AT

OLOBPEHOQO!
JATA .L5.86. O

rarEasba

JIMcTOBKA 32 MaUEHTa

Uprima ® 3 mg (FOnpuma® 3 mg)
AnomophHE XHEPOXIOPHE
Apomorphine hydrochloride

ITpoyerere wsinara IACTOBKa BHUMATENHO, IIPEXH J2 3aII0YHETE Ja NpHeMare TO3H

neKapcTBeH IPOXYKT.

- 3amasere Ta3u nHCTOBKA. MoXe Ja HMaTe HYXAa a A NPOYETETe OTHOBO.

- Axo mMmaTe DONBNHWTENHA BBIIPOCH, MOJA HONUTaite Bamug nexap wim
¢dapmarest.

- To3u nexapcTReH NpPOAYKT € MpeIIIHcaH JH9HO 3a Bac m He Gmea A2 ro
OTCTHOBATE Ha ApPYTH. TOH MOKe Ha € BPEACH 3a TX, JOPH M aKo Te HMat
CBIOUTE CHMIITOMY XaTo Bammre.

B Ta3m JexaperBeHa HEGopManua:

. Kaxgo e IOnpumMa 1 3a KakBO € H3II0JI3BA
IIpeau xa 3anodHere Ja B3emare I0npuma
Kax na ce BzeMa IOnpumMa

BB3MOXKHHE HEXEIaHH PEaKilHH
Cexpanenre Ha IOnprva

HonpnautenHa HEGopManys

+
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+

IOupuma 3 mg cyOamHrBadHE Ta0NeTKH
AToMOphHE XUAPOXHOPHT

Bcesaxa Tabrerka cpaspixa 3 mg anoMopGHE XHAPOXIIOPHA, EKBHBAJICHTEH HA
2,56 mg anoMop(HH.

Jpyrate ChCIAaBKE Ca: MHKPOKDHCTATHA NENyJo3a, XHIPOMEN03a, JIMMOHEHA
KHCelIHHa, MAarHesues creapar, ackopbunoBa kmcenuHa, guHatpuaes EJITA,
CHIIMKOHOB JHOKCHJ, 9epBeH xeieseH oxcun ( E 172 ), kamie auecyngam,
noprokair MexTa oBkycuren { WONF WL-28499 ) u masuTomn.

IlpuTexares Ha paspemeHHeT0 32 yHorpefa H HPOHM3BOAMTEN HA
FOnpuma e:
Abbott Laboratoratories Limited

Qeenbrough
Kent ME11 5EL
United Kingdom

1. Kaxso e IOnopmma K 3a KaxkBo C€ H3II0JI3Ba

'S

fie:

OHAKOBKE OTF 1, 2 u 4 cybnumrsanuy Tabnerky. Bn3MOxHO €
MApKeTHPAT BCHYKH BHIOBE OHAKOBKH.
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Ta6nerknte IOmpuma o1 3 mg ca KepeMHACHOYESPBCHH HA I[BAT, C TPHEIBIHA
dopma, ¢ penedHo oTnedarana nudpa 3 oT eAHaTa CTPaHA M JOroTO Ha AGOT

OT JpyTaTa.

IOnpuMa € NexapcTBEH NPOAYKT, H3BECTEH Karo ZOMAMHHOB aroHHCT, KOHTO
[IOMara Ha Mb)XXeTe [a IOCTHIHAT epeKlus Ype3 CTUMYJHpaHe Ha OMpeieNeHa
0051aCT OT MO3BKa, M3BECTHA KATO XHIOTANAMYC, HOMAraiki Ja ce HOIydar
€CTECTBEHH CHTHAIK, KOHTO CTapTHpaT Nnpoleca Ha epeKiis Ha eHuca. 3a 1a
meictea IOnpuMa, € HeoOxomuMma cexcyajina craMynanms. FOnpuma e
pasingHa 0T Mop@HHa ¥ HaMa MopdHHOT0o 100 CBOHCTBA.

IOnpeMa e ppenHasHavyeHa 32 JiCYEHHE Ha CPEKTHIHATA JHCOYHKIMSA IIpH
MBxe (HOoHsKora Hapmiana EJl unm mMioTenTHOCT). TOBa € CheTOSHAE, IIPH
KOETOo He MOXe Jja ce IOCTHTHE MM HOLXbpIKA EPeKIHfTa B HOCTAThYBA
CTENeH 3a 330BONMTEIHO CEKCYAHO H3NBIHEHHE. ‘

2. Tlpenmu na samounere na Bzemate IOnprmMa

He B3emaiite IOnpuma axo:

HAKOTA CTE MMANH aJlepTHIHK PeaklHH CHpSMO anoMopduHa WM HAKOS OT
cereraBkute Ha HOnpwma. BnamosxHM DpusHaOM HA anepriyvHa peaKuds ca:
oOpusH, chpdex, 0TOK Ha JIMIETO MM YCTHHTE, 3aayx. Crobinere Ha Bamuar
Jiexap aKo uMare HIKOoH OT rope H30pOSHHTE CHMIITOMH,

UMaTe TEXKa HecTaOWIHA aHIHHA, IPEeCceH MHOKApAeH HHQapKT, Texxa
CBHpAEYHA HENOCTATHYHOCT, XHIIOTOHHA (HHCKO KPBBHO HAlIATAHE) H ADYTH
MERHIHHCKHE CBCTOSHMA, KOHTO OMXa MOTUIM Ja HampassT CeKcyanHata
AKTHBHOCT oacHa 3a Bac.

BHHAry ce KOHCY/ITHpAiTe ¢ Balda HeKap 3a BamaTa MeAniHHCKa HCTOPHA.

Bue TpsadBa pa cr00mTe Ha BamuuaT Jekap, ako:
Vmare pedopMariuu wid 3abongsanid Ha NEHHCA, ThH KaTO TOBA MOXE Ja
H3UCKBA CHOCUHMANTHO BEHMMAHHE Npu yrotpeda Ha JIEKApPCTBEHH IPONYKTH
kato Onpama.

IodyscTBaTe CHIAHO 3aMaliBare WM HOYYBCTBATC OTHAIHANOCT CIEH NpHeM
Ha IOnpuMa, 0co0eHO aK0o MMaTe CHIIHO rafcHe MITH IOBDBINAHe, H3IIOTSBAHE,
npebnennspae Wi Bu crame meobmwaiiHo ropemo. B Tesu cmygau me ce
onmrBaiiTe Ha ce M3OpaBiTe. AKO NOJIYBCTBATE TaKHBa CHMIITOMH HIIH
OTHANHANOCT JIeTHETE H MOBAMIETE Kpaxkara CH Ha BHCOKO. UYBCTBOTO Ha
OTIIa{HANIOCT HIE OTMHHE.

Bue B3emate HuTpartH (4eCTO ce H3WON3Bar 32 oONexdaBaHe Ha aHTHHA WM
OoiKa B TBPIOHTE) WIM HIKOM JIEKapCTBEHH NPOAYKTH 3a BHCOKO KPHBHO
HaJAT4HE. _

Bue nMare uepHoapoOHHU MnH 656peuss nmpobnemu. Bamusr nexap Tpaba ma
IpEeCHE Kal¥ € MoAXousao 3a npueMare IOnpuMa 1 B Kaksa 1032.

Bue pmare OTIIOHEHHS 0T HOPMAJIHHTE CTOHHOCTH HA KPHBHOTO HANATdHE
(HUCKO WM BHCOKO) HJIHM CT€ CKAOHHH KHM IIPHCTHIIH Ha 3aMaiBaHe HIH
OTIIATHANOCT.
Bue npunarate HIKaKBO ApPYFo JICUSHHe Ha EPEKTHNHATa AMcd

€peKTHIHATA JACHYHKIHSL.




IOnpuma He TpgOBa 2 ce naBa Ha Aena nok 18 roaunn.
He c¢e y3mcKBa KOpexuis Ha J03aTa IIpH CTapH XOopa.

CrpBMmecten npaem Ha Uprima ¢ xpana 1 ajJKoX0.:

Tlpmemanero wa amxoxon ceBMecTHO ¢ IOmpuMa Moxe Ja YCHIM HAKOH
HE)XXENaHH peakiyy, OCOOSHO MOHI)KEHHETO Ha KpHBHOTO Hansrame. B
nobaBka, NPHEMAHETO HA  ANKOXON MOXKE [la 3aTPyAHM IOCTHraHero Ha

€pEKITs.

Bpemennoct H KhpMeHe:
Jla pe ce H3MON3Ba OT XEeHH.

IlodurpaHe KK M3M0I3BAHE HA MAIMHE:

Thil KaTo HAKOM NAUKEHTH MOXKE jia TOTYBCTBAT 3aMaiiBaHe, CBETOBBPTENK H
PSAKO OTHANHANOCT, Ce IPENophYBa Jia He IMo(upare HWIH YIPaRIIBaTe
MAIIHHHA HOHE JIBa yaca cIIek Kare cre B3emu YOnpuma wik JOKaTo €BHTYaIHI
I1000HH POOAEME OTMHHAT.

IIpuemane Ha APYrH eKAPCTBEHHA HPORYKTH:

Mounst undgopmupaiite Bammusar jiekap axo:

Bsemare auTpaty (YecTo ce H3NO0N3Bar 32 obrexdapaHe Ha aHTHHA

unH OONKa B PHPAUTE) WK BIKOH JIEKapCTBEHH IPOMYKTH 38 BUCOKO KDBBHO
HAIATaHE.

[IpreMate IEKapCTBEHH HPOXYKTH, KOHTO JIOBIHABAT JONAMUHOBATA CHCTEMA
(decTo H3MON3BaHM MpH Jedenwerc Ha IJapkuHCOHOBaTa G0JECT, NCHXHYHH
pascTpoicTBa WK 3a IPEHOTBPATIBAHE HA [IOBPBINAHE).

Biue cpino Taxa tpabsa ja yeegoMure Bammmar ekap #im GapManeBT, ako c1e
yHIoTpeOABaTH HallocHeNBK HAKAKBYM JPYTH JNCKAPCTBCHH IIPOXYKTH, HOPH M
Takusa 0e3 penenta.

3. Kak ga ce npuema IOnprma

Bamasar Jnexap e onpene/ posara Ha IOnpuma, mopxonsma 3a Bac. He
B3eMaliTe TOBeYe TAONETKH, OTKONKOTO ca BH npernnucasd. Bewaia
MagueHTH TPAOBa Oa 3amovHar ¢ Tabimerka oT 2 M. AKO epeKIHATa HE €
JIOCTAaTHYHA 32 3aJ0BOJIHTEIHA CEKCyallHa aKTHBHOCT IIpH TasH Jo3a u Bue
HsMaTe HAKOS HEXENaHa peaklus MO)Ke Ja NOBHINMTE Ho3aTa Ha 3 Mr
(Tabnerka oT 3 Mr), cmex koHcymrauus ¢ Bamwa Jnekap. He tpsabpa ma
npHeMaTe mOBeye OT 3 Mr 3a § JacoB IEpHO.

Korarto npuemare FOnpama:

TMuiigere Manko BOJA, 3a Ja OBNAXHETE YCTATa CH;

Mocrasere emma Tabnerxa IOnpuma mox esuxa cH. Tabmerkara Hsva ga
OedcTna, ako 1 [IIBTHETE;

OcraBere TabnerkaTa Ja ce pasTBOpH mMOX e€3uka By — ToBa OOHKHOBEHO
oTHeMa okoito 10 MEHYTH (aKO MMa HIKaKBB OCTATBK OT Tad. acaen 20

MEBHYTH, MOXE Ja IO FITFTHETE).
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CekcyanHata aKTHBHOCT MOXKE Ja 3anQyHe IINOM Ce IOCTaBH TadleTkara
IOnpuMa mop e3dka M MOXE Jia HpeMHHeTe KBM Hes IMoM Bue u Bammwsr
TIaPTHROP CTE IOTOBH 32 TOBA.

Haif-yecto epexnus ce mocTura 3a Ho-Manko oT 20 MHEYTH, BRIIPEKH 9€ HMa

H3BECTHH BapHalliH OT YOBEK JO YOBEK.
Bue we Tpsbpa Aa B3emare nosede oT 3 Mr JOnpuma 3a § wacos xiepuo.

AXO He moCTHTaTe 3aOBONIATENHA CTEHCH HA epeKius, crobmere Ha Banms
JieKap, o3ara Moxe O ce HyXJae 0T KOPeKIHSL.

Bue Tpabpa na npuemate ¥Onprma caMo 110 Ha9HHA, 1I0 KOHTO € IpeIicana.
Axo B3eMeTe TBBpIE MHOTO TabONeTKH HIM IpeliHa [03d, CBEPIKETE CE ¢
Bammus sexap.

4. Bb3MOKHH HEXeJaHH PeaKuHH
KaxTo 7 BCcHYUKH OCTaHANM JieKapcTBEHM NMpoAyKTH IOmpuMa Moxe Ia HMa
HEXEIIaHy peakIii. Te 00HKHOBEHO Ca JISKH U IIPEXOHHA 110 CHhITHOCTTA CH.

YecTo cpemaHH HEXENAHH DeaKiHH ca: rafese, riraro0oiHe, 3amMailiBage,
Opo3sBaHe, CHHIMBOCT, HHQEKIW, BH3NANCHO IBpro, OONKa, 3aCHIIEHO
KallNsgHe, PHHHT, NOYEPBEHABAHE Ha JIHIETO, BKYCOBH CMYIHNCHIS, KHCEIHHA
B CTOMAaxa H H3NOTIBaHe.

Psamxo Moxe Aa ce cpele oTHamHalocT. Axo Bue modyscTBare Takasa,
crefBaiiTe NperopeKATe, fanexsy nox “Bue Tpsadsa aa cro0mre na Bammsar

Jiekap, ako:”.

Penxy HEKENaHA PeaklMH ca NOBPhAINaHe, peakniHd B yCTaTa KaTQ CTOMATHT
(BBp3ilalieHNe Ha JNHTABHIATA HA ycTara) H #3BH Ha ycrara. MHOro pemxu
HeXXENaHH Peakiie ¢a aJeprHYHM Peaxi{iy BITIOYBAMIN aHruoeleM (OTOK Ha
JIAUETO H IMIaBHOaTa, oOXBallam JUIeTO, YCTHUTEe H/HII €3HKa), 3aMAasHOCT
u HeoOuualinx ycemanus (Karo 3BBHTEHe, TopeHe MiH 0oNka), IpemuMHO B
ycTaTa, YCTHHTE B €3UKa.

Psamxo ca cho0mMABaHN HEXENIaHH PEakiMi OT DapTHROpHTe Ha MAlUeHTHTE,
npremanty Onpuma.

Axo ycernre Oonka B repAuTe IO BpeMe Ha CEKCyanHaTa CH aKTHBHOCT,
TpsOBa fa cripeTe Beapara i Jia ce obagure Ha Barmis sexap.

AKO TOYYBCTBATEC HSKOs HEXENAaHa peakiyi, KOATO € CHIIHAa HIH
NIPONBIDKATENHA, WK ako 3a0eJie:KuTe HAKOS HEeXENaHa pPeaKmpsd, KOITO He €
or6eA3ana B Ta3M EKapCcTBEHa HHGopManus, co0lere Ha Bainuat nexap.

5. Cexpanenne na IOnpumva
I{a Ce ChXpaHdABa Ha MACTO, HEAOCTBIHO 3a Bena.
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Ha ce chxpaussa B OpHrHHANHATA ONaKoBKa. Jla He ce H3MMoN3Ba Cliek
M3THYAHe Ha CPOKA Ha POAHOCT, 010eii3aH Ha onakoBkara. Jla He ce
M3NON3BA, aK0 ONAKOBKATA € NMOBPEACHA HiIH OTBapAHA.

6. Jonbaputeana HHQOpMALHA

3a nonbiHUTe/NHAa HEGOPMAaIlHs, MO OOBDHETE ce KBM HPeiCTABHTENICTBOTO
HA IpHTeXaTeld Ha pa3pelieHHEeTo 3a ynotpeba B Boiarapus na agpec:

T.I1. “Abot JlaGoparopuc™ C.A.
Codas, yn. “Obopume’ 45
Ten: 02/ 946 15 51

IocaenHa pegaKkiHs Ha TEKCTa
Mapr, 2005




