraHe Ha XOPHOHTOHAIOTPOIMH ¢ BUCOKH J103H HA
KOPTHKOCTEPOH/IH.

Mudopmupaiite Baums siekap win gapmaiiesr. ako npuemare, HaCKOpo CTe npueMatn
HJIH € Bb3MOJKHO J1a [IPUEMETE JAPYI'H JICKapCTBa.

Xopuomon 5000 IU ¢ xpana, HANNTKH B AJKOXO0J1
He ca u3BecTHun B3aumoeiicTus.




-

bpemennocr u Kbpmene

Twit KaTO XOPMOHBT € MOJIYHeH OT HOBEUIKA IIalleHTa, TOl He e MPOTHBOINOKA3aH NpH
OpeMEeHHOCT.

He ca wn3BecTHu uHaukaunmu 3a wnsnosnssade Ha Xopuomon 5000 IU B nepuona ua
KbPMEHE.

Axko cre OpeMeHHa WM KbPMMTE MM CMATaTe, 4Ye MOXKe Ja cTe OpeMeHHa,
undopmupaiite Bamus nexap npeaun ynorpebara Ha TOBa JIeKapCcTBO.

[Hlopupane u pabora ¢ mammuuu
Hsima j1aHny 3a Bb3/IHCTBIE BBPXY CNIOCOOHOCTTA 3a modupane u paboTa ¢ MaIMHH,

3. Kak na npuemare Xopuomon 5000 IU
Bunaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e kaszan Bawmsr nexap. Ako He cte
CUI'YPHM B Hello, nonuraiite Bamms nexap uiam apmaiest.

Jlo3upoBKa H NPOAL/IKHTETHOCT HA JIEYEHNETO

CnasBaiiTe TOUHO NMpeanncanara 103a. AKo umare Kosiebanus, nonuraiite Baums nekap.

Xopuomon 5000 IU Tpsabea na ce MHKEKTHPA HHTPAMYCKYJIHO HIH MOIKOWKHO.
WHKXeKUMOHHUAT Pa3TBOP, MOJIYUEH MPH CMECBAHETO HA PA3TBOPUTENS U JIHOGUININPAHIS TPaX
ce MHIKEKTHPa Be/iHara ciie/l IPUroTBIHETO My.

[IpenopbuBa ce ciaeaHara cxema Ha NPHIOKEHHE:

[Ipn wenn:

[Tvpsuuna u emopuuna amenopes u anoeyIaAMopnu Yukiu: aKo Te3Nn ChCTOSHUS ca
NpeM3BUKAHKM OT JAePUUMT HA MHKPELMs HAa XUIOPHU3APEH FOHAAOTPOINH WM OT JIOL OTrOBOp
Ha ctumynanuaTa ¢ rosagorponut: 5000-10000 IU Xopuomon ciea nocturane Ha HOPMaHM
€CTPOreHOBU HUBA.

Osapuaana xunonnasus: 3 - 5 no3u ot 500 - 1000 IU Xopromon mMeceuHo.

Menomempopazus: 500-1000 IU Xopuomon npes jien 10 crimpane Ha KpbBOTEYEHHETO,
nocaeasano ot 500-1000 IU Beanbk CEAMHUHO IO HOPMajJM3MpaHe YecToTaTa Ha
MEHCTPYAJIHUTE LUUKIH.

Iosmapsiuyu ce abopmu: 5000 IU Xopuomon npes aeH npes nbpBUTe 3 Mecena oT
opemennoctra. Cinen tosa 1000 IU npes aen 3a 2 mecena.

3annaweawy abopm: na ce 3anoune seanara ¢ 5000 IU Xopuomon 10 2 mbTH AHEBHO 10
u34e3BaHe Ha onacHocTTa oT aboprt. [la ce mpoabku ¢ npunarane va 1000 [U Ha Bcekn 3 aHu.

Cmepuiumem nopaou cmywenus 6 06ocenesama: Ciejl CTUMYJIMpAHE C YOBELIKH
meHonaysaien rowagorponud (HMG), 24 waca cnen nocneanoro npunarane va HMG. na ce
urkektupar 1-2 guakona Xopuomon 5000 U, 3a 1a ce npeanssuka oByanus.

IIpn mbxe:

Kpunmopxuszvm: 250 - 500 - 1000 IU Xopromon 2 win 3 IbTH CeIMAYHO 3a NEPHO
ot 40 auu. [losropere Kypca ciei 30-1HEBHO NpeKbLeBaHe.

Xunoconaousvm: 125 - 250 - 500 IU XoproMoH 3 mbTH CEJIMHYHO.

Azoocnepmus, Onueoacmenocnepmus: 500 IU XopuomMoH npes ieH B PobIKeHNE Ha 3
— 4 mecena.

Acmenocnepmusi: 1000 - 2000 TU Xopuomon Ha Bcek YeTUPH JIHH B IPOIb/KEHHE HA 3
Mecera.




Kak ce npuaara Xopunomon 5000 IU

[IpaxeT ce pasrtBaps B pasTBOpMTEINs NPUIOKeH B onakoskata. [losyueHust pasrsop
TpsA0Ba 11a ce M3I10J13Ba BEIHAra CJIe/l IPUIOTBIHE HA Pa3TBOPA.

Hen3nosnsauusaT NpoJyKT Wi OTHAAbYHUTE MATEPHAIN OT HEro TpAOBa J1a ce M3XBLPIST
B CbOTBETCTBUE C MECTHUTE U3MCKBAHMSI.

Xopuomon 5000 IU tpsaGea na ce BbBese GaBHO MYCKY/JHO WM MOAKOKHO. MSACTOTO 3a
MOJIKOKHO WHIKEKTHPaHe TPAOBa /1a ce npomeHs, 3a 1a ce n3berte MacTHa aTpodms.

[MoakoxkHuTe MHKEKLWMM MoraT Ja ObAaT Npujarasy OT camusi MALMEHT, NPH YCIOBHE 4e ce
M3ITBJIHABAT CTPUKTHO JIEKAPCKHUTE MPENOPbKM U YKa3aHMs.

AKO cTe N310/3BaIM noBeve o1 neobxoaumara j103a Xopuomon 5000 U

[penosupane na Xopuomon 5000 IU npu nena B npeanyGepretna Bh3pacT Moxe ja
MHAYLMpa NPeXIeBpeMEHEH nyOepTeT U criupaHe Ha pacrexa. AKO CTe M3IOA3BAIN MOBeYe OT
neobxommumara j03a Xopuomon 5000 IU, o6bpuete ce kb Batums nexap uimu apmanesrt.

AKo0 cTe nponycHasm aa nsnosssare Xopuomon 5000 U

He npunaraiite aBoiina 103a, 3a J1a KOMIEHCHpATE NIPONyCHATAaTa 1034,

Copobuere na Bamms siexap 4e cte nponycHanm 1o3a.

AKO MMarte HAKAaKBH JONBIHUTEIHN BBIIPOCH, CBLP3aiM ¢ ynoTpebata Ha TOBa JIEKapcTBO,
MoJist nonuTaiTe Bawmms nexap nin papmauest.

4. BB3MOKHN HEKEJTAHN Peakinm

Kakro Beuukn nexkapersa, Xopuomon 5000 [U moske /1a npean3suka Hexenanu peakumm,
BBIIPEKH Y€ HE BCEKH I'M MOJIyvaBa.

CnasBaHeTo Ha MHCTPYKIMHTE, CHABPXKALIM CE¢ B JMCTOBKATA 3a NAIMEHTA. HAMAJISBA
pHCKa OT HEXKEJIaHW JIEKAPCTBEHH PeaKiiMy.

Ciex npuemaneTo Ha XOPHOHTOHAZOTPOIMH [IPH KEHH, MOUIOKEHH HA JIeYeHHe 3a
MHIYKLHs Ha OBYJIALMATA, MOXKE Jia C€ yCTAaHOBH MHOIOMIIOAHA OPEMEHHOCT MJIM pa3BUTHE Ha
OBApHAIICH XHIIEPCTUMYJIALMOHEH CHHIPOM, KOATO MOXKe s1a Ob/ie u3bernara upes BHUMATENHO
npocieasBaHe 1o Bpeme Ha TepanusaTa. To3m CHHAPOM OOMKHOBEHO ce XapakTepusmupa c
yrojemsiBaHe Ha SHUHMLMTE, NPUIPYKeHO ¢ Oosiku B objacTTa Ha Tasa. rajcHe. MOBpPbIIAHE,
YBC/IMYaBaHE HA TCIJIOTO, @ B TEKKH, HO PEAKM Clyuyad, CbC 3aJbpiKaHe HA TEYHOCTH B
KOopemHaTa 00J1aCT M IPbAHMS KON, KAKTO | C M0-CEPHO3HI TpoMBoeMBoHuH# YCIIOKHEHUS.

Hexenannte nexapersenn peakimn ca knacuuunpany 1o 4ectorata Ha TIXHATA npossa o
clieAHus HauuH: MHoro yectn (= 1/10); yectn (21/100, < 1/10); newectn (= 1/1000, < 17100); peaku (=
1710 000, < 1/1000); muoro peaku (< 1/10 000) u Hen3BECTHH, KOraTO HEe MOXKE /1a ce MpeleHn oT
HATHYHUTE JTAHHM.

HecrTu: raBodosie, ymMepeH oBapuaieH XUNepeTuMyIatnoHeH CHHIPOM:

Heuecru: nenpecus, Bb30yaa, pasiapasHHTENHOCT, TEKbK OBAPHANEH XHNEPCTHMYTALMOHEH
CHHIPOM, e/1eM, YMOPSEMOCT;

Peikn: aHrHOHEBPOTHYEH €1eM, TPOMOOEMOOIN3bM, BACKY/IAPHA OKJTY3HS, MMHEKOMACTHS,
NPpEKACBPEMCHCH H)’GCPTCT. Gosika Ha MACTOTO Ha HHIKCKTHpAHe,

Muoro peaku: cHcTeMHa alepruyua peakiins, AlepruiHa KoyHa peaKims.

AKO HOJYHUHTEC HAKAKBH HEKCIIAHHU JICKAPCTBEHH PCaKLnH, yBejgomMere Bammusi JIEKap HJIn
(I)apmaueBT. ‘ToBa BKJIIOYBA BCHYKH Bb3MOKHH, HCOMMCAHM B TA3M JIMCTOBKA HEXKeJlaHH PCaKLIHH.




5. Kak na eoxpaunsipare Xopuomon 5000 1U

CuxpansiBaiiTe Ha MSCTO, HEJIOCTBITHO 3a Jeual

Jla ce cbxpansia nnpu Temneparypa o +25° C. Jla ce cbXpaHsiBa B OpurnHajiHaTa ornakoBKa.

Jla ce ma3u OT CBETJIMHA.

CpokbT Ha TOJHOCT € MM0COYEH Ha OnakoBkaTa. Tasu jara e BajaM/HA 3a MPOAYKT B 3/paBa
OIIAKOBKA M MPU MPABUIIHO CbXPAHEHHE.

He u3nosnspaiite TOBa J€KapCTBO CJI€]l CPOKa Ha FOAHOCT, OTOENs3aH BBPXY KapTOHEHAaTa
onakoBka. CpoKbT HA TOJTHOCT OTTOBApPs Ha MOCIEAHUS JICH OT MTOCOYEHUsI MECEIl.

Jla ce U3110J13Ba HEMOCPEICTBEHO CJIE/l TPUTOTBSHETO.

Jla ne ce nsnonssa Xopuomon 5000 U, ako pa3rBopbT He n3riexia OucTsp.

He m3xBbpisTe JiekapcTBaTa B KaHAIM3AIMATa WIM B KOHTEHHEpa 3a JOMAIIHM OTHAbIIH.
[TonuTaitte Bamus ¢apmanesT kak j1a U3XbpisTe JeKapeTBaTa, KOUTO Bede He u3nosssare. Te3u
MEpKH 111¢ CIIOMOTrHAT 3@ ONa3BaHe Ha OKOJHATa cpesia.

6. CouabpKanne HA ONMAKOBKATA H 10NbJIHNTEIHA HHpOopManus

Kakso cnabpxa Xopuomon 5000 TU
AKTHBHOTO BEILIECTBO €: XOpuoHronaaorporut (gonadotrophin, chorionic) 5000 [U

[ToMOIIIHHM BelecTBa ca:
3a npaxa: JaKTo3a MOHOXHpAT
3a pa3TBOpUTEIIS: HATPUEB XJIOPUJL, BOJA 3@ HHIKEKIIUU

Kak m3rieskaa Xopuomon 5000 IU u KakBO ¢bABLP/KA ONAKOBKATA

[Tpax: dnakoH oT 6e31BETHO CTHKIIO C FyMEHA 3aIyaika.

PastBopuren: Crbiuiena amnyia ¢ | ml pastsopuren.

Xopuomon 5000 IU npax u pa3sTBOpHTEN 3a MHIKEKIMOHEH pPa3TBOp ce mpejiara B
onakoBka, ceabprkaina 1 ¢ruakon nmpax u 1 amnyna ot | ml pazrsopurern.

ITpurexkare/ Ha paspemieHHeTo 3a ynorpeda:

IBSA Farmaceutici Italia S.r.l.
Via Martiri di Cefalonia 2, 26900 Lodi, Utanus

Hpomnomneﬂ, OTroBOpeEH 3a 0cBODOK/IABAHETO HA Hapruimn:

IBSA Farmaceutici Italia S.r.l.
Via Martiri di Cefalonia 2. 26900 Lodi, Utanus

Jlara Ha nocJieiHa peJaKuMs HA JINCTOBKATA
05/2012r.




