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JIMCTOBKA: HHOOPMALIUA 3A IIOTPEBUTEJIA
IF'’EHTAMHUIIHH CODAPMA 20 mg/ml anxeknunoHeH pasteop 1 ml
GENTAMICIN SOPHARMA 20 mg/ml solution for injection 1 ml
reHTaMHIHH (gentamicin)

l'[poqe're'r € BHHMATE/IHO Ta3H JUCTOBKA NPCAH A4 3aN0YHETE JICYCHAL,

° Janasere Taszu JHCTOBKA. Moske ia HMaTe HYXK2a Aa A IPOYETETE OTHOBO.

. AKO UMaTe HAKAKBH JOMBJIHHATENIHM BRIIPOCH, IONMHTaRTe Bawms nexap win gpapManesT.
. Tosa nekapeTBO € Npeanucato JUYHO Ha Bac. He ro npeotcreneaiite Ha Jpyru xopa. To
MOJKE J1a HM HaBpeaH, HE3ABHCHMO OT TOBa, Y€ TEXHHUTE CHMIITOMH ca ChLIATE KaTo Bauinte,

. AKO HAKOS OT HEKEMAaHWTE JICKAPCTBEHH pCaKLiuy CTaHE CEpHO3Ha, HIH 3a0elleKHTe

APYrH, HEOIIUCAHH B Ta3H JIMCTOBKA, MOJIA yBeaoMeTe Balius lexap Hiad (papMaresT.

B Ta3H JHCTOBKA:

1. Kakso npeacrasnsiBa ['eHTaMmuuH Codapma H 32 KAKBO Ce H3MOI3BA
2. Ilpenu na sanoune neveHue ¢ ['eHTamMunuH Codapma

3. Kak ga ce npunara I'esramauun Cogapma

4, BB3MOXKHH HEXKENAHH peaKliyi

5. Kak na coxpanasare I'eHramuima Codapma

6. JombaruTenHa uHGopManus

1. KAKBO NPEACTABJISIBA TEHTAMHMIIUH CO®APMA H 3A KAKBO CE
H3I10J13BA

[entamuiud CodapMa CbAbpXKA JIEKAPCTBEHO BELECTBO NEHTAMULHH, KOETO €€ OTHACH KbM
MPOTHBOMUKPOOHUTE  JIEKapCTBA OT rpymata Ha  amudoravkosuaute.  Ilpurexasa
MPOTHBOMUKPOOHO ACHCTBHE CTIPAMO rojiaM Opolt NPUUHHKHTEIH HA PA3IHYHH MH(EKLIMH.

['enTamuuiun CodapMa ce M3INOA3RA 33 ACYCHUE HA TEKKH HHEKIHH KaTo: DaKTepuaneH CEerncHe
(3abonsBane, npH koero OakTEepHHTE Ce PasMHOXKABAT B KpbBTA H JIHM(HATA CHCTEMA),
CHOOKAPAWTH; WHHOPEKUMH HA LEHTpanNHaTa HEpPBHA CHCTEMa, WHMECKUMH IIPH MallM€eHTH C
MOTHCHAT2a MMYHHA CHCTEMa WJH ¢ TYMODH; HH(EKIMH NpH H3rapsAHe; ObOpeYHH HHQEKIHH
/WM MTHPEKLUHH Ha THKOYHHTE MBTHINE, YILH-HOC-TEPAO HHPEKUNH, UHPEKLHA Ha AHXATeNHaTa
CHCTEMA; HA MOJIOBHTE OpPTraHH, Ha KOpeMHaTa KyXHHa (BKJ. KJIbUKa ¥ XKIBUHH THTHIIA);

HHQEKIMY Ha KOXA U MEKHW THKAHW, Ha KOCTH W crasd; Gpyuenosa, ¢ennHo3a (Oonect Ha
KOTEWKOTO OAPACKBAHE), TPaHyIOMa HHIBHHAJE, MMCTEPHO3d, CAIIMOHEN03a, LHIEA034a.

[Ipunara ce 3a npoQHNaKTHKAa HA €HAOKAPJAWTH, XMPYPTrHYHH HH(PEKUHHM TPH NMALUHMEHTH C
HAPYLICHA HMYHHA 3allUTA U NAUHEHTH Ha HHTEH3UBHO JIEYEHYE,

2, IIPEJM JA 3ATNTOYHE JEYEHHE C TEHTAMHIIUH CO®APMA

He TpabBa ga Bu ce npunara I'enramuannn Codapma
¢ AKO CTe CBPbXYYBCTBHTENHH KEBEM I'SHTAMHLHH HJIH aMHHOTIVKO3WAHY aHTHOHOTHLM
(ChLIECTBYBA KPBCTOCAHA CBPBXUYBCTBHTEIHOCT KbM AaHTUOHOTHLHTE OT TO3M KJIac),

* AKO CTe CBPBbXYYBCTBUTEIHH KbEM HAKOE OT MOMOIKHUTE BELLECTBA Ha IPOAYKTA;
¢ AKO UMaTe Texxka ObOpeyHa HeOCTATLYHOCT;

¢ AKO HMaTe HapylI€HHA Ha CIYXOBHSA HEPB;

o [Ipu OOTYIH3LM; |

* Ako cte 6peMeHHa. A



O6npHeTe cNEHAIHO BHHMaHHE NpH ynorpebata Ha Derramunun Codapma

VBefoMeTe NeKyBallMd CH JeKap B CAydal, Ye WMaTe HAKaKBO XPOHW4HO 3aDonsBaHE,
CBPBXYYBCTBHTEIHOCT KbM IEKAPCTBA MM XPaHH, IPHeMaTe ApYTH fieKapcTsa, HIH By npeacTou
XHPYpriYHa HaMmeca.

Heo0X0AHMO € TeHTAMHIHH A2 ce NPHIAara ¢ BAHMAHHE B CJI€JHHTE C/IyYaH:;

- MpU TALUHMEHTH, CTPajallld OT MHACTeHHS (MyCKynHa cnabocT) HIH TApKMHCOHHM3IBM, MPH
HapylieHHs Ha C/IyXa M PABHOBECHHS LEHTHD, NpH Ob0peuHa HeAOCTATHYHOCT, NIPKU HANpeAHANA
BB3pacT, 06¢3BOAHIBaHE, MYKOBHCI[HAO34, 3aTbCTABAHE,

- IIPH HOBOPOJEHH W HEAOHOCEHH AcLa Ce Hajlara CTPHKTHO H BHUMATENHO JO3HPaHe.

Tpu neveHHe ¢ PTEHTAMHLMH € HEOOXOAUMO NpociesBaHe Ha OpOpeuHara QyHKIH Ype3
H3CJIe[BAHE HA YPHHATA, 0cO0EHO NPH NALHEHTY Ha BB3PacT Hal 65 rOAMHH.

[To BpeMe Ha JiCUEHHE C FEHTAMHUUUH € HeOoOXOAHMO Ja ce mpUeMaT AOCTarbYHO KOJHYECTBO
TEYHOCTH.

Ynorpeda HA APYrH JIeKapCcTBa

[Ipean 3ano4ysaHe BLBEXAAHETO HA IEHTAMMUMH, CHOOIIETE HA JICKAps aKO MPHEMATe CJICTHHTE
neKkapcTBa: APYTH aMHHOTIMKO3HAHH aHTHOMOTHIM (aMHKAaUWH, KaHAMHUHH, CTPENTOMHILIHH,
To6paMHLKH; NOTUMEKCHHH (KONHCTHH) B THHKO3aMHAH (JIMHKOMHLIMH), GallATPaLHH, CPEACTBa,
NPU/AraHH 3a OTBOAHABAHE KAaTO (ypoceMH] M €TAKPHMHOBA KHCENHHA; NPOTHBOTYMOPHOTO
NEKapCTBEHO CPEACTBO LMCrnaTuH; aMdorepuiyd B -~ NpOTHBOrBOHYKOBO CPEACTBO;
KypapenofobHK JeKapcTsa; aHTHOMOTHIH, KaTO TEeTPALHKINHEH, XJI0paM(eHnKo; AHTHOHOTHULIH
OT rpynata Ha uedanocmopuHHTE KaTo ledaleKChH, 1e(ha3onHH, uedanoThH, uedakyiop H Ap.;
APOTHBOBB3NANHTEIHOTO NEKAPCTBEHO CPEACTBO HHIOMETAUMH, MOPAaAH TOBUIEH DUCK OT
ObOpeyHu HapyILIeHH.

[eHTaMHMUEH 3aciiiBa e(exTa Ha OOTYITMHOBHA TOKCHH, TIOpajH Koeto Tpafsa fa ce n3dArBa
NPHIOKEHUETO MY NPH OOTYIH3BM.

B cayuail, ue npuemare ynoiipamu w/unu obesdonsgpalin CpeACTBa YBEJOMETE JICKYBAIlHA CH
neKap, MMopajaH OMACHOCT OT MOTHCKAHE HAa JUILAHETO NIPH €XHOBPEMEHEH MIPHEM C TCHTAMHIMH.

Mons, ungopmupaiime Bawius rexap axo npuemame wiy HQCKOPO CMe npuemany opyeu
REKapCmea, BRIICHUMENHO U makuea, omnyckanu bes peyenma,

bpeMeHHOCT H KhpMeHe

ITpedu Oa ezememe HAKAKBO REKAPCMEBO NO 8peME HA OPEMEHHOCM, HENPEMERHO Ce
nocveemeaiime ¢ Bawus nexap.

Axo cre OpeMeHHa He TpaOma ga Bu ce mpmnara |'eHTaMHIHNH Codapma, mopagn puUcK OT
YyBpeXKIaHe Ha CAyXa y NAoAa, B HAKOM C/Iy4aH AO MbIHA HeoOpaTuMa rryxora.

B nepHoaa Ha KbpMEHE HE ce Npenopbysa ynorpebata Ha FCHTAMHLWH, HIM C€ MpHjara caMo
cAiell BHMUMATENHA NpEleHKa OT ¢TpaHa Ha Jekapa. [IpH nospa Ha HEXENaHW JICKAPCTBEHH

peakuMH y KbpMaueTo, MaiikaTta Tpsa6Ba Ja npeycTaHOBA KbpMEHETO.

Edexn BLPXY crioco6HocTTa 32 modHpane n pafoTa ¢ MAWHAHH

[lo BpeMe Ha nevenHe ¢ Ientamunun CodapMa e HeobXonuMO Ja ce M30Arsa LIO(HpaHe H
paboTa ¢ MaiMHK, KAKTO H ACHHOCTH, H3HCKBAIUM IOBHIIEHO BHHMAaHME, MOPAAM ONAacHOCT OT
TI0ABa HA CBETOBBPTEXK, 1LIYM B YILUTE, 3ary0a Ha paBHOBECHETO.

Baxxua HHgopMalHa 0THOCHO HAKOH NOMOLIHH cheraBkd Ha Mentamunue Codapma
ChIBpKAIMAT €€ KATO MOMOIIHO BEILECTBO HATPWEB CYNQUT B PEAKH CAyvyaHn MOxKe Ja
Npelu3BHKAa  AJEPrMUYHM  DEaKUMH, BKIIOYHTENHO  AHBPUIAKTHYHH - PEAKUMM  TIpH
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CBPBXUYBCTBUTEIHHM NMAaUHEHTH. [ToBHIIEHA 4YBCTBHTENHOCT KbM CYJ(HTH ¢¢ Habmonasa mo-
YECTO NMPH ACTMATHLIY.

ITapaxuapokcnOeH30aTHTE, BAW3ALIH B CHCTABa HA MPOAYKTA PAAKO MOTaT Jla MpeaH3BHKAT
peaKknus Ha CBPbXYYBCTBUTEIHOCT OT OBP3 THIT ¢ YPTHKapHA H OpoHXOCHA3hM,

3. KAKJA CE IIPHJIATA TEHTAMHIIHH CO®APMA

Aozama u npoovidcumennocmma Ra 1eMenuemo ce onpeoennm om JeKkap 6 lasucumocn om
eLIPacmma, Meziomo Ha RAuUenma, medxcecmma Ha UHpeKyuama U PYHKUHORAAROMO
COCHORNUE HA Op2anusMa. I'enmaMunun ce npuraza eQUHCMEEHO Om UKl ¢ MEOUYUNRCKO
obpazoearnue.

HuauBHAyalHWTE OHEBHH JAO3H 3a ISHTAMHUMWH ¢a €JHAKBM MpH HHTPAMYCKYJIHC H
MHTPABEHO3HO npunokenue, [Ipeau 3anoysaHe Ha JieueHHe ¢ FeHTAMHIIMH € HeoOXOAMMO Aa ce
oueHn OnOpeynara Pynxuusd. [lokasarenure H ce MpocneAABAT NEPHOZHYHO NC BpEME Ra
NICUYCHHETO.,

AKO UMaTe HSAKaKBH NOMBIHUTEIHH BHIIPOCH, CBHP3aHH ¢ ynoTpedbarta Ha TO3H MPOAYKT, MO
nonutadte Batus nexap MM (papMaLieBT.

IIpeno3upane

He3afaBHO cvoluieTe Ha nexkysallius NCKap B Ciydali, 4e 10 BpeMe Ha JICUCHHE NOYYBCTBATE:
rajcHe, NOBpPBIAHE, CBCTOBBPTEXK, HAPYUICHHE HAa HEBPOMYCKYNIHOTO NpPEAaBaHe, HAPYUIEHO
OHILAHE.

4. Bb3IMOXHH HEKEJIAHN PEAKITUHA

Kaxmo ecuuxu nexapemea, I'enmamuyun Cohapma Modice 0a npedusguKa HeHCenani peaxyu,
GHNPEKU Y€ HE 6CEKU 2U nOoYyHasq.
BcHuKY aMHHOMIMKO3MAHY AHTHOMOTHLM MOraT Ja NMpeIW3BHKAT HEOOpaTHMO HapyllleHHE Ha
cllyxa (Te3H yBpeKAa’us Ce OpOsBABAT MbPBOHAYAIHO ChC 3ary0a Ha CayXa caMO KbM BHCOKHTE
TOHOBE, CBETOBRBPTESK ¥ HAPYLIEHO PaBHOBECHE), MOTaT Aa OKAXAaT TOKCHYHO AEHCTBHE BHPXY
OBOpeunTe WAKM Aa MPEIU3BUKAT HEBPO-MyCKyneH Ouok. Tesn HapywieHWs ce MpOsABABAT IO-
YECTO NPH MalHEHTH ¢ HapyuleHa ObOpevyHa GyHKUHA, MpU €AHOBPEMEHHO JIEUCHHE ¢ APYTH
JICKAPCTBEHW CpeACTBA, OKa3Ballld TOKCHYHO JAeiCTBHe BbpXY ciyxa H Ownbpeudre; npu
NPOAL/DKHTEIIHO JIGYSHHE ¢ IeHTAMHUWH W/WIM TpPH [pHJIaraie Ha MO0-BHCOKH OT
[IPenopLYBAHUTE JO3H.
Cnen npunaraHe Ha reHTAMHIHH € Bb3MOXHA MOABA HA HEBPOTOKCHUHOCT C YBpeXJAaHe Ha
nepudepHUTE HEPBH H MPOABA HA CUMITOMH OT CTpaHa Ha LEHTpaJIHATA HEPBH& CHCTEMA, KaTo
00BPKaHOCT, leTaprus (aNaTHA H CEHIHBOCT), XaIOLUHALHH, MEPYOBE H NOTHCHATOCT.
[Ipu neueHWe Ha TeKKH HHpEKUWH (MCHHHIHTH) OCBEH HMHTPAMYCKYNHO H HHTPaBEHO3HO €
Bb3MOXHO JIGKAPAT M4 BbBEA¢ TCHTAMHUMH 100 JApYrH NbTHINA (MHTpaTeKaliHo,
HHTPaBEHTPHKYNapHO). [Ipn Te3y ciyyan W3KIROUYUTENHO PAAKO € HAOIIOZaBaT peakiHH Ha
Opa3sHEHE H Bb3MalleHHe OT CTPaHa Ha nepHdepHaTa M HeHTpaHATa HEPBHA CHCTEMA.
Apyra - rnapofonve, NpoMsiHA B MYBCTBUTEHOCTTA; Bh3NANCHHUS Ha YCTHATA KYXHHA, TaZIcHe R
NOBPBHIUAHE, JHAPHS; NMPOMEHH B KPBBHHTE TOKa3aTe/H - HaMangBaHe Opos HAa CNEJIHHTE KPBBHH
KNETKH: CPaHYJIOLUHMTH, TPOMOOLMTH, JEBKOLMTH, NOHIDKEHH CTOHHOCTH Ha KalHH, Kanlu#,
MaTrHe3ui; aHeMHU S, MosABA Ha €03HHO(MIH B KPBBTA, PEXOAHO MOBHIIABAHE HA YEPHOAPOOHHTE
noxasarenn karo OmmMpy6OuH, rpaHcaMuHa3H, ankansa ¢pocdaTasa; MOHHXKECHO KPbBHO Handrae;
OTOLH; PEaKIHK Ha CBPBXUYYBCTBHTENHOCT C YPTHKAPHS, KOXHW o6puBH, chplex; HapyllIeHHS Ha
OUINAHETO H MyCKYaHa 610Kana; atpodHs B HEKPO3a B MACTOTO Ha NPHIIOKEHHETO.
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BE3MOXHO € pa3BUTHE Ha pasmpOCTPaHABALIM ce MHMEKIHH, NPHYHHEHH OT YCTOKYMBH Ha
FCHTAMHIIMH MHKPOOPTaHH3MH 4 I'bOHYKH — NO-YECTO NMPH NPOABLIKHTENHO JISYeHHE.,

Ako HaKos om Hedcenanume nexapcmeenyu peaxyuu cmane CepuosHa, unu 3aberescume opyau,
HEORUCAHU 6 MA3U JUCMOBKA, MOR Yeedomeme Bawius nexap wiu hapmayeem.

3. CBXPAHEHHME HA TEHTAMHUIIMH COD®APMA

Ja ce cexpansaBa B opuraHannara OTIAKOBKa, 3a Aa C€ NPeAnas3H 0T CBETIMHA.
Ia ce crxpanssa nog 25°C.

Ja He ce 3ampa3saBa!l

Jla ce ChxpaHaBa Ha MACTO, HEAOCTHLIHO 34 Aeua)

l'enramuun CodapMma He TpabBa na ce M3MON3Ba criel CPOKa Ha rogHocT or0ensisaH BBPXY
ONaKOBKATA.

JlexapctBata He TpaGBa Aa ce M3XBBLPIAT B KAHATH3ALMATA HIH B KOHTEHHEpa 3a AOMAlHH
oTnagbiH. Ilonuraiite Banms hapmauest kak na yHUIIOKHTE HeHykHUTe Bu nexapcrea. Tesu
MEPKH LIE CIIOMOTHAT 3a ONa3BaHe HA OKOJHATA Cpeja.

6. AOITBJIHUTEIHA HHOOPMALIUS
Kakso cbabpaxa I'earamunun Cohapma

AKTHBHOTO BEWIECTBO € TIEHTAMHUUMHOB cyndaT (gentamicin sulphate), exks. Ha 20 mg
FEHTAMHULMH (gentamicin) B 1 ml HHkexUMOHEH pasTBOD.

Jpyrute CbCTABKHM Ca: METHN NapaxHApOKCHOEH30aT (E218); nponun napaxmuapoxcubeHsoar
(E216); nunatpues enetar; HaTpHes cynduT, GespoaeH (E221); pa3sTBOP Ha CAPHA KHCENHHA

(1 mol/l); Bona 3a MmkekUNH.

Kaxk m3rnexna FeaTamuunn Codapma n kakso ChALPKA ONIAKOBKATA

be3uperen A0 OAEAONKBAT PasTBOP B CTHKJICHH OGE3LBETHH aMIlyNMH ¢ BMecTHMocT | ml, ¢
MapKHpOBKa 3a OTBapsAHe HA aMIy/laTa — LBETHA TOYKA MJIH IIPHCTEH.

10 amnynu B Gmuctep ot PVC domio, 1 unm 10 OnHcTepa B KapTOHEHA KYTHA, 3a€AHO C
NUCTOBKA.

IIpaTexkarest HA paspemIeHHeTO 3a YNOTpe6a H NPOH3BOANTEN
COPAPMA AJ]
yn. Hauencko woce 16, 1220 Codus, bearapus

AlaTa Ha nocjienno onobpenne Ha ancToBKaTa — Mapr, 2008 r



