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JJHCTOBKA: HHO®OPMAILINUS 3A 11O

Kimt PY Ne: “‘t}‘ S-?‘((/HQIQE

FEHTAMMIINH CO®APMA 10 mg/ml unzxexunonen pasrsop 1 ml
GENTAMICIN SOPHARMA 10 mg/ml solution for injection 1 ml
reHTaMHUKH (gentamicin)

H[HFIET €T¢ BHAMATE/IHO TA3H JTHCTOBKA NPEIH 1A 3aN0YHETE JICUCHHEC.

- 3anaseTe Ta3H JTHCTOBKA. Moxke Ja HMaTe HyJaa Ja f IPOYETETE OTHOBO.

° AKO UMaTe HAKaKBH AOMBJIHHTEIANH BbIPOCH, NonuTaiite Baluus nexap Wiy papMaiesT.
o Tosa nexapcTso e npeAnrcaHo J#uHo Ha Bac. He ro npeotcrhnBaliTe Ha Apyru xopa. To
MOXKE J1a UM HaBpeJH, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CAMIITOMH Ca CBIUTE KaTo Baumre.

° AKO HAKOS OT HEXECJIAaHHTE JIEKAPCTBEHH peaKUHH CTaHe CEpHO3HA, HIH 3a0enexure

IPYTH, HEOIIHCAHY B TA3H NHCTOBKA, MOJA yBegoMeTe Bamus nexap uwid ¢apMalLeeT.

B Ta3n AHCTOBKA:

KaxBo npeacraenasa I'entamuuud CodapMa U 3a KaKBO ¢e H3NO0JI3BA
[Ipenu aa 3anoune nedenne ¢ I'enramuuuH Codapma

Kak na ce npunara ['enramuuns Codapma

BE3MOXKHH HEXENAHH PEaKLIHA

Kak ce coxpanssa 'enramuuun Codpapma

. JomenHuTENHA HHGPOPMALHA

O\ BN

1. KAKBO IMPEACTABJISIBA TEHTAMHMIIUH CO®APMA 1 3A KAKBO CE
NU3HOJI3BA

["'enramuuuH CodapMa CbILPXa JEKAPCTBEHO BEIIECTBO NEHTAMHLWH, KOETO €€ OTHACd KbM
NpOTHBOMHKPOOHHMTE  JleKapcTBa OT  rpynata Ha  aMHHornukosuaure.  ITlpurexasa
NIPOTHBOMHKPOGHO feliCTBHE CHPAMO rofiaM Opolt IPHYHHHTERA HA PA3IMUHE HH(PEKLHN,
Tewramute CodapMa ce H3MON3Ba 3a JICUSHHE Ha TeXKH HHpEeKUUH KaTo: DakTepHaNeH Cencuc
(3abonsBane, TpM KOeTO OAKTEpHHTE Ce pa3MHOXABAT B KPBBTA W JWMOHATA CHCTEMA),
eHIOKapIHTH, HWHOEKUWH Ha LUESHTPAJHAaTa HepBHA CHCTEMA, HH(EKIUH NpH TNalHeHTH C
MOTHCHATA MMYHHa CHCTEMA MK ¢ TYMOpH;, HHOEKUHH mpy HarapsHe; 6b0OpeyHH HHPEKUHH
1/unH HHGEKIHMH Ha MHKOYHUTE MhTHILA, YIIH-HOC-TBPIIO HHOEKUHH, HH(EKIHH Ha AHXATC/MHATA
CHCTEMa; Ha IOJIOBUTE OPraHH, Ha KOPEMHATA KyXMHA (BKI. JIbMKa H XITbYHH MBTHILR);
HHpEKIMY Ha KOXAa B MEKH ThKaHH, HA KOCTM H craBHW; Opyuenos3a, dennnosa (0onecT Ha
KOTEIIKOTO OJPAacKBaHe), FpanyJioMa HHIBHHAIS, IMCTEPHO3a, CAJIMOHENR03a, IIHre103a,

[Ipunara ce 3a npodMIaKTHKA Ha €HIOKAPAWTH, XHPYPTHMYHM HH(EKIHH NPH NaUHEHTH C
HapyHICHa HMYHHA 3alUTa 4 NALUEHTH HA HHTEH3HBHO fCUYCHHE.

2. IIPEJU JA 3AITOMYHE JIEYEHME C TEHTAMMIIHH COPAPMA

He Tpadsa aa By ce npunara I'enramuanun Codapma
¢ AKO CT€ CBPBbXYYBCTBHTEIHM KbM IE€HTAMMUWH WM AMHHOTIMKO3HJAHA AHTHOMOTHLH
(CBLIECTBYBA KPBCTOCAHA CBPhXYYBCTBHTENHOCT KbM aHTHOHOTHIIMTE OT TO3H KAac);

AKO CT€ CBPbXUYYBCTBHTEIHH KbM HAKOE OT MOMOILHHTE BELICCTBA Ha MPOAYKTa,

AKo HMaTe Texka Ob0peyHa HepoCTaTBUHOCT;

AKO UMaTe HapYLIeHHs Ha CNYXOBHA HEPB,

[Tpu 60TYNH3DBM;

Axko cTe OpemeHHa. T .-._-_;--:I:;_



OdbpHeTe crenHAJHO BHEMAaHEE npu ynoTpebara na I'enramuuan Codapma

VBenoMeTe feKyBalllif CH Jiekap B Ciydail, ue MMaTe HJKakBO XPOHHYHO 3abonsBaHe,
CBpPBXUYYBCTBHUTENHOCT KbM JIEKApCTBa WK XpaHH, IpHeMare ApYTH JiekapeTsa, Wi B npeacTou
XHpPYPruyHa HaMeca.

Heolx0AMMO € reHTAMHIIHH JAa Ce MPHAAra ¢ BHEMaHHAE B CJIeAHHTE CJYYaH:

- OpY TALMEHTH, CTPajallli OT MMacTeHHs (MYCKynaHa cjaabocT) WM NMAPKHHCOHHIBM, MpPH
HApYIIEHHA Ha CIyXa H PaBHOBECHHS LIEHTBD, NP ObOpedHa HeNOCTaTh4HOCT, MPH HAaNpCaHaa
BB3pacT, 00e3BOAHABAHE, MYKOBHCLHA033, 3ATALCTIBAHE.

- TIPY HOBOPOACHH M HEJOHOCEHH ZIe1la C€ Hanara CTPHKTHO H BHHMATETHO A03HPAHE.

IIpu neueHue ¢ reHTAMHLMH € HeOOXOAUMO NpocienaBaHe Ha ObOpeuHaTa QyHKUHA Ype3
M3CJIeABAHE HA YPHHATA, 0COOEHO NPH Mal[MeHTH Ha Bh3pacT Hax 65 TOAHHH.

[To BpeMe Ha JeueHHE ¢ TEHTAMULHUH € HEOOXOAWMO Ja C€ MPHEMAT AOCTATHYHO KOIMHYECTBO
TEYHOCTH,

Ynorpeha Ha ApYrA JEKApPCTRA
[Ipeny 3anouyBaHe BHBEXKIAHETO HA NEHTAMHLUHH, CBOOIIETE HA JieKaps ako NpHeMare CICAHUTE

neKapcTBa: APYIM aMHHOTIIMKO3WAHM AHTHOMOTHLM (aMMKAlMH, KaHaMHIWH, CTPENTOMHLHH,
TOGPAMHUIHH; TOJAMUKCHHHE (KOIHUCTHH) H THHKO3aMHAN (NMMHKOMHIKH), OaLlHTPaLHH, CpeACTEa,
NPHJIAraHW 33 OTBOAHSABAHE Karo ¢ypoceMHA # €TaKpHHOBA KMCENKHA; MPOTHBOTYMOPHOTO
JIEXKapCTBEHO CPEICTBO UMCIIATHH; aMporepuuyH B — npoTHROreOHYKOBO CPEACTBO;
KypapenofoOHH JIEKAPCTBA, aHTHOHOTHIIH, KATO TETPALHKIHHY, X10paMGbeHHKOI; aHTHOHOTHLK
OT rpynata Ha ueanoCropHHuTe kato uedanekcHH, uedasonuy, uedhanorud, uedaknop u ap.;
NPOTHBOBL3NANUTEHOTO JIEKAPCTBEHO CPEACTBO HHAOMETAlMH, MOpagy MOBHIIEH PHCK OT
OBOpeYHy HApyLIEHUA.

leHTaMHUHH 3acHiBa edexTa Ha GOTYNMHOBHA TOKCHH, TMOpaid Koeto TpAdBa Aa ce H30sArBa
MPHNOKESHHETO MY TIPH OOTYNHIBM.

B cnyuaii, ye mpuemare ynoitBaiiu w/unmu obezbonsBally CPEACTBA YBEAOMETE NEKYBALIHA CH
NeKap, IOpajH OIacHOCT OT MOTHCKaHE Ha AUIIAHETO NPH €IHOBPEMEHEH MPHEM C TeHTaMHIHH.

Mons, ungopmupatime Bawuus nexap axo npuemame uiu HAcKopo CMe RPUeManu opyau
REKAPCMEA, SKAIOUUMENHO U maxuaa, ommyckanu ez peyenma.

bpeMeHHOCT H KbpMeHe

IIpedu 0a e3ememe HAKAKBO AEKAPCMBO NO 8PEME HA DPEMEHHOCT, HENPDEMEHHO CE
noceeemeaume ¢ Bawua aexap.

Ako cre 6peMenna He Tpabea Aa Bu ce npunara 'edramuuun Codapma, nopaau pHcK OT
yBpEXJaHe Ha CIYXA ¥ TIONA, B HAKOU CAYYaH 10 IbIIHA HEOOpaTHMa rayXxoTa.

B mepHoia Ha KbpMEHE HE CE mpenopbusa ynorpebara HA FeHTaMHMLMH, HJIH CC NpHiara camo
cliell BHHMATENHA NpelieHka OT cTpaHa Ha Jiekapa. [IpM mosBa Ha HEXENaHH JIEKAPCTBCHH

peaKuHH y KbpMaueTo, MalikaTa Tpsa0Ba Aa NpeycTaHOBU KBPMEHETO.

EdexT BBpXY criocoOHoCTTA 32 lIodHpaHe H PadoTa ¢ MAIIHHYA
ITo Bpeme Ha neuenue ¢ Ientamuuun Codapma e HeoGxommmo Aa ce n30srsa wodupaxe H
paboTa ¢ MalMHK, KAaKTO H AEHHOCTH, W3UCKBALLH MOBKLICHO BHHMAHUE, MOpaad ONacCHOCT OT
1105iBa Ha CBETOBLPTENK, LUYM B YILHTE, 3aryda Ha paBHOBECHETO.
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Bakna uHdopMauns OTHOCHO HAKOH MOMOWHK cheTaBkd Ha Centamuunn Codapma
ChABLPXKAIUMAT CE€ KAaTO MOMOIIHO BELIECTBO HATPHEB CY/IMT B peaxH Cliydan MOxe Aa
NpeAu3BHKAa  aJleprUY¥HH  pPeaKuuH, BKMOYHTENHO  AHAQUIAKTHYHK — PEAKiUM  [pH
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CBPbXUYYBCTBHTENHH MALUEHTH. IIOBHILCHA YYBCTBUTEIHOCT KbM Cyn(UTH ce Habaogasa mo-
4yeCTO MPH aCTMATHLIH,

[MapaxuapokcuGeH30aTHTE, BIM3AIM B CbCTaBa Ha NMPOAYKTA PAAKO MOraT Aa npeau3BHKAT
peakiHa Ha CBPbXUYBCTBHTEIHOCT OT Obp3 THI € YPTHKAPHA U OpOHXOCNA3EM.

3. KAK JJA CE IPWIAT A TEHTAMHIIHH CO®APMA

JTozama 4 npoovaANCUIMEeTHOCIING HA JIeHeHuemo ce onpedenan om REKap e 3asuUcimocm om
EBIPACIIMA, ME2IOMO HA RAUUERmMa, mexycecmma Ha unexyuama u PynKyuonannomo
CHCHMORNRUE HA OpzanusMa. T'enmamuyin ce npuiaa COUHCMBEHO OM TUUA ¢ MEOUHUNCKO
obpazosanue.

WHausuayaiHuTe [OHEBHHM [03U 32 TEHTAMHLMH Ca €AHaKBH NpH HHTPAMyCKYyJTHO H
MHTPABEHO3HO MpUnoxeHue. IIpeaH 3arnouBaHe Ha NeYECHHE ¢ TCHTAMUIUH € HeoOXOAUMO Ja cé
ouend OnOpeunara ¢Qynxumda. Ilokazarenure i ce MpOCNeAsBAT NEPHOJHYHO TIO BpEME HA
JTEYECHHETO.

AKO MMaTe HAKAKBH AOMBJIHHTENHH BBIPOCH, CBBP3aHH ¢ ynorpebara Ha TO3Y MPOAYKT, MOJIA
nonuTtaiite Bamns nekap nnu GapMalesT.

ITIpeno3upane

HeszabaBHO choOlueTe Ha JeKyBalllud Jiekap B clydaii, ye no BpeMe Ha Je4CHHE NMOYyBCTBATC.
rafgeHe, MOBPbIIAHE, CBETOBBPTEX, HApYIICHHE Ha HEBPOMYCKYJIHOTO MpEAaBaHe, HapylICHO
JMIIIAHE,

4. BBb3MOXHHW HEXEJAHH PEAKIIHU

Kaxmo ecuuxu aexapcmsa, Ienmamuyun Cohapma moxce a npeou3suKa HEJNCeranu peaxyu,
EBLNPEKHU Ye HE BCEKU 2U NORYHARA.

BcHuKkH aMHHOTIHKOSHAHH aHTHOHOTHLM MOraT Aa MpEeau3BHKAT HeOOpaTHMO HApYLICHUE HA
clyxa (Te3u yBpeKJaHHS ce NPOABABAT MbPBOHAYANHO CBC zaryba Ha ClyXa caMO KbM BHCOKHTC
TOHOBE, CBETOBBPTEX H HapyIEHO PaBHOBECHE); MOTAT JIa OK&KAT TOKCHYHO NCHCTBHE BBPXY
6OpelTe MNM A2 NPeAU3BUKAT HEBPO-MyCKyneH OJyok. Tesd HapylHeHHA €€ NMpOABABaT IO-
yecTO Np¥ MALMEHTH ¢ HapymmeHa 6bOpevHa QyHKIHA, NPH ¢IHOBPCMEHHO JICICHHE ¢ JPYTH
JNIEKapCTBEHH CpeACTBa, OKa3BallM TOKCHYHO JCHCTBHE BEPXY ClyXa H 610penuTe; npH
NPONB/KHTENHO JIeYeHHe ¢ TrEeHTAMHUMH HW/WAH [pH  DpUnaraié Ha MO-BHCOKH  OT
NpenopBYBAHHTE AO3H.

Crefl TpANarade Ha reHTAMHLMH € BB3MOXKHA TI0fBa HA HEBPOTOKCHYHOCT C yBPEKIAHC HA
nepudepHUTE HEPBH M TPOSABA HA CHMIITOMH OT CTpaHa Ha LICHTpaIHATa HEPBHA CHCTCMA, KatoO
0OBPKAHOCT, JIETAPrUs (anaTHs H CHHIMBOCT), XaIONHHALKH, MbPUOBE H NOTHCHATOCT.

Mpu neuenre Ha TexkH MHGEKUMH (MEHUHIHTH) OCBEH HHTPAMYCKYIHO H WHTPABCHOIHO ©
BB3MOKHO JIEKapAT [La BbBEAE [CHTAMHUMH MO Jpyrd NbTHUIA (MHTPATEKATHO,
HHTpaBeHTpUKYapHO). [Ipy Te3u ClyyaH H3KMOUHTEIHO PAAKO Ce HAONIOJaBAT PEaKLMH Ha
Ipa3sHEHe H Bb3MAJICHHE OT CTpaHa Ha nepudepHaTa W LEHTpanHaTa HEpBHa CHCTEMA.

Jpyra - riaso0oiue, MPOMAHA B UYBCTBHTENHOCTTA; Bb3NAJICHHA HA YCTHATA KyXHHA, TaCHC H
MOBPBIIAHE, MAaPHA; MPOMEHU B KPHBHUTE NOKa3aTe/d - HaMaliBaHe Opos Ha CNEIAHHTE KPBBHH
KJICTKH: TPAHYJIOUWTH, TPOMOOLMTH, NEBKOLMTH, MOHWKEHH CTOHHOCTH Ha Kanuif, KajaLHH,
MarHe3Hii; aHeMHUs; NosABa Ha €03HHOQRIM B KPBBTA, MPEXOAHO NOBHINABAHE HA yepHOIpOOHNUTE
nokasartenu Kato OrnupybHH, TpaHCaMUHAa3H, ankansa (ocparasa; NOHHKEHO KPbBHO HAJIATAHE,
OTOUM; PEaKiHH Ha CBPbXYYBCTBUTENHOCT ¢ YPTHKAPHS, KOXHH o6pren, cbpOek;. HapyLIEHHs Ha
[UIIAHETO M MYCKY/Ha Gokaja; arpodua 1 Hexposa B MACTOTO Ha IPHIOKEHUETO:
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BB3MOXKHO € pasBUTHE HA pasNpOCTPaHABAlUM ce MHOEKUMH, TPHYMHEHH OT YCTOHUHBH Ha
reHTAMHLIAH MHKPOOPTAHH3MH M MBOMYKH — NO-4ECTO NMPH TPOABDKHTENHO JICHEHHUE,

AKO HAKOR OM HeJCenanume NeKAPCMBEHI PEAKyul CIane CEpUuO3INa, Wi 3adenexcume opyzu,
HEONUCANY 8 MA3YU TUCMOSKA, MONA yeedomeme Bawus rexap uau (papmayesm.

5. CBXPAHEHME HA TEHTAMMIHH COPAPMA

Jla ce cpXpaHsABa B OPMTHHANHATA OIIAKOBKA, 33 /@ CE NPEeAna3n 0T CBCTIINHA.
Ila ce cpxpansasa nog 25°C.

Ia He ce 3ampasasa!

ITa ce ¢chXpaHsiBa Ha MACTO, HEAOCTBHITHO 3a Jeua!

FentamuiuH Codapma He TpsadBa ga ce H3MON3BA CHCA Cpoka HAa FOAHOCT otOendasan BLPXY
ONAaKOBKaTA.

JlekapctBaTa He TpAOBa Aa ce H3XBBPJAT B KaHanu3aluaTa Wil B KOHTeliHepa 3a AOMALlHHK
oTragbuH. TlonuTaiite Bamms dapManeBT Kak Aa YHHIIOKHTE HeHyxHHTE BH nekapcTea. Tesn
MEPKH 11l¢ CMIOMOTrHAT 32 Ona3BaHe Ha OKOJIHATa Cpega.

6. JAOITBJJHUTEJIHA HHO®OPMALIMA

Kaxpo coabpxa I'earamanun Codapma

AKTHBHOTO BEILECTBO € TIeHTaMHOumHOB cyidar (gentamicin sulphate), eks. #Ha 10 mg
reaTaMuLKHE (gentamicin) B 1 ml wHxkeKIHOHEH PasTBOP.

IIpyrute cHCTaBKH ca: MeTHn mapaxuppokcuGensoar (E218); nponun NapaxuApPOKCHOEH30aT
(E216); DHHATPHEB €AETAT; HATpHeB CyNOHUT, 6e3BoneH (E221); pasTBOp Ha CAPHA KHCENHHA

(1 mol/l); Boaa 3a HHIKEKIHH.

Kak marnexna Fearamanan CodapMa M KaKBO CHABPAKA 0MAKOBKATA
BesnpeTeH A0 GIGAONHLAT PasTBOpP B CTHKJICHH GE3LBETHY aMMylH C BMECTHMOCT | ml, ¢
MapKMPOBKA 32 OTBapAHE HA aMIMyJaTa — IBETHA TOYKA HITH NIPBCTEH.

10 amnynu B 6auctep or PVC donuo, mo 1 unu 10 Giaucrepa B KapToHeHa KyTHA, 3aCAHO
NUCTOBKA,

IpuTexkaTe] HA paspelIeHRETo 33 ynorpeba n nNpoH3IBOANTEN

CODAPMA A/l
yn. WUnuencko woce 16, 1220 Codns, brarapns

JlaTa Ha Hocaeano onobpenne HA ucToBKaTa — Mapr, 2008 r
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