AT

O
NHOOPMAITHIA 3A ITAITUEHTA m,% OE j&H 8 Ji/t

MOJII, IIPOYETETE BHHUMATEJIHO IISIIATA JIACTOBKA-TIPEATI—NA
3AIIOYHETE OPHUEM HA TO3U JIEKAPCTBEH IIPOJVKT.

- 3amaseTe NECTOBKATa, Th Karo MOXe Ha Ce HANOKH MOBTOPHO Oa s
HpoYeTeTe.

- Ilpy Hasvume Ha BBHIPOCH WM XKejNaHHE 32 oBede uuGopManns, oGbpHETe
¢e kpM Bamug nexap pmu papmManest.

- Bammar sexap e mpenmmcan ToBa JIEKAPCTBO Ha IHYHO Ha Bac. He ro
NperOCTaBANTe Ha OPYTH X0pa, AOPH U CHMITOMUTE Ha CH NPUIHYAT.

CbABPHAHWE HA TUCTOBKATA:

1. KaxoB IekapcTBEH IPONYKT € ATIPOBEN 1 32 KAKBO CE M3HONI3BA ?
2. Ilpenu ma 3anougeTe ynorpefara wa AIpoBen

3. Haums Ha ynotpeba

4. HexenaHu nekapCTBEHM peaknyn

5. CpxpaHenue

6. HonbiaruTenHa HHOOPMAIMS

Amposen 300 mg Tabnerky:

» AxTHBHaTa ChCTaBKa ¢ upbecapran
IToMOIHE BerecTBa: MUKPOKPHCTANHE LelyJI03a, KPOCKAPMENo3a HATPHIL, IAKTO3a
MOHOXHADAT, MATHE3HEB CTeapaT, KONOMOANEH XHUAPATHpPAaH CHJIHLHUEB OKMHC,
IpEXETaTHHH3NPAHO HAPEBUYHO HALIECTE ¥ Hojlokcamep 188.

MNPUTEXATE HA PASPEINEHHETO 3A YIIOTPEBA
Sanofi Pharma Bristol-Myers Squibb SNC

174 Avenue de France

F-75000 Paris-France

ITPOU3BOJUTEN

Sanofi Winthrop Industrie

1 rue de la Vierge , F-33440
Ambares France

"

Sanofi-Synthelabo Limited
Edgefield avenue - Fawdon
Newcastle Upon Tyne, Tyne & Wear NE3 3TT — United Kingdom
i

Sanofi Winthrop Industrie
30-36 Avenue Gustave Eiffel
B.P. 7166 F-37071

Tours, Cedex 2- France

1. KAKBB JIEKAPCTBEH IIPOIAVKT E AIIPOBEJI W 3A KAKBO CE
H3IIOA3BA ?

Anposen cpIabpika upbecapTas.

Beaxa tabnerka Anposen 300 mg cpabpxa 300 mg upbecapraH.

Anposen 300 mg TabneTku ce mpeanaraT B GIHCTEPHH ONAKOBKM
6pos. 3a 6onHuuEa ynoTpeba ce MpeAaraT ¥ ONakoBKHA ¢ eNdHHYHE
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56 Tabsetku (7 Gancrepa x 8 Tabnerkn). He BCcHuUKE pasMepH Ha ONAKOBKHTE MOTAT
Ila Ce MpOJaBar.

Anpopen cafa KbM IPyINaTa JIEKAPCTBERY CPECTBA, M3BECTHH KATO aHTATOBNHCTH Ha
anrmorensuH-1I penentopu. Aurnorensun Il ce 06pasysa B OpranusMa M ce CBbp3Ba
C PELIENTOPHTE B KPHBOHOCHUTE ChAOBE, KATO IPEIU3BAKBA CBUBAHETO HM.

Tosa Bomw N0 moBUINaBaHe HA KPHBHOTO HANAraHe. ANPOBEN NOTHCKA CBBP3BAHETO
Ha aHruoTeHsuH-II ¢ Tesm peumenTopH, K4TO OTMYCKAa KPBBOHOCHHTE CHIOBE H
IIOHUKABA KPBBHOTO HANISAFaHe.

Amposen 3abaps pa3suTHeTO Ha 6GBLOpeyHO 3a60ABaME NPY MALUEHTH C BHCOKO
KPBBHO HaJidraue u auader Tum 2.

AnpoBen ce H3ION3BA 3a JIEUSHHE HA BHCOKO KPHBHO HAJATAHE [XUIIEPTOHMG/ B 34
npepnaspaHe oT 0bOpeuHo 3aboJgBaHe Ha MANMEHTH C BHCOKO KPBBHO HANSTAHE H
raaber Tumn 2.

Bawmat nekap ¢ ¥3MepHUI KpBBHOTO By HansraHe # € YCTAHOBMIL, 4Y€ TO € HO-BHCOKO
OT HOpMaTa 32 BamaTa BB3pacT. BECOKOTO XPBBHO HalsiraHe, ako He ce JieKyga,
MOXKE Ja JOBEHE N0 YBpEXAAHe Ha KDBBOHOCHUTE CBIOOBE Ha ChplUETO, OuOpenure,
MO3bKa U O4HTe. B HAKOW cilyyan MOXe 0a HACTHIM CbpPAEYHA KPH3a, ChpASUHA MK
6nbpeuna HEMOCTATBYHOCT, MOIBYUEH YAAp MM ocienaBane. OGUKHOBEHO BHCOKOTO
KPBBHO HAJIAraHe NpOTHYa2 OE3CHMIOTOMHO, NpPEeN¥ Ha C€ HOABAT YBPOXKHAHHATA.
3aToBa € HEOOXOAMMO PENOBHO M3MEPBAHE HA KPBBHOTO HAJIATAHe.

BHCOKOTO KDPBBHO HajNsAraHe MOXe JHa ObAe JIEKyBaHO M KOHTDPONHPAHO G
JEKaPCTBEHU CPEACTBA KaTo Anposel . Bammsat nekap Moxe na Bu npenopwua ¢biio
IpOMsHA B HAYWHA HA XXMBOT, KOSTO A2 NOJNNOMOTHE NOHWXAaBaHE HA KPBBHOTO
HansArane forcradBane, 0TKa3BaHe Ha TIOTHOHONYLIEHETO, IOHMKABAHE KOHCYMALHATA
HA AJNIKOXON M OTPAaHHYABAHE NpHEMa Ha roreapcka coj/. Jlexypaimusar nexap MOxe
Aa Bu mpenopbya HpOBEKIAHE HA PENOBHH, JIEKH [HE M3MOPHTCNHE/ (DH3HMYECKH
YIpakHEHUA, KaTO Pa3XOIKH W [IIYBaHe.

IMopanu KosaHRTENEUA 1abOPATOPEH KOHTPON HA KPHBHATA 3aXap H H3MEpBaHe Ha
KPBBHOTO HANATaHEe, MOXE Ja Ce HaNOXKH eJHOBDeMeHa ymnoTpeba ¢ Apyru
MeIUKaMeHTH, ATIpOBeN € MpeNHasHayYeH 3a JeueHHne Ha GbpOpeyno sabonssane HpH
HallMeHTH ¢ BHCOKO KPBBHO Hafisrane u guaber Tam 2.

2, IPEAU JA 3ATIOYHETE YIIOTPEBATA HA ATIPOBREJI

Ha ye ce ymorpedssa Anposen:

* 2KO CT¢ aJEPTHYHE KbM UpOecapTaH WIH KbBM HAKOE OT HOMOIIHUTE CHCTABKH HA
upbecapTaH,

* aKo cTe OpeMEHHa BbB BTOPHS HIH TPETH TPUMECTBD OT BPEMEHHOCTTa,

* aKO KbpMHUTE.

Crennanno BAMMaHUe NPH JedeHne ¢ ANPOBeN B cleIHUTE CIYUaH:
*° AKo CTpajlaTe OT CHJIHO IOBPBIIAHE WK JUApHI,
» Obp0pedHu cMyIeHns,
* CBpIACYHH 3200JIEBaHNS

Tpabpa na nupopmupate Bamus exap:
- axo Bu npencToun onepanus wim e Bu 6b0aT npunaraHu ane
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BbpeMenHocT @
Anposen me Tpabea ma ce ynorpebssa IO BpeMe Ha OpEMEHHOCT WIH B Cly4all Ha

mranupata bpeMennoct. IIpenopbunTenno ¢ Ka He ce H3NO3Ba Amnposen 1o Bpeme
Ha OBPBUA TPEMECTEp OT OpeMeHHOCTTa. AKO 3afpeMeHeeTe HO BpeMe Ha NeueHne ¢
Anposen mmu cMmarate ga 3aGpemeneere, Bue Tpa6pa na ua(GOpMupaTe BexHara
nexysawus Bu jiexap. Anposen He Tpa6Ba Ja ce ynoTpeGsea Npes BTOpUS U TpeTs
TPUMECTEp OT OPEMEHHOCTTA, KakTO M IO BPeMe Ha KbhpMeHe (Brk “Ia He ce
ynotpebasa Anporen”). Axo cmsaTtate na sabpemeneeTe TpsabBa Ja Ce mpeMHHE KbM
HOAXOHNAIIO JIEYEHHE C APYT JIEKAPCTBEH IPOAYKT.

Kbpmene:
Ha He ce ynotpebspa AmpoBen N0 BpeMe HA KbpMeHE (BHX “Ila He ce ymoTpebspa
Arnposen”).

Hlodumpaxne u paGota ¢ MamuHE:
He ce ouaxsa Anposes na HOBJIHsE BBPXY CIOCOBHOCTHTE By 323 modupane u pabora
¢ MallnHK. Bee mak, norfkora IpH TpOBexkAaHe Ha JNSYCHHe MOKE A2 NIO4yBCTBATE
OTIAHATIOCT MM 3aMaiBaHe. B Takhp cnydail Tpabea fa ce koHCyITHpaTe ¢ Barms
JIeKap Ipeny A4 NPHCTBIUTE KBM TE3H NEHHOCTH.

JEKAPCTBEHH 1 JPYT'W ®OPMU HA B3AUMO/IENCTBUE
Wupopmupaiite Bamms sexap wim (GapMaleBT 32 BCIKO B3eMano oT Bac
JEKAPCTBEHO CPEACTBO, IOPH ¥ TaKHBA OTHYCKaHH 0e3 JieKapCcKo IpeanacaHue.
ObuxHoBeno AnpoBen He B3auMomeiicTea ¢ Apyru JIEKapPCTBEHH NPOAYKTH.
Crennansy OpelliasHu Mepku (HANp. H3CHEIBAHE Ha KpBBTAa) ca HEOOXOOMMH, aKO
NpueMaTe KanueBd NOGaBKY, 3aAMECTHTENH Ha TOTBAPCKATA COJ, ChIbPXKALIM KAJIU,
KaJH-ChXPAHABAIIM JIEKADPCTBEHH CDPEACTBA (HAKOM THYPETHIH) WK JIEKaPCTBEHH
CPEOCTBA, CBOBPIKANTY JINTHH.

[Topo6HO Ha npyru NEKApCTBEHH NPONYKTH, IOHMXKABALIM KPBBHOTO Haldrage,
AEHCTBHOTO Ha upOecapTaH MOXE Ha Ce HAMANH, aKO IIPHEMATe HECTEPOUTHH
NPOTHBOBL3NAAUTEIHY CPEACTBA.

3. HAYHNH HA YIIOTPEBA HA AIIPOBEJI
TabneTkure ce mpueMaT cHOpen HHCTPYKLUUTE Ha nmekaps. Ilpu HeobxomuMoOCT,
KOHCYNTHpPaUTE C AeKap unu GpapMaliesT. -

OOHKHOBEHO JEUSHHETO 3a5104Ba CbC 150 mg BEAHBK NHEBHO. BrnocnencTeue nosarta
MOX¢E 2 ¢¢ moBMInK 40 300 mg BeNHE:K JHEBHO B 3aBHCHMOCT OT ehexTa.
MakcuManuuaT eQexT BOXEI O NOHMKABAHE Ha KPBBHOTO HAJATAHE Ce HOCTHra 4-
6 CenMHIHU CreX 3aI0YBAHE HA JICHCHHETO. AKO CMSTATE, 46 ehekTHT OT JEUCHHETO ¢
Anposeil € TBbpAe cNabo win CHIHo, uadopmupaiire Bamus JIeKap MM (apManesT.
3a nevuenue Ha GBOpeuHO 3a60NABAHE NPH DANHEHTH C BHCOKO KPBBHO HANATAHE 1
nuaber THO 2, momIBpKAIATA A03a € 300 mg NHEBHO.

JlexapaT Moxe na TpeANMNIe H HO-HHCKA X032, 0COGEHO B HAYANOTO Ha JEUECHHETO
IpH HAKOM NAUHCHTA B HAUPEQHANA BB3PACT [Ham 75 rommun/ uau Hpu GONHE Ha
XeMOIHATIH3E,

AmpoBesi MOXe [a C& NpHEMa HA MAAHO WIH el XpaHeHe, KATO TaGlIeTKuTe ce
noeMaT ¢ IIOMOIITA Ha MaJko BoAa. Tpabsa #a ce onuraTe Aa mpueMare HHEBHATA
N032 BCCKH NEH NPUONHSHTENHO HO SIHO ¥ CHILO BpeMe. BakHO € Na-my

Anposen He TpsAGBa Ja ce NpeANNCBa Ha xena noj 18 romusm,
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Ilpu npuem Ha noBede TabaeTKH AnpoBer :
Axo Bue cityvyalino npreMeTe TBbpie MHOFO TableTky MIH BamieTo HeTe IIIbTHE
HAKQJKO TabneTKu, BeAHara Tpa6Ba Ja HOTHPCHTE IOMOML OT AeKap.

AKo cre 3a0paBuM na BzeMeTe ATpoBe:
AXO CTe NpOIYyCHAM eNHa A03a, B3EMETE CJENBAMIATa H03a, KaKTO € NMPENNucaHa,
0e3 ma s yOBOABATE.

4. HEXKEJAHH JJEKAPCTBEHW PEAKITHH

Benuxn JeKapCTBEHH CpENCTBA MOTAT IA NPEAMIBHKAT HEXENAHH JEKAPCTBEHH
peaxumn.

Hexenanurte NekapCcTBEHA PEAKEA NpH ANpPOBEN OBHKHOBEHO Ca JIEKH ¥ BPEMEHHH.
Haxown ot T4X MoraT ga ObAaT CEpHO3HM H H3UCKBAT JICYCHHAE.

Hpu npopeAeHNTE KIMHUYEA IPOYYBAHUS NPH DANHEHTH C BUCOKO KPBBHO HAJATAHE,
ca 6bunu HabnrofaBaHKM OOMYANHHTE HEXENAHM JIEKAPCTBEHH PEAKIMM: 3aMAagHOCT,
YyBCTBO HAa TaleHe/IIOBPBINAHE, yMOPA H YBENIMYEHH HWBA Ha IJIA3MEHHS KpEaTHH
kuHasza, [IOKNagBaHM ca ¥ IO-MalNKO CpPELIaHy HEXeNaHH NeKAPCTBEHH peaKiyiy:
YCKOpEHO CBpUEOHEHE, H3YePBABAHE, KANUIHLA, OHAPHA, XPaHOCMIIATETHN
HAPYUIEHH, NPOBIIEMH ChC CEKCYalHATA AKTHBHOCT M OOJIKA B T'bpPIKTE.

Ilpu npoBeACHUTE KIMHUYMHE IPOYYBAHUS HA NAUYEHTH C BUCOKO KPHBHO HAJIATAHE,
nuaber tan 2 u 6pbpeyHo 3aGolsBaHe, ZONBLIHUTENHO Ca GWIM HOKIAZBARY
CHEAHHUTE HENEJIAHN JICKAPCTBEHH DEaKIHW: HUCKO KPBBHO HANSraHe M 3aMasgHOCT
(ocobeHo cyTpuH npu CTaBaHe WIR Clefl OPOABLIDKHTENHO CeIeHe), Goika B
MYCKYJIHUTE M CTaBUTE, HAMANABAHE Ha XeMOTNyOuHa (IUrMEHT B YepBCHHTE KPBBHU
KIMTKH). MHOTO 4YecTo ca AOKJAOBAaHM CAOyvYad Ha YBENWYEHH HUBZ HA Kajguil B
KDDBBTA.

O6uvaiinuTe HEXeNaHu JEKAPCTBCHH PEAKUHH, ONMCAHH 33 HEPHOAR, OTKOTATO
JeKapCTBEHUA NPOAYKT € Ha Nasapa ca: IJaBo0OJMe, HapyIIeHHd BbB BKYCOBUTE
BBE3NPUATHSA, IIYM B yIuTe, OONKH B MyCKYIHTE H CTABHTE, Hapylmeda QYHKIRT Ha
Oubpenure u uepHus xpob. Kakto i npu mnpoBexnare Ha JedeHyue ¢ APYIH NOKOGHH
JEKapCTBEHN IIDOAYKTH, IPM MalWeHTHTe HpHeMamy upbesapTam ca oTOendgssanu
PEAKM Ciyuad Ha ajJepriYHH KOXHH peaknum (cbplex, oOpuB), KakTo ¥
JIOKAJIM3UPaHO NOAYBAHE HA JIMUETO, YCTHHTE H/HIM e€3HKa. AKO CUHTATe, ue
passuBaTe NONO0HA PeaKuMA HIHM He BU CTHra BB3AYyX, IPEYCTAHOBETE IpHEMa HA
Atiposen # He320aBHO NOTBPCETE MENUIEECKA TOMOIIH,.

Axo 3abenexuTe HAKAKBH LPYCH HEKEIAHW JEKapCTBEHH peakuuup HezabaBHO ce
KOHCYATHpalTe ¢ Bammusa jexap Win apMaliesT.

5. CbXPAHEHHE

Ha ce cpxpaHgBa Ha MSCTO, HEAOCTBIHO 33 Nea.
Ha ue ce chxpaHsgBa opu TeMnepartypa Hanx 30°C.
Ha ce cbXpaHABa B OPUTHHAJIHATA OH2KOBKA.

Ha ue ce ynorpebsaBa ciiell cpoka Ha FOOHOCT, OTGENA3aH BbPXY BBHITHATZ ONAKOBKA
u Gnucrepa.

He w3paxpaiite TabneTkuTe 0T OiucTepa OOKaTO HE CTE T
TIPHEM.
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6. JOITHJJHUTEJIHA WHOOPMAII I
AKo ce Hyx[a€eTe OT noBeye HHPOPManus 3a BaimeTo 3a60N4BaHe WM JICICHHE, MO
oOBpHETE Ce KBM BallNd JIeKap WM (papMalleBT.

3a BCAKa NONBIHUTENHA HHGOPMAIMA OTHOCHO JISKADCTBHNUA MPOAYKT, ce 0BbpHeTe
KbM CBOTBETHOTO NpPSACTABUTENCTBO Ha TPUTEXKATENS HA DAa3pelleHHeTO 3a
yrnotpeda.

IMOCIENHA PEJAKITHA HA TEKCTA — despyapu 2005
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