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Ilpouemerme eHumamento AUCIMOBKAMA, RPedu 00 3AHOUHEME IEHEHNUEHO C MO8 JIEKAPCIIEO .

= Iiazeme nucmosxama. Modice 0a ce Hanocu 0a 2 HPOYenmeme OmHo8o.

»  Axo umame evnpocu, nocveemsaiime ce c Bawus nexap unu dapmayeem.

= Tosu nexapcmeeH RPOOyKm e npeonucay nuine 3a Bac u ne mpabea oa 20 daeame Ha Opyzit xopa.
Toii moaice Oa um naspedu, DOPU AKO CHMREIOMUME UM Ca coujume Kamo Bawume.

B nacTroBRaTa

1. Kaxgo e Diprogenta ¥ 3a KaKBO ce M3II0Ji3Ba
2. Ipenu na uznomseate Diprogenta

3. Kax ce manonzea Diprogenta

4, BE3MOXKHH HEETaHM JIEKAPCTBEHH PEaKIHH
5. CexpaneHue Ha Diprogenta

6. JlonbIHATENHA HHQOpMALHT

Hme Ba JeKapeTBeHAS HPOXYKT
DIPROGENTA?® oint
JUAMPOI'EHTA mas

Crerae

JlexapCTBEHO BENTECTRO:
Bceexa rpam ot Diprogenta maz csppka GeraMerasor gunpommoHat (betamethasone dipropionate),

eKBHBaNICHTEH Ha 0,5 Mr OGeTameTason U reHTaMinpiH cyadar (gentamicin sulphate), eKEHRaIEHTEH Ha
1,0 Mr regraMULEH.

TlomomuH BemecTRAa:
Teuen napadus, 6501 Mex rapaduH

Hme 7 axpec Ha npATexaTeld HA PA3PEIIENNETO 32 YIOTpeda
SP Europe, 73, rue de Stalle, B-1180 Brussels, Benrus

Hme 1 anpec Ha NPOA3IBOAATENA
Schering Plough Labo N.V., Heist-op-den-Berg, Benrus

1. KAKBO E DIPROGENTA H 3A KAKBO CE H3IIOJI3BA
Jlexapcreena dopma
Ma3 3a NpuIIoKeHHe BEPXY KOXKaTa.

Tloxazanus

Diprogenta Mas ce npHnara 3a obnexyapaHe Ha BB3NANCHUETO [IPH YyRCTRHTCHHHE Ha
KOPTHKOCTEPOMIH KOXKHY 3a00/aBanms (Hamp. alepriueH JepMAaTHT, aTOIMYeH AepMaTHT,
TICOpHA3HC, €X3eMa H Ap.), IPH KOMTO € HalHIle WIH ce [0A03upa HHOEKIMS, IPeIH3BAKAHA OT
IYBCTEHTEIHH Ha FeETaMELHH MUKPOOPraHH3MH.

2. APEJHA JA A3HON3BATE DIPROGENTA

IIporEBODOKA3aHAN
He m3monssaiite Diprogenta ma3s:
AXO BM2Te CBPEXIYBCTBHTEIIHOCT Hilli AllePrHA K5M BAKOM OT CHCTABKHTE Ha JIEKAPCTBEHMS, IIPOXYKT WA

KBM APYTH KOPTHKOCTEPORIN HIH aHTI’IGHOTIﬂ_IH OT I'py1iaTa Ha MHOFH(H%\\
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TIpenn usnomsBare Ha Diprogenta Ma3s crobimere na Bamnas nexap, P KEPMHTE,
aKo HMaTe KaKkBOTO M Jia € 3a0onaBane H ocobeHo, aKo HMaTe HH{e




Diprogenta mMa3 He Tp26Ba Aa ce H3MON3BA BEPXY rOEME YIACTELH OT TIOTO, ThH KATO TOBA MOKE
na yBenmuK abcopbuparoro xomrdectso. He nsnonspaiite Diprogenta Ma3 mo-4ecto MIX 32 [I0-IBIAT0
BpeMe OTKONKOTO BY e npemuca Iexapar.

O6bpHeTe cIedHANHEO BHAMAHHE, 2K0: CECTOSHHETO Ha Koxkara By ce BIIOIIH, KoxaTa H3ITIexKIa
HHGPEKTAPAHA WIH CHITHO H3CYINCHA.

DIPROGENTA ma3 ne ce npenopsdea OpH Fena Hog 12 roqamEa BE3pacr.

JoKaro ce JekyBare ¢ Diprogenta

Yuoorpebda no speme Ba SpeMenocT B KbpMeHe
Bpemernoct
IIpemu na nanonssate Diprogenta Mas, crobniete Ha Bammd jrexap, ako cre GpeMenHa.

Kspmene
Ilperu ma memonseate Diprogenta Mas, chobineTe a Bamwus jiexap, ako KspMuTe.

Edexrn Bppxy cnocobrocrra 3a modupaHse B paora ¢ MAITHHA
Hama panmy 3a BIMIHHETO Ha JIEKAPCTBEHMA HPOAYKT BEPXY CIIOCOOHOCTTA 34 Imo(Hpane ¥ paboTa ¢
MATIHEIL.

BaanmopefcTEAE ¢ APYTH JEKADCTECHEA NPOXYKTH
Crob1mete Ha Bamus mexap MIH $apManesT, aKo B3MMAaTe HIH HaCKOPO CTe B3AMAJIH HIKAKRH APYTH
JexapcTBa, HOPH M TAKHBa, OTIYCKaHH Oe3 perenta.

3. KAK CE U3IIOJI3BA DIPROGENTA

Tora JieKapcTBO € NpeAnHcano oT Balmis Jiekap ¢coelHansHo 3a Bac 1 3a Aedenye Ha HacTosmoro Bu
3aborsiBare; He AaBakiTe TOBA JIEKAPCTBO Ha HUKOH APYT.

IIpn reobxomumoct BamudT sexap Moyke Ja IPOMEHH [034Ta B X0 Ha JISUEHHETO.,

Haupn Ba nparioxenne

Hanacsiite TEHEK ciioli Diprogenta Ma3 BEPXY 3aCerHaTHs y4acThK OT KOKATA KATO JIEKO BTpHBATe.
He npepspapaiite 1 Be NM0CTaBsiHTe KOMIPECH BEPXY 00paboTeHaTa HOBBPXHOCT, OCBEH 4KO TOBa He €
CBHBETET Ha BamMd Nekap.

He m3nomspaiiTe CTerHaTH MeNIeBH MM HalJIOHOBH raliigky Ha HeTe, Jiekyearo ¢ Diprogenta Ma3
OCBEH, ako Bammar nexap He Bu e nocssersan. Mz6areatite nprnoxenuero sa Diprogenta Mas3
BBDXY OBIOOKH KOKHH PaHH, OTBOPEHH PaHH, H3TrapsSHus KM HapaHeHa KOa.

YecToTa HA HPHIIOKEHHE
OO6uKHOBEHO ABA IBTH AHEEHO (CYTPHH H Beyep) WIH KakTo e Ipezynicano ot Bamws nexap. Ilpu no-nexn
ciTyqaH 3a00NABaHeTO MOXKE Ja Ce TFOBIMAS OT NPHIOKEHHE BETHEK JHEBHO.

HpoxsaxaTeTHOCT HA JIEIEHHETO
Bammaar nexap e BY MOCHBETBa Kora Aa cupete ynorpedara Ha Diprogenta Maz.

Kakgpo Aa apequpHEeMeTe B ciyqail Ha apenosupane

Diprogenta Ma3 Tps0Ba Aa ce M3II0I3Ba CaMO B NipenopsYaHara gosupoeka. CBEpKeTe ce ¢ Bamud
neKap, ako cre m3NoisBanyd Diprogenta Ma3 BEPXY IOJIEME YIACTBI OT KOMKATa MK 32 I0-EBJIT0
BpeMe 0T TIpeAIHcass cpok. IfoTepcere He3abapHO MeIHITHCKA [TOMOIL, AKO0 CHYJAHHO INOTEIHETE
Diprogenta mas.

Kaxeo aa opepnpuemere B cay4ail, 9e IponycHeTe €JHA HIIA no qa_g o 3 0o
Axo zabpasure pa Hadecere Diprogenta Ma3 coopey rpemcaHpeT Q't!- STE K& éricrro KOAKOTO &
BB3MOHO II0-CKOPO ¥ CJIeH, TOBa C& BEPHETE KBM PEROBHATA CXEM ﬁ“n O‘XwH,ﬂe?
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4. Bb3MOKHN HEXXEJTAHH JEKAPCTBEHA PEAKITHHA

3aeHo ¢ JKeHaHNTE eQexTH JIeKapCTBEHHAT MPOYKT MOKE a2 OKAKE | HSCOH HesKEaru
JICKAPCTBEHHE peakuuy. Bripexy, ue Moske He BCHYKH Jia Ce IIPOABAT, aKO TOBA CE CIIYYH, MOXe Ha ce
HaJIoXH Jexapcka Hameca. CBBpKeTe ce ¢ Bamms ekap, ako HAKOA OT CIISJHITS HEKelIaHH
TIEKapCTREHH peaKIHH ce 3aABpeKH M B TpeBoXy: napere, cbpbex, pasapasHeHa/RbananeHa win
cyXa Koyka, BE3IaleHHe WIH 3a4epBABaHe Ha JIHIETO; YBEeNHIeHO OKOCMIBaKe; aKHe; IPOMAHA Ha
1{BETa Ha KOXKATA; M3THHABAHE HA KOMKATA M JIECHO KBPBEeHE; CTPHM MK IPYTH IPH3HAIH Ha
BE3MalleHre, KOMTO He cTe HalIomasay O TO3H MOMEHT.

Axo 3abenerxuTe HIKAKBH APYTH HEKEaHH JTEKApPCTREHM peaklliy, CBBPIKETE ce ¢ Bamrma nexap.
Jlenara u riofjpacTBaniuTe, Ha KORTO C& Hajara ia moiEBaT To3H Diprogenta Mas, Tpabea xa 651ar
BHHMATENHO HaOMONABaHH OT JeKaps CH, THH KaTo JJeKapcTROTO ce abcopbrpa npes xoxaTa H MOKe
Ia 3acerHe PBCTa WM Aa MMa JIPYTH HeXellaHH BB3/IeiCTBHL.

5. CbXPAHEHUE HA DIPROGENTA

Ja ce cpxpaHIBa Ha MSCTO, BE/IOCTHIHO 3a Jena.

Ja ce crxpanspa IIpu TeMuepaTypa og 25°C.

Jla He ce m3noi3Ba Clle M3THUAHE CPOKa Ha FOJHOCT, YKas3aH BEpXY OIlAKORKATa.

6. CPCOK HATOIHOCT
3 romEHHA

7. IATAHA TIOCIETHA AKTYAJHIATIA HA JIMCTOBKATA
Hoemspu 2004 .

8. IOUbJITHUTEJIHA HHPOPMALIHA
3a BecAKaKBa AOIBIEMTEIHA HHOOPMALMS OTHOCHO JIEKAPCTBEHMA IPOAYKT, MO, 06BPHETE C& KbM MECTHHA
nipeficTaBuTene oduc Ha [putekarens Ha paspemienuero 3a ynorpeba:

IWepsmr-IInay Cenrpan MiicT - knog Beurapus
yi. “IIpod. Mo Buaep” 7, er. 3
Codus 1504,

1en.02/ 944 10 73; 944 10 83,
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