JIncToBKa: HupopmManus 3a NANMHEHTA

OMHA/IPEH nn:xeKnHOHEH pa3sTBOP
OMNADREN? solution for injection

TpouereTe BARMATEIHO NAIATA JIICTOBKA, IPELH A2 3aH0uHeTe A2 HINOJI3BATE TOBA JIEKAPCTBO, Thil

KATO TH ChLABPKA Baxua 3a Bac undopmaunan.

- 3anazere Ta34 AHCTOBKaTA. MOsKe [1a Ce HANOMKY 1A 3 TIPOUETETE OTHOBO.

-, AKO MMaTe HAKAKBH JOMBJHUTENHH BBIPOCH, NONMTaiTe Bawus nexap uid ¢papMalesT.

- Tosa nekapcTBo e npeanucano nuuHo Ha Bac. He ro npeotcTbneaiite Ha npyru xopa. To Moxe Aa
HM HaBpeaM, HE3aBUCHUMO Ye NMPU3IHALMTE HA TAXHOTO 3a00N4BaHe ca ChlUTe Kato BaluTe,

- AKO MONYUMTE HAKAKBH HEKENAHH ICKAPCTBEHH Peakuuu, yseaomete Baiuus nexap uinu dpapManesT.
ToBa BKIIOYBA M BCHYKH BL3MOMKHH HEXEIAHH PCAKLMH, HCOTIHCAHM B Ta3H NMCTOBKA. BiokTe Touka 4.
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1. Kakso npeactasaasa OMHaapeH H 332 KAKBO €€ H3MOJI3Ba

OMHaapeH ce U3MON3BA [IPH BH3IPACTHH MBKE KATO 3AMECTHTETHA TEPAIHA C TECTOCTEPOH 34 JICUSHHUE Ha
PasHYHK 3APABOCIOBHA NPOGIEMH, IPHYMHEHH OT JIMIICATA HA TECTOCTEPOH (XHIIOTOHAAH3EM MPH MBIKE).
Tosa Tpabea ga ce NOTBBPAM OT JABE OTJENHH WUIMEPBAHHA Ha TeCTOCTEPOH B KPbBTA, KAKTO U OT HANIHUHETO
Ha KIHHHYHH CHMITTOMH KaTo:

-  HMNOOTEHTHOCT;

- OesmoaHe;

- cnabo CEeKCyaTHO XKeNaHHE;

- ¥MOpAEMOCT;

- JenpecHBHO HACTPOEHME,

- 3aryba Ha KOCTHa Maca, NPHYMHEHA OT HUCKH XOPMOHAITHH HHBA.

OmMHaapeH e cMEC OT TECTOCTEPOHOBH €CTEPH — MPONHOHAT, (GeHWINTPONTHOHAT, H30KaNpoat H A€KaHoaT.

TecrocTepoH e ecTecTBeH aHaAporeHeH XOpMOH. Toii urpae riagHa posid 3a CTHMYJIHPAHETO M IIOLIbPHKAHETO
Ha MOJOBATa PYHKUHA NPH MBIKETE.

CmecTa 0T TecTOCTEPOHOBH ectepu B OMHAZIPEH € CBLP3aHa ¢ PazIMMHK BpeMeHa Ha abcopbumsa u
€THMHHHPAHE, KOETO OCHIYPSBa NPOALIKHTENHOTO IeHCTBHE HA NeKapcTBOTO. JIeHCTBHETO Ha TeCTOCTEpOH
3210484 BEAHAra CJI€/l HHKEKTHPAHETO H HAMaNARA CNiel OKONO TPH CEAMHIIA.

OMHaapeH ce H30/13BA 32 ]2 3aMECTH TECTOCTEPOHA B TANOTO NMPH JIEYEHHE HA PA3NIHYHH CEKCYallHH

npobeMy Npy MbXKe KaTo:

- XHIIOTOHAJANHH HAPYUICHUA OpH MBS — NOCTKACTPAUHMOHSH CHHAPOM, CBHYXOHWAWIDM,

XHOONHTYHTAPHIBM (HeaocTaTbyHa GyHKUMA Ha XHNogK3aTa), eHIOKPHHHA EPEKTHITHA AHCQYHKUNS;

- KIMMaKTEPHYHH CHMIITOMH TIPH Mbie (Harp. HaMmaneHo n4ouao);

- onpeeneHH THNOBE Oe3MN0aKe, Npean3BUKAHO OT HEAOCTHT HA TECTOCTEPOH, KOHTO B
HapylleHa CNnepMaToreHesa;

- poQHIIAKTHKA W IEUEHHE HA OCTEONMOPO3A NPH MBKE € XHITOTOHAAH3IBM.




2. KakBo Tpa6Ba 12 3HaeTe, NPLIH Ja H3noa3BaTe OmMuaapen
He manomBaiite OMuagpen

- AKo cTe anepruyHH KbM TECTOCTEPOH HITH KbM HAKOA OT OCTAHAIIMTE CbCTABKH Ha TOBA JIEKAPCTBO
(n30poenn B TOUKa 6);

- AKO HMaTe KapuUMHOM Ha repJaTa;

- [lpH foka3aH HAH NOJO3UPaH KAPLUMHOM Ha MPOCTATATa, YYBCTBHTENEH KbM aHAPOTCHH.

AKO cTpazate OT TEXKO CLPAEUHO, YePHOAPOOHO MK G1OpeuHo 3abonaBaHe, neueHueTo ¢ OMHAIPEH MOXKe
Ja NPHYHHK TEXKKH YCI0KHEHUA noJ GopMara Ha 3afbprkale Ha BOAA B OpraHi3Ma, NoHAKOra NpHAPYKEHO
ot (3acToiiHa) ChpAeyHA HEIOCTATHRYHOCT.

Jlekapsat Bu Tpadea Aa npaBu cneaHHTe KPBBHKW W3CICABAHHA IPEAH H NO BPEMe HA JICUCHHETO: H3CICABAIE
Ha HHBO HA TECTOCTEPOH, ITHTHA KPbEHA KAPTHHA.

Kaxere Ha Bawms aekap, ako uMare BUCOKO KPbBHO HANIArAHE HITH AKO CTE HA JIEUEHHE 38 BHCOKO KPBBHO
HanAraHe, ThiH KaTo TECTOCTEPOHET MOMKE /13 MPHYHHH MOBHLIEHHE HA KPbBHOTO HANAraHe.

Hpeaynpexnennn B npeaAnasHH MepKH
[osopere ¢ Bawmus nekap unu dapmanert, npenu aa u3nonseare OMHaaApen:
- Ilpu OpoaBLIKKTENHO IEUCHHE ¢ BHCOKH J03M;
- AKoO CT€ NALHEHT B CTApPYeCKa Bb3PacT - H3NUCKBA C€ AONBIHUTENHO HAOMIOEHHE,
- AKo HMaTe CBpAeyHoO, YepHOApoOHO uiu 6BOpeuHo 3abonaBane;
- Ako uMarte 3aKBCHAN MyOepTeT (KOCTHATA Bb3pacT TpaOBa /1a ce onpeeNns Ha BCekH 6 Mecela):
- AKO UMaTe XenaTur;
- AKO HMaTe KapUFHOM Ha FBP/ATA M TIPOCTATATA;
- Axo umare npobnems ¢ KpeBOCHCHPBAHETO!
o TpoMBoduiua (aHOMATHA B KPHBOCECHPBAHETO, KOATO MOBHIIABA PHCKA OT TpoMOO3a -
KPbBHH ChCHPELIM B KPBBOHOCHHTE ChIOBE);
© GaKTOpH, KOMTO YBEIHYaBaT PHCKa OT 00pa3yBaHe Ha KPBBHH ChCHPELM BbB BEHA: MPEIXOJHU
KPBBHH CBCHPEL BbE BEHA; TIOTIOHOIMYLUEHE; 3aTIIBCTABANE; pak; 00e3ABMKBaHE; aKko HakoH Baw
6AMIBK POAHMHA € HMaJl KPbBEH ChCHPEK B Kpaka, Oenua npod HIM Jpyr OpraH B Miaja sb3pacT
(Hanp. noa 50 roauAMY); ¢ HANPEABAHE HA BR3PACTTA.

Kak na pa3zmo3HaEM KpbBEH ChCHPCK: OomesHeHo NnoAyBaHEe HA ¢AWHHUA KpPaK HIH pA3Ka NNPpOMAHA B LBCTA HA
KO>Kara, Hanp. I'lOﬁJ'le,ElHﬂBaHe, MOYEPBCHABAHE HIIH NMOCHHABAHEC, BHE3AMCH 3a1yX, BHE3AMHA HeoDACHHMA
KallJTHUA, NPpH KOATO MOXKE Ja OTKALINATE KPLB, HITH BHE3anHa Gonka B repAHTE, CHIHA 3aMadHOCT HIIH
CEETOBBPTCH, CH/THA Oonka s CTOMAaxXa, BHE3anmHa 33[’){'6& Ha 3pCHHC. AKO HMAaTe HAKOH OT TE3HU CHMIITOMH
He3abaBHO MOTHPCETE MEAHUHHCKA NTOMOILL.

Axaporenute (kato OMHaapeH) MOraT la CTHMYJIHPAT pacTeka HA TyMOD Ha NpocTaraTa v 1a yBein4ar
pasMepHTe Ha NpOCcTaTHATA XUiesa (JoOpoKadecTBeHa npoctaTHa Xuneprpodus). [Ipean na Bu ce npunoxu
OwmHanpeH Bauwrnar nekap we Bu npernena 3a ga u3knoud HanHuHe Ha TyMop Ha npocratata. [lo Bpeme Ha
neueHneTo Bawuar nekap we Bu nperaexaa perynspro.

AKo cTe CMOPTHLT, H3TOM3BAHETO Ha OMHa,ZlPEH MOKe Ja J0BeAe AQ NOJIOMKHUTENCH QOINMHHI TECT.

JlexapcTeena 310ynoTpe6a H 2ABHCHMOCT
Bunaru npuemaiite ToBa NekapcTBO TOUHO Kakeo Bu e kasan BauuaT nexap wam papmariesr.
3noynoTpebaTta ¢ TECTOCTEPOH, OCOBEHO aKO NPHEMATE TBBLP/E FONAMO KOIHUYECTBO OT TOBA JIEKAPCTBO
CaMOCTOATENHO HJIM 3aeAHO ¢ Apyry aHaboNHK aHAPOTEHHH CTEPOHIIH, MOKE Ja MPHYHH AOTHH:
npofaemMu ¢xc 3apaBeTo Ha Bawlero chpue v KppBOHOCHH CbAOBE {KOUTO MOraT Ja & Qgﬂiﬁ,
NCHXHKA W/HIM YepeH apob. & v T
Xopa, KOMTO ca 310ynoTpedaBaIH ¢ TECTOCTEPOH, MOTAT Aa CTaHAT 3ABHCHMH H 1a @yéaj Ha T oMU K
OTTErNAHE, KOTaTo J03aTa c& MPOMEHH 3HAUMTEIHO HITH [IPHEMBT C€ TIPEKPATH BHE| f) ! e&'@f{@ﬁaﬁ
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3noynoTpedaaTe ¢ ToBa JEKAPCTBO CAMOCTOATE/IHO WK 33€/1HO ¢ APYTH aHA0OMHH 2HAPOICHHN CTEPOHIH,
3aL0TO TOBA NPEACTABNABA CEPHO3EH PHCK 3a 3ApaBeTo. (BiikTe T. 4 .BB3MOXKHH HEXeNaHH peakiluK™)

Apyru nekaperea 1 Omuagpen
Hnugopmupaiite Baurug nekap uiu gapmauesT, ako H3MOA3BATE, HACKOPO CTE H3NO3BAJIN HITH € BB3MOKHO
Ja W3M0N3BaTe APYTH NIEKapCTRa, BKIFOYHTENHO H TaKHBa, OTiyckanu 6e3 pevenTa.

Axko cre Ha TEpANHA C NepopantHd aHTHKOAryNaHTH, MOXKE 1a ca HeOGXOII,HMH JOMBAHHUTEIHH KPBEBHH
H3CNICABAHHA,

AKO CTe Ha TEpaiIMA C UHCYJIH MOKe A3 € Heo0X0/1MMa MPOMAHA Ha JO3HPOBKATA HA HHCYJIMHA.

HskoH iexapcTBEHH NPOAYKTH, CTUMYHPAIIM YEPHOAPOGHUTE eH3UMH — PUOAMITHLKH, 6apOHTYpaTH,
Kap6aMazenuH, canuuHnarH, GeHUTOHH, NPHMHIO0H, MOraT Aa oTcnalds#T ACHCTBHETO HA TECTOCTEPOH.

BpemennocT, KbpMene H pepTHINTET
Ako cTe GpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXKE /1a ¢Te OpeMeHHa HITH TUIaHHpaTe OpeMEHHOCT,
nocbBeTBaitTe ce ¢ Baus nexap unu dapmauert npean ynorpebarta Ha TOBa 1€KapCTBO.

DeprTunurer
[MpunoKeHHeTo Ha TECTOCTEPOH MPH MBiKe, 0COOEHO B TO/IEMH J03H, MOXKE 1a JOBEIE 10 HAPYLICHHA BbB

(depTuMTETa, 0CO0EHO HaManeH Gpoil Ha cnepMaTo30HAH B €AKYJIaTA.

BpeMeHHoct
He usnonzeaiire OMHazpeH, ako cTe OpeMeHHa HJI MHCIIATE, Y¢ CTe OpeMeHHa.

KbpMeHe
KnpMeneTo Tpabea na Genie npekpareHo nokaro ce npuema OMHagpeH.

OmHuaZpeH cbAbLPKA PLCTHUCHO MACAO

OMHaapeH cBabpKa PheTBUEHO MACIO. AKO CTE ANEPriuyHHt KbM (BCTBLIH WM COM, HE H3NON3BaATe TO3H
NeKapcTBEH MPOAYKT.

OMuAIpeH CLABPAKA GeHIHI0B ATKOX0,1

Topa nekapcTBo ChAbPka 50 mg GeH3UTOB aANKOXOM BbB BCAKA aMITyJ1a, KOWTO €2 €KBHBANEHTHY Ha 50
mg/ml.Moxe /1a NPHUHHH ANEPrUYHA PEAKLIKH,

Ja He ce naBa Ha HEJOHOCEHH Jeua ¥ HOBOPOoAeHH. Mojke Ja IIpeAH3BHKA TOKCHYHA MITH A1CPrHYHA peaKiiMs
npu 6eleta u nela Ha BB3PACT 10 3 rOAMHM.

Hlojupane 5 pabora ¢ MAIIHHA ‘
JlekapCTBEHHAT TIPOYKT HE BNMAE HA MCHXOMOTOPHHTE peakuUHH, CNOCODHOCTTA 3a WodupaHe n paboTa ¢
MaLLIHHH.

3. Kak pa #3nomssare OMHaapen

BuHaru w3nonssaiite ToBa NeKapcTEO TOUHO KakTo Bu e ka3zan Bawuuar nekap. AKO He CT€ CHTYPHH B HELLO,
nonuraiite Bawus nekap wnu dapmauest.

HHxeKuMHTE Ce MOCTABAT HHTPAMYCKYJTHO.
Huxexuuire TpaGea na ce npaBaT A100KO B rTyTeanHHs MyCKy L.
Jo3upoBkara ce onpeaens HHAWBHAYANHO, B 3aBHCHMOCT OT HHIWKALIHMTE H OTTOBOPA HA

Ban3pactau
O6unkHoseno 1 amiryna OMHaApeH ce MOCTaBs HHTPaMYCKYJIHO Ha 3 CEMHLIM.



HaumeHTy B cTapyecka BB3pacT U Acta

Peayuupanun 1031 ¥ MO-1BArKW HHTEPBANH MEKTY J03HTE CA e(DEKTHUBHH.

AKo ¢Te H3NOJI3EAIH NOBEYe OT HeoOxoanMaTa no3a OMHAApen

[lpeno3npane npu cnia3zpaHe Ha MPeNOPbLUAHHA METON 3a [PHIIOKEHHE € MATTKO BEPOATHO.

CuMOTOMH Ha IPeO3UPAHE, PE3YATAT OT ynoTpeda Ha MHONO BUCOKH 03 WIH NpUiaraHe fo-4ecTo of
BEAHBX CEAMHUYHO, MOTAT A4 BKNIOYBAT HoNe3HeHa epeKLUna NPy MBXKETE M IPE3raBOCT NPH HKEHUTE, KOETO
MOoke JIa 10Beae 0 HeoOpaTHMa NpoMsHA Ha raca.

B Te3u cnyuau neueHueto ¢ npoaykra Tpabea na Ovae cnpsaHo.

AKO UMATe HAKAKBH TOMBAHUTENHH BBIPOCH, CEbP3aHH ¢ yNoTpe0aTa Ha TOBA JIEKAPCTBO, NONUTaHTE
Bauiua nekap unu dapmatiesr.

4. BL3MOKHH HeXKeJJaHn PeakUHn

Kakto BeHUKHK JCKAPCTBa, TOBA NEKAPCTBO MOKE 12 IPETH3BUKA HCHKENAHH PEeaKUHH, BBIIPCKH He HE€ BCEKH
I'4 nojyyasa.
Bt3MOKHHTE He3KENaHH pe€akuHH, HBGPOBHH [o-AQJy ¢a rpynMpaHHi CHopen 4ecToTaTa Ha MOABABAHC,

HezxenaHaTa peakums, KOATO ce NOABABA Haii-4ecTo (npu noseye oT 1 oT 10 naumenTa) e Bb3NaNEHHE U
Bonka B MACTOTO HA IPHIaraHe.

YecTn Hexxenanu peakiMu (Moxe ma 3acersat ao 1 wa 10 gyuwm):

Y¥EEJIHYEHO Terno,

yBesiMueH Opoil Ha KJIeTKHTE B KPbETA;

YBEITHUCH Opoit Ha YePBCHUTE KPbBHH KIETKH, XeMATOKPHTA (MIPOLIEHTA HA Y€PBEHUTE KPLBHH
KJIETKH B KPBBTA) # XEMOMNODHHa (KOMIIOHEHTHT HA YEPBEHMTE KPBBHH KJIETKH, KOHTO NpeHacs
KHCITOpPOIl), KOETO €€ YCTAHOBABA YPE3 MEPHOAHYHH KPBBHH H3CIC/ABAHHA,

MOBHLUEHH HHBA HA MPOCTATHO-CIIELM(HYEH aHTHICH B KPLBTA,

FHHCKOMACTHA (HAPACTBAHE HA MBPAWTE);

AKHE;

rnasobonHe.

Heuectn newmenanu peakuw {(Moxe fa 3acernar Ao | ua 100 aymm):

rajeHxe;
OTKJIOHEHHA BbB (DYHKLIMATA HA 4epHHS ApoD.

Hexenanu PE€aKkIlHH C HCH3BCCTHA YeCTOTA ('-IGCTDTaTa HE MOKE Ja C€ Opeac/IH OT HANHYHHUTE ;[am-m):

OonesneHa epexuma;

MalTbK Opoif cnepMaTo3ouu B eaKynara;
APEKOMEPHO OKOCMABAHE;

MBKKH THD 3ary0a Ha Koca;
O0CTPYKTHBHA XK BATEHHIIA;

HapylleHa QYHKUHS Ha YepHus 1pob;
CHCTONHHE, CHBP3aHO ¢ 0OpasyBaHe HA KYXMHW B YEPHUA 1po0, M3NBAHEHH ¢ KPBB, H3BECTHO KaTo
uepHOApODHa enHo3a;

NETHA HIH HOBOODPA3yBaHHA HA UCPHHA ApOD;

HaMaJleHO KPbBOCHCHUPBAHE;

KPbLBOH3NHBH, 0COOEHO MPH MPHEM HA NEPOPATHH AHTHKOAry1aHTH;
00pa3yBaHe Ha KPLBHH CBCHPELIH BbB BEHHTE;

6enoapoben embonH3bLM;

MOBHLIIEHO KPLBHO HANACAHE,




- MPOMEHEHO JTOUAO;

- De3nokoiicTo;

- MpaByuKaHe;

- MNOBHIIEHA KOHUEHTPALHS HA XONECTEPOI B KPHRTA;

- 33/1bpXaHe Ha HATPHIA, XT0p, BOJA, KATHH, Kanuuii W HeopraHW4HU (ocdaTH.

ChobmaBaHe HA HeXKeTAHH PeAKIHH

AKO MONyUYHTE HAKAKBH HEKENaHH IEKAPCTBEHH peakuuy, yeeaoMeTe Bawns nexkap, GpapMaLIEBT HIH
MEIHITMHCKA cecTpa. ToBa BKIFOUYBA BCHUKH Bh3MOXKHH, HEONTHMCAHH B TA3H JIHCTOBKA HEXKEMAHH PEaKUMH.
MoskeTe cBlIO A CHOOUINTE HEXeENaHH PEAKUNM JUPEKTHO Upes:

H3nenHHTENHA ar€HUHA MO NeKapCTBAaTa

yn. ,,Jdamsau I'pyes™ Ne §

1303 Codua

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Karo cwobLiaBate HexenaHu peakiuu, MOXeTe Aa JafieTe CBOS MPHHOC 33 MOJy4aBaHe Ha Nnoseve
HHpopMarHa OTHOCHO HE30MACHOCTTA Ha TOBA IEKAPCTBO.

5. Kak aa cbxpansaBate OMHAApEH

Ja ce cuxparsBa nog 25°C. J]a ce nasu OT CBET/IHHA.

Ja ce cbxpaHaBa Ha MACTO, HEJOCTHIIHO 34 IEIIA.

He u3non3paiite OMHagpeH ciie M3THYAHE HA CPOKA HA FOAHOCT, OTOENA3aH BBPXY onakopkata. CpoKbT Ha
MOMHOCT OTTOBAPA HA NOCNEXHHA JCH OT [IOCOUEHHA MECCIL.

He m3xphpnsiite nekapcTBaTa B KaHAIM3&LIKHATA WIH B KOHTeHHepa 33 10MalIHK ot biu. [TonvTakite
Balwnus ¢apMauLeBT Kak fa H3XBBPIATE IEKApCTBaTa, KOMTO Beue He ui3nom3eate. Tesn mMepku wie cnoMordar
33 ONA3IBAHE HA OKOJTHATA Cpeaa.
6. Crabp:kanne Ha ONAKOBKATA U AONBJAHHTEIHA HHpopMaus
KakBo cnanspika Omuaapen

- AKTHBHHTE BEILECTBA ca: TECTOCTEPOHOB npomnHoHar (30 mg/ml), TecTocTepOHOB (PeHIIINPONHOHAT

(60 mg/ml), TecTocTepoHos uzokanpoar (60 mg/ml ) u TecTocTepoHor Aekanoat (100 mg/ml).

- JlpyruTe cueTaBku ca: GEH3UIOB AKOXO0J, PhCTHHEHO MAclio 33 HHIKEKUHH.,

Kak m3ruexaa OMEAIPeH H KAKBO CHIbPHKA ONAKOBKATA

OMHaapeH e CBET/0-XKBJITa MACTOO0pa3Ha TEUHOCT.

Hamanenara Mpo3pavHoCT Ha MacNneHHUA pa3TBOp U NOABAaTa Ha yraﬁxa HE O3Ha4yaea, 4¢ CPOKBLT Ha roAHOCT €
u3tekwn. Te MoraT aa 6'B£IaT OTCTPaHCHH YPE3 3aTOIVIAHE HA aMmyJlaTa B TONJIa BOAA.

JlekapcTBEHHAT NPOAYKT € HATBJAHEH B AMITYJTH OT | ml OT {e31BeTHO CTBKIO.
AMIYNHTE ca OMAKOBAHH B KAPTOHEHA KYTHA No 5 Opos, 3aeAHO ¢ HHPOPMALIHOHHA JIH

IlpuTexaTesl ua paspeuieHHeTo 3a ynoTpeba
Bausch Health Ireland Limited
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