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Xopuomon 5000 IU npax u pa3TBOpUTEN 32 HHAKEKIIMOHEH Pa3TBOP
Choriomon 5000 IU powder and solvent for solution for injection
XOPHOHTOHAAOTPOIHH (gonadotrophin, chorionic)

IIpouerere BHHMATEJHO LAJATA JHCTOBKA, MpeAH Aa 3am04HETEe Aa NpHEMAaTe TOBA
JIEKAPCTBO, Thif KATO T8 ChAbPiKa BaxHa 3a Bac nadopmanus.

- 3amnasere Ta3u JUCTOBKAa. MoOXke fja ce HaJl0XKH Aa A POYETETe OTHOBO.
- AKO MMaTe HAKAKBH JAOMMBJIHMTEHN BbIPOCH, nonuTaire Bamusa nexap wix bapmauesT.

- ToBa nexkapcTBO € npeanmucaHo nu4HO Ha Bac. He ro mpeorcrenBaiite Ha apyru xopa. To mMoxe
Jla UM HaBPEMH, HE3ABHCHMO Y€ MPH3HALKMTE Ha TAXHOTO 3abonsABaHe ca chiuTe KaTo Bamure.

- A0 mony4yuTe HAKAKBH HEXEJaHW JIeKapCTBEHH peakluH, ysenomere Bamwus jnexap Wid
¢apmaner. ToBa BKIKOYBA M BCHYKM BB3MOXKHHM HEKEJIaHH pEaKLHH, HEONMHCAHU B Ta3H
JucToBka. Bibkre Touka 4.

KakBo CbAbpkKa Ta3H JHCTOBKA

1. Kakso npencrasnssa Xopuomon 5000 IU u 3a kakBo ce U3M0JI3Ba
Kakso TpsibBa 1a 3uHaere, npenu na usnonssare Xopuomox 5000 IU
Kaxk na npuemare Xopuomon 5000 IU
Bb3MOXHU HEXENaHU peakLuu
Kak na cpxpanssare Xopuomon 5000 [U
CobabpikaHue Ha OMAaKOBKAaTa M JOMBbJIHUTENHA HHpOpMaLUs
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1. Kakso npeacraasiBa Xopuomon S000 IU 1 3a KaKBo ce H3M0/13Ba

Xopuomon 5000 IU npax u pa3TBOpUTEN 3a MHXKEKLIMOHEH Pa3TBOP

Bceku ¢nakon XopuomoH 5000 IU cbhabpika aKTHBHO BELIECTBO XOPHOHIOHAJOTPOIHH
(gonadotrophin, chorionic), xoiTO ce momy4aBa OT YypUHA Ha OpeMEHHH IKEHH.
XOpHOHTOHAOTPONIHH € XOPMOH MHOro nono0eH MO CTPYKTypa M JICHCTBHE Ha
AyTenHusupamus xopMoH (JIX), KOWTO € OTrOBOpeH 3a CTHMyJHMpaHe Ha SHYHHLATE IpH
oByJjiauusi. XOPHOHMOHANMOTPONHH € HeoOXOoOMM B TNOCIEAHMTE €Tand Ha Yy3psBaHe Ha
SMLIEKJIETKATa H HOPMAJTHO Ce MPOU3BeXa npe3 OpeMEeHHOCTTa OT MJIaLIeHTaTa.

3a kakBo ce u3noJssa Xopuomon 5000 IU
ITpu xenn Xopuomon 5000 IU ce u3mon3sa 3a ocurypsiBaHe Ha (pUHANHO y3psiBaHe H
OTHENsHE Ha AHLEKIeTKAaTa 0 BpeMe Ha oByJjauud. Haii-uecTo ce M3Moi3Ba 3a MpeAU3BUKBaHE
Ha OByJallMs BbB (PUKCHPAHO BPEME IPH METOIAMTE Ha MH BUTPO omoxnaaHe. Chuio Taka ce
TpusIara 3a JieyeHHe Ha IpOONEMH C OBYJALMSATA, Thil KATO BOIH 10 nonoOpsiBaHe Pa3BUTHETO HA
HKBJITOTO TAJIO CJIEN OTAENsIHEe Ha AHIEKIeTKaTa OT AHYHUKA.
[Tpu mbxe Xopuomon 5000 IU moxke fa ce mpuiara 3a CTUMYJIHpaHe
criepma. F
ITpu MOMYETa Ce U3MON3Ba 32 CTUMYJIMPAaHe Pa3BUTHETO Ha TECT
TECTHCHTE HE Ca ClIe3/IH B CKpOTaHaTa TOpOHIKa.

M3BOJICTBOTO Ha



2. Kaxso Tpn6sa xa 3uaeTe, upeau aa n3noasare Xopuomon 5000 TU

He u3nonisaiire Xopuomon 5000 IU

- aKO CT€ ANIEPrHYHH KbM AKTHBHOTO BELIECTBO HIM KbM HAKO OT OCTAHAIMTE CHCTABKH
Ha TOBa JiekapcTeo (M30poeHH B Touka 6).

- B Clly4auTe Ha paHeH Iy0epTeT, XUNEpPTPODHA HIH HEOIIA3MA Ha XUIIOPHIHATA XKIIE3a,
OBapHaJIHM TYMODH, KAPI[HHOM Ha MPOCTATATA WIH APYT aHAPOreHHO-3aBHCHM THI1 HOOILIA3HA,
TYMOPH Ha Tectucure. IIpM Hanuuue HAa ZAPYrd €HAOKPHHHH maronorkH  (Hanp.
XHIOTHPEOHAN3BM, HEIOCTATHYHOCT Ha KOpaTa Ha Haz0s0penTe, XMNEPNPONAKTMHEMHA) ITBPBO
TpadBa [a ce YyCTAHOBH NONXOAAIMIATA TEPAITs.

- IPH bPBHYHA OBAPHAIHA MM TECTHUKYJIApHA HEAOCTATHYHOCT, JIMIICE HA MATKA, paHHA
MEHOTMAY34a, 3anylmBaHe Ha TpbuOuTe (OCBEH AKO MALMEHTKATA HE € BKIIOUEHA B MPOrpamu 3a
ACHCTHPAHA PEIIPOAYKIIHS).

- ipa Tpombodnedbur B akTHBHA daza.

- [IPM YCTAHOBEHA CBPBEXYYBCTBUTENHOCT KbM AKTHBHOTO BELIECTBO MJIU KbM HSKOE OT
MOMOITHHTE BELIECTBA.

Mons, koRcyrrupaiite ce ¢ Bamms nexap, ako cTe npekapaid HAKOH OT TE3H CBCTOAHHA NMPE3 KHABOTA CH.

IpeaynpexaeHusa H OpeANa3HH MEPKH

B cnyyaii Ha npexaeBpeMeHeH MyOepTeT, ABJUKAIL C€¢ HA AHAPOT€HHO HHAYLHPAHE,
tepanusta ¢ Xopuomon 5000 IU tpaGea pemHara na ce mpeycTaHoBH. Thil KaTO aHAPOTEHHTE
MOTaT [a MPeIH3BHKAT 33AP1HKKA HA TEYHOCTH, XOPHOHTONAHONOTPONMHLT TPAGBA BHEMATEIIHO
71a ce MPHITATa NpPU NALMEHTH ¢ eMMIETICHsA, aCTMa, ChPAeYHH i Ob0pednt 3abonapannus.

KOMOGHHHPAHOTO WM TOCHEOBATC/IHO NpHJaraHe Ha xopHOHroHagotpomud ¢ HMG
(4oBeIIKH MeHONAy3alleH TOHAZOTPOMMH) TpabBa Ha ce DpPOBEXKNA BHHMATENHO IPEIBHN
BEPOATHOCTTA OT CTPAHMYHM PEAKLHH KATO YroleMsBaHE HA AHYHMINTE, acUHT, MNEBpaIHU
peaxiu, TpoMBoeMBONIHs, PYNTYPA HA KUCTH Ha SITYHHLMTE, MHOIOTUIONHA OPEMEHHOCT.

[pu criopTHeTH ynoTpebaTa Ha JiekapcTBEHUS MPOAYKT Ges TepanepTHYHa HEOOXOAUMOCT
MPeACTaBIABa AONHHr H MOXKE 112 JaNe NMOJOKHTENEH PE3YATAT NPH AaHTHIOIMHIOB TECT.

Bbrpexu, 4e Hama JaHHM 33 BHPYCHO 3apa3sBaHe NpH NPHEM HA TOHANOTPOIHHY,
TIONYYEHH OT YOBEMIKA YPHHA, PHCKBT OT MpefaBaHe HA M3BECTHYU HJIH HEM3BECTHH MATOMCHHH
areHTH He TpAOBa HANBJIHO J]a CE€ H3KIIOUBA,

Koucynrupaiite ce ¢ Bamus nexkap unma dapManest, npeau Aa npuemere XOpHOMOH
50001U.

JApyru aexapcrsa u Xopuomon 5000 IU

Jla ce u3bArBa €MHOBPEMEHHOTO MPUJIATAHE HA XOPHOHIOHAZAOTPOIKH ¢ BUCOKH A03H HA
KOPTHKOCTEPOHIH.

Undopmupaiite Bammsa nexap wiu dapManeBT, ako MPHEMATe, HACKOPO CTe NMpHeMANH
HJIM € BB3MOXKHO J1a IPHEMeTe APYTH JIEKapCTBA.

Xopuomon 5000 IU ¢ xpana, HANKHTKH K AJKOX0J
He ca u3BecTHH B3aHMOAESHCTBHA,




BpeMeHHOCT, KbpMeHe H hepTHAHTET

Tsit KaTO XOPMOHEBT € MOAYYEH OT YOBEIIKA IUIALEHTA, TOH He € MPOTHBOMOKA3AH NPH
OpeMeHHOCT.

He ca M3BeCTHM MHAMKALMH 33 H3MOM3BaHe Ha XopuwomoH 5000 IU B nepuoma Ha
KbPMEHE.

Ako cTe GpeMeHHa HTH KbPMHTE HIIM CMATATE, Ye MOXKe 12 cTe OpeMeHHa WM IUIAHHDATe
GpeMeHHOCT, mockBeTBaiiTe ce ¢ Bamma nexap win dapmanesT npeaH ymorpebara- Ha TOBa
NeKapCTBO.

[Modupane u padoTa ¢ MANINEHN
Hama faHHM 33 BR3feicTBHE BBPXY cnocobHocTTa 32 modupase u pabora ¢ MAIIHEH,

Tosa NekapcTBO ChabPXka no-Manko or 1 mmol Hatpuii (23 mg) B NpHroTBeHKs pasTBOp, T.€.
MOX€ 4 C€ KaKe, 4eé MPAKTHYECKH He ChIBPiKa HATPHH.

3. Kax na npuemare Xopuomon 5000 IU
BuHaru npuemaiiTe TOBa JI€KapCTBO TOYHO KakTo By € kasan Bammuar nexap. Ako He cre
CHTYPHH B HeWIO, nmonuTaiite Bamns nekap umi papmaiient.

J03HpoOBKa M NPOABLKHTENHOCT HA JIEIEHHETO

CnazeaiiTe TOYHO NPEAMICAHATA J103a. AKO MMaTe konebanus, nonuraiire Bammua nexap.

Xopuomon 5000 IU tpsbpa ma ce HHXKEKTHpA HHTPAMYCKYIHO WM TOAKOXHO.
HHXeKUMOHHMAT PA3TBOP, NOMyYEH IIPH CMECBAHETO HA PA3TBOPHTENA H THOGHIHM3MPAHHA Npax
ce HHDKEKTHPA BEHAra Clie/l MPHIOTBSHETO MY.

IpenopbuBa ce cneAHATA CXEMA HA NPHIOKEHHE:!

IIpu xeHn:

ITvpeuuna u emopuuna QMEHOPEA U AHOSYRAMOPHU YUKIY! aKO TE3H CHCTOAHHA Ca
npenu3BHKaHA OT AehHIMT HA WHKpPeuus Ha Xunodu3apeH rOHaNOTPONMH WK OT RO OTTOBOP
Ha CTHMynamuara ¢ roHagoTpomud: 5000-10000 IU XopHOMOH cliell MOCTHraHe HA HOPMAJIHH
€CTPOreHOBH HHBA.

Osapuanna xunonaazun: 3 - 5 nosu or 500 - 1000 IU XopHOMOH MECEYHO,

Menomempopazun: 500-1000 IU XopHOMOH 1pe3 I€H N0 CNHPaHe Ha KPbBOTEHYEHHETO,
nocnensao or 500-1000 TU Beanbx ceaMUUHO A0 HODMAAH3HMpaHe 4YE€CTOTATA Ha
MEHCTPYANHHTE HKIH,

Hosmapawu ce abopmu: 5000 TU XopuoMoH ripes O€H Npe3 mbpBHTE 3 Mecena oT
6pemerHocTTa. Cnen Tosa 1000 IU mpes nen 3a 2 meceLa.

3anaaweaw abopm: ga ce sanoune penuara ¢ 5000 TU XopsoMoH 10 2 mbTH JHEBHO AO
M3Ye3BaHe Ha omacHocTTa oT abopT. Jla ce mpomemku ¢ nprnarade Ha 1000 IU Ha BeekH 3 M.

Cmepunumem nopadu cmywenus € ogo2enesama. CIeJ CTHMyNHpaHe ¢ HYOBEIIKH
meHonaysaned rosanorponud (HMG), 24 yaca cnex nociemsoro npunarane na HMG, na ce
proxextupar 1-2 ¢pnakona Xopuomon 5000 IU, 3a ma ce npegu3BHKa OBYJIALASL.

Hpn mbixe:
Kpunmopxuzem: 250 - 500 - 1000 IU Xopuomon 2 wm 3 l'I‘bTPI
ot 40 gau. IloeTopere kypca cnen 30-AHEBHO NPEKBCBAHE.
Xunozonaduzem: 125 - 250 - 500 TU XopHOMOH 3 IITH CEAMUYM




Azoocnepmusn, Onuzoacmenocnepmun: 500 IU Xopuomos npes IeH B NMPOABL/DKEHHE HA 3
— 4 mecena.

Acmenocnepmus: 1000 - 2000 IU XoproMoH Ha BCeKkH 4€THPH IHH B MPOIBDKEHHE Ha 3
Mecena.

Kax ce npuiara Xopuomon 5000 IU

ITpaxbT ce pasTeaps B PasTBOPHTENA TpHIOXKeH B onakoskara. Ilomyuenuar pastsop
TpaOBa Aa Ce M3NON3Ba BeAHAra cliel] IPUroTBAHE Ha pa3TBOpa.

Heusnon3saHuAT OpoayKT WIM OTIAABYHATE MATEPHANH OT HEro TpsidBa Jia Ce H3XBLPIIAT
B CHOTBETCTBHE ¢ MECTHHTE H3HCKBaHHA.

Xopuomon 5000 IU tpaGea ma ce Bseede GaBHO MYyCKy/JIHO HIM MOAKOXHO. Miacroro 3a
TIOAKOKHO HIDKEKTHpaHe TpaOBa Ja ce MPOMeHs, 3a Aa ce u3berHe MacTHa arpodus.

IToaxoKHHTE MHKEKIMH MOTAaT Aa GBAAT MPHIATaHH OT CaMmMsi IALMEHT, MPH YCNOBHE 9€ C¢
HITBIHABAT CTPHKTHO JICKAPCKHTE MPENOPLKH H YKAZAHHS.

AKO CTe H3NOA3BAJIH NOBeYe OT HeobGxoauMaTa Ao3a Xopromon 5000 IU

Ipenosupane na Xopuomon 5000 IU mpu meua B mpeamyOepTeTHa BB3pacT MOMe Ja
MHAYUWDA TPeKACBpeMeHeH MyCepTer u cnmpane Ha pacTexa. AKO CT€ H3NOM3BANH NOBEYE OT
HeoGxoaumara no3a Xopuomod 5000 IU, oGbpHeTe ce xbM Bawms nexap win ¢papMauesT.

AKo cTe nmponycHanu Ja m3noaisare Xopuomon 5000 IU

He npunaraiite qsoiiHa 1032, 3a 1a KOMREHCHpaTe MPOIyCHATATa 103a.

Cpolmere Ha Bamus nexap 4e cTe IIpOINyCHAJIH J034.

AKO MMaTe HAKAKBU NONBIHHTEIHH BBIPOCH, CBbP32HH ¢ ynoTpebaTa Ha TOBa JICKAPCTBO,
Moua monuTaiite Bawms nexap Man dapManesT.

4. Bu3MOXHH HEXe/NAHH PeaKuHH

Kakto Bcruky nekapctsa, XopHoMoH 3000 IU moxe na npeAM3BHKA HEXKEIAHH PEaKIH,
BBLIIPEKH Y€ HE BCEKHU T'H MOTy4aBa.

CnasBaHeTo HA MHCTPYKLMHTE, CHOBPKAIIM CE¢ B JIHCTOBKATA 33 MALMECHTA, HaMaisBa
PHCKA OT HEXKEJIAHH JIEKAPCTBEHH PEaKiuu.

Cnex npreMaHETO HA XOPHOHTOHANOTPOIHH IIPW >KeHW, NOMJOXKEHH HA JIedeHHe 3a
HHAYKUMS Ha OBYJAlLMAT4, MOXe Ja Ce YCTAaHOBH MHOrOIIONHA OPeMEHHOCT WM PasBHTHE Ha
OBAPHANIEH XHNEPCTHUMYJALMOHEH CHHAPOM, KOATO MOxXe Aa Obe m3bernara upe3 BHHMATEIIHO
OpOCHEAABAHE MO BpeMe HA Tepamuara. 103 CHHOpOM ODHKHOBEHO C€ Xapakrepusupa ¢
yroleMsBaHe Ha AMYHULMTE, MPUIAPYXeHO ¢ OoJkH B obnacTTa HA Ta3a, rajeHe, NOBDPBINAHE,
yBe/IMMaBaHe Ha TErNioTo, 8 B TEXKH, HO PEAKH CIydYad, CbC 3aIbpKaHE HA TEYHOCTH B
KOPEMHATA 0BNACT M MPBLAHMUS KOLI, KAKTO U C [0-CEPHO3HH TPOMOOEMOONMHHE Y CIOXHEHHUS,

Hexxenanurte NexapcTBEHH peaxipy ¢a Kiacudumpany 110 4eCTOTaTa Ha TSAXHATA MPOKBa 110
cNeIHUA HA4MH: Muoro uectr (2 1/10); wectn (21/100, < 1/10); meuecta (= 1/1000, < 1/100); peaxw (>
1/10 000, < 1/1000); muoro peaxu (< 1/10 000) u HeM3BECTHH, KOTaro HE MOXE [a C¢ TPEUCHH OT
HANWYMHANATE JaHHH.

Yecru: rnasobosme, yMEPEH OBAPHAICH XUIIEPCTHMY TALHMOHEH CHHIPOM,

Heuecru: genpecus, PB30yaa, pajgpasHHTEIHOCT, TEKBK OBApPHAICH
CHHIPOM, €JIEM, YMOPSEMOCT;

Peaxu: aHTHOHEBPOTHICH €AEM, TPOMBOeMOOIHIBM, BACKYIapHA OKITY:
npeKAcBpeMeHeH rydepretT, Goka Ha MICTOTO Ha HEDKSKTHPAHE, '




Muoro peaku: CHCTEMHA aNeprHYHA PeaKL#d, ANCPriHA KOXKHA PEaKIIHA.

CpofmaBaHe HA HeXEIAHHM DEAKINH

AKO TIONyuHTE HSKAKBH HEXEJIAHH IICKAPCTBEHH peakuuu, ysenomeTe Bamma nexap mian
¢apmanesT. ToBa BrIIOUBA BCHYKH BE3MOXHH HEXKENaHHU PEAKLHH, HEOMHCAHH B Ta3sM MHCTOBKA.

Mo:keTe ¢BINO A3 CHOOUINTE HEXeNaHH PEeaKuHH JUPEKTHO YPE3 HAIMOHAIHATA CHCTEMA 34
crobmasaHe: :

H3nbnHMTENHA areHUNA 110 JICKApCTBATa

yni. JMamsan ['pyes 8

Cotus 1303, Brarapus

Ten.: +359 2 8903555

www.bda bg

Karo cpoOmasare HexeNaHH peakildy, MOXeTe Ja fajeTe CBOS NPHHOC 3a MNOJy4YaBaHe Ha
noee4e HHGOpPMaLMs OTHOCHO 6e3011aCHOCTTa Ha TOBA JIEKapCTBO.

5. Kaxk aa cxxpanssare Xopuaomon 5000 IU

Jla ce cpxpaHsBa Ha MACTO, HEAOCTHIIHO 3a Aellal

Ha ce cbxpanspa npH temreparypa nog +25° C. Jla ce cexpaHsBa B OPHTHHAJIHATA OMAKOBKA.

Ja ce nasu or ceeraMya.

CpoxsT Ha rogHOCT € TIOCOYEH Ha ONakoBKara. 1a3H AaTa € BaIMAHA 32 MPOAYKT B 3ApaBa
OIaKOBKA M NPH NPaBHIHO CHXPAHEHHE.

He usnonssaiiTe ToBa JIEKApCTBO Ciiell CPOKA Ha TORHOCT, OTOEIsI3aH BBPXY KapTOHEHATa
onakoBka. CPOKBET Ha TOQHOCT OTIOBAPA HA TIOCHENHHA ACH OT MOCOYEHHA MECew,

Pa3TBOpP®T Aa e M3MOI3BA HETIOCPENCTBEHO CIIE NPHIOTBAHETO.

Ila He ce usnonssa XopromoH 5000 IU, ako pasTBOPET He H3riekaa GHCTED.

He u3XpbpnsaTe JEKapCTBATA B KAHANM3ALMITA MIH B KOHTCHHEPA 32 HOMALIHM OTHANBLM.
IMonuraiite Bamms $apMalleBT Kak a USXBPIATE JEKAPCTBATa, KOMTO Bede HE H3mon3pare. Tesn
MEpPKH L€ CIIOMOTHAT 33 OIla3BaHe Ha OKOJIHATA cpefa.

6. CobabpkaHHe HA ONAKOBKATA H AONLJIHHTEIHA HHPOPMALHS

Kakeo cbabpxa Xopuomon 5000 JU
AKTHBHOTO BEIECTBO €. XopHOoHroHanorpomis (gonadotrophin, chorionic) 5000 TU

ITomomnM BeLecTsa ¢a:
3a npaxa: nakTo3a MOHOXHIPAT
3a pa3TBOpUTENA; HATPHEB XJIOPH, BOJA 32 HIKEKIMH

Kax m3raexaa Xopuomon 5000 [U 1 xaKkBo cbaAbpxa 0NAKOBKATA

IMpax; ®aakoH oT 6E3UBETHO CTHKJIO C YMEHA 3ailyLIAJIKa,

Pasreopuren: Crpkiena ammyna ¢ 1 ml pazTBopHTEN

Xopuomon 5000 IU mpax U pasTBOpHTEA 3a MHXKEKIHOHCH pasTBOp Ce npeanara B
ONAKOBKA, ChAbpKama 1 ¢maxoH npax u 1 ammyna or 1 mi pazrsopuTen

TipuTemaren Ba paspemieHueTo 3a ynoTpeba:
IBSA Farmaceutici Italia S.r.l.




Via Martiri di Cefalonia 2
26900 Lodi, Hranus

H]JOH!!BO.E[HTEJI, OTTOBOPEH 34 0CBO0OKAABAHETO HA OapTHAH,

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

aTa A NOCNEAHO PEPAIrAEIKIAHE HA JTHCTOBKATA
09/ 2020 r.




