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JIAMCTOBKA: HHOPOPMAHLMA 3A ITIOTPEBATEJLIA
JIMJTOKAHWH CO®APMA 5 mg/ml, 10 mg/ml, 20 mg/ml urxeKuuoHeH pa3Teop
LIDOCAINE SOPHARMA 5 mg/ml, 10 mg/ml, 20 mg/m] solution for injection
nuzokauyos xuapoxnopua (lidocaine hydrochloride)

1IpoyeTere BHEMATENHO NSIATA JJHCTOBKA NPEAH N2 32M09HETE JeueHHe ¢ TOBA JIeKaAPCTRO.

- 3anazere Ta3M JUCTOBKA. Moxke Aa umare Hy»KIa Ja g npoyerere OTHOBO.

- AKO UMaTe HIKAKBU NOIYBIIHUTENIHH BRIPOCH, ronuraite Baumsa nekap.

- ToBa nekapeTso € npennucado JuuHo Ha Bac. He ro npenoppugaiite Ha apyru xopa. To Moxe
12 UM HaBpEIM, HE3aBUCUMO OT TOBAE, UE TEXHUTE CUMIITOMH Ca ChLIMTE Kakto Baluure.

- AKO HAKOA OT HEXKCJAHHTE NEKApCTBEHN PEAKUUH CTaHe CEpHO3HA uiH 3abeserxuTe Jpyry,
HEONHCAaHH B Ta3H AUCTOBKA, MO yBeaoMeTe Ballng ekap.
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1. KAKBO IIPEJCTABJISIBA JIMAOKAUH COPAPMA M 3A KAKBO CE U3HOJ3BA

JInpokaun Codapma CbabPKa aKTHBHOTO BEILECTBO JIMAOKAUHOB XHIAPOXAOPUI, KOETO C& OTHACH KbM
JIEKapCTBA, HAPEUYEHHW MECTHM aHecTeThiM, 1ol NpUHAMIEKHU U KbM rpyrnara Ha T.H. aHTHApUTMUYHHY
nexkapcrea. Yisnonszea ce 3a:

— MecTHa aHecTesus (00e3bongrane) npy npoBexxAaHe Ha pazayyHy O0Ne3HEeH! poUenypH U
W3CjieABaHHA B XUPYDIrUaTa, CTOMATONIONMATa H APYTH.

— JIeUeHUEe Ha TEXKHU HapyllieHHUs Ha CbpAevHHs PUTHM (KAMEPHH apHTMUH ), BKAIOUHUTEIHO U
ciieq KH(PApKT Ha MUOKap 4.

2. IIPEIA JA JATIOYHE NEYEHME C MMITOKAVH COPAPMA

He Tpabtea xa Bn ce npuaara Jlunoxann Codapma

- aKO CTE aNepruyuniM (CBpbXYUYBCTBHTEIHM) KbM JILAOKAWH WK Apyru obesdonasaru
AeKapeTsa;

- NpU cAeaHATe 3a00nsasann: mophupHs (BpoaeHO, XPOHUUHO 3aD0J1s1BaHe); ChPASUHO
3afonsgBaKe, KOETO € CBBP3aHO C HapyIIeHHE Ha ChpJieyHaTa IPOBOAMMOCT (CHHOATpUaANCH ONOK,
npeAChpOHOKamMepeH 0710K); eNunencus; KapXUoreHeH oK, XUnosoneMus (HaManeHn obem Ha

HHPKY/THpalliaTa Kpbs).

Heobxoaumo e ¢ Baumanue na ce ynorpedsea Jinnoxkaun Codapma B clieNHHTE CAYYAH: NPH
MalHeHTH Ha BB3PACT Hall 65 rOAuHHU, CbPACYHOCHA0BA HEAOCTATHYHOCT, 3a0aBeH ChpleUueH PUTHM,
npobneMu ¢ guinaneTo, Ob0peuHo unu 4epHoApoOHO 3adoNsBaHe, MUACTEHHS IPaBHC (MYCKYJiHa
cnaboct). B Te3u cayyau IeKapcTBOTO MOXe Aa ObAE NPUIOKEHO B I0-HHCKA JO3WPOBKA, .

AKO TIO BpeMe Ha NPWIMKEHHETO Ha JIEKapCTBOTO ce MOsSBH OE3MOKOHCTBO, TpﬁBB)KHOCT Luym B
VIIKTe, 3aMBbIIICHO BW)KAAaHe, TpenepeHe Ha KpalHULMTE, CBHIHMBOCT, BeAmMdara cpobuiere Ha
NeKyBaliis Nekap. Te3u MpOSBH MOTaT Ja HANIOXKAT MPEKPATABAHE Ha JIEUEHHETO,, .~ . *
Yuorpeba HA APYIH JeKaApCcTBA |
IIpeny na Bu ce npunosxu TMA0KAUH, ChODILETE HA JeKaps aK0 NPHEMATe ﬂe}capcma,



- 13a JIeucHMe Ha NCHUXHWYHH 3a00aaBaHus (CyNTONPHA),
- 33 JIeUEHHUE Ha ChPACYHU apHTMUHU;
- 34 {IOHHKABAHe Ha KPBbBHOTO Haadrawe karo bera-bnoxepy (riponpaHonon);

- 34 JleyeHue Ha s3seHa 6onmecT (UMMeTUIUH ),
- 34 JlIeueHUe Ha enunerncus.

Mona unhopmupaiime Bawus nexap axo npuemame wiy HACKOPO cme npuemaiu u opyau Jexapemea,
BKAIOUUMETHO U MAKUea, omnyckanu bez peyenma.

bpeMeHHOoCT H KbpMeHe
Ilpedu Oa e3ememe HAKAKEO JeKapcmeo no épeme Ha OPeMeHHOCM, HERPEMEHHO ce NoCveemsaume ¢

ReKY8auUsA Cu Aexap.
YBeroMeTe JieKyBalind CH Jiekap, ako cre OpeMeHHa WK KbpMmurte. Tol mle npeneHyd Jaly g2

nprnoxu Jinnokann Codapma U B Kakea J03UPOBKA.

IHodupane u pabora ¢ MAIHHHA
Jlupokaun Codapma rnoBnusBa B Maika cTeneH crnocobHocTTa 3a wodHpase U palora ¢ MalllMHY,

KOraTo €€ IpUJjlara KaTo JIOKAJIEH aHEeCTeTUK B CTOMATOJIOFMATA W npH aMOyJaTOpHU XVPYpPraYBH
MaHMITyNIaiK. B HAKOH ciryyau Modke Ja MpeAu3BUKa XHUITOTOHUS H CHHITUBOCT, NIopaak KoeTo TpsadBa
na ce u3darea modupase U pabora ¢ MalMHEK K0 NMPeMHHaBaHe HA Te3y IPOsABHU.

3. KAKCE IIPHJATIA JIMAOKAUH CODAPMA

JIinpoxuu Codapma e JiekapcTBEH NMpOAYKT, KOHTO ce mpuiara caMo oT jeKap HIIH CTOMaToNOor.
JB0o3MpoBKaTa ¥ HAUKHBT HA NPUIOKEHHUE CE OTIPEHesT OT TAX.

Koraro ce mpuiiara 3a JIeHeHHe Ha TeXKKH PUTbMHY HapylueHus, JInnokxaun Cogpapma ce npuara
BEHO3HO M B [TO-PEIKH CIyHaU MYCKYJIHO OT KBANMU(DUIVPAH MEAMLIMHCKY NIEPCOHAl.

AKO umame HAKAKEU OONLIAHUMERHY 8DHPOCH, C8BP3ARY C ynompebama Ha mo3u RPOOYKIM, MOJIA
nonumaume Bawusa nexap wiu cmomMamono?.

4, Bb3IMOXKHMU HEXEJAHHU PEAKIINAU

Kaxmo scuuru nexapemsa, JTuooxaun Coapma Mooce 0a npeouzsuxa HeJCeaanu peaxyul, 8unpexu
Ye He 8CeKU U NOYyHasd.

ITpu nmpunoxeHre Ha JInnokand Codapma ca Bb3MOXKHHU CIICIHHUTE HEXETaHU PeaKuHu:

- HEPBHOCT, Bb30yAa, 00bpKBaHe, 0e3rOKONCTRO, 3aMalBaHe, ChHIKNBOCT, LUYM B YIIUTE, MYCKYJIHH
[IOTPENBaHus, TperepeHe Ha KpalHyuUUTe, IbPUOBE;

- 3aTPYAHEHO AULIaHe, CIIMPaHe Ha XUIIAHEeTO;

- NOHMXKABAHE HA KPBHBHOTO HaIsraHe (XUIoTeH3us ), 3abaBsHe Ha chpreuHus puTeM (Opaagukapaus),
apHTMHA, CLPACUCH apecT (CIHpaHe Ha ChPLETO);

- 3aMBIIICHO, ABOHHO BHIKIAHE, HUCTArbM ([TOTPENBAHE HA JBETE OUH);

- TaieHe, TOBPBLIIAHE;

- METXEMOTI0OHHEMHA,

- anepruyHy peakury - oOpuB, OTOK, aHapHAaKTHYHA PEeaKLiMA.

Axo 3abenescume Opy2u HEJCEIARY Pearyul, HeONUCAHU 6 MA3U TUCMOBKA, MOIA yeedomeme Bawius
eKap unu CroMamonoe. '

5. CBbXPAHEHWE HA JUIOKAUH COPAPMA g

Hﬂ. CE ChXpaHABa B OpUTHHANIHATA ONaKOBKa, 3a Aa CC npcina3n OT CBCTIIMHA ¥ Bjara.
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Ila ce cpxpanssa nop 25°C.
Ha He ce 3ampassipal
Ha ce ¢cpxpaHgBa Ha MSCTO, HEXOCTHITHO 33 Aeua!

Junoxaun CodapMma He TpsbOBa ga ce U3Nno3Ba cliell CPoKa Ha TOOHOCT, 0TOe/s3aH BbpXY ONaKOBKaTAa.

JlexapcTsarta He TpaOBa a ce U3XBLPJAT B KAHATH3ALMATA UITH B KOHTEHHEepa 32 AOMAIYHH OTHAXbIIH.
[lonuraiiTe Bamusa gapmMaLiesT Kak J1a YHHIUIOXHTE HEHY>XHHTe Bu nexkapcrsa. Tesu Mepku e
CIIOMOTHAT 34 OMa3BaHe Ha OKOJIHATA CPefa.

6. JOHBJIHUTEJIHA HTHOOPMAHWA

Kakpo cpaspxa Jingorann Codapma
- AKTYBHATa CbCTaBKa € NMAOKauHOB xuapoxsiopua (lidocaine hydrochloride).
- JIpyryTe CbCTABKY Ca HATPHUEB XJIOPUA K BOJAA 38 HIDKEKIHH.

Kax maraexna Jupoxkann CodapMa B KakBO ChbIbPka 0NAKOBKATA
besupereH pa3TBOp B CThiIEHH amnysy ¢ BMecTuMocT 2 ml ¥ 10 ml, ¢ MapkupoBKka 3a oTBapsHe Ha
aMITyJiaTa — IBETHA TOYKA WK IIPhCTEH.

Avnoynu o 5 mg/ml - 10 mi u 10 mg/ml - 10 ml: 5 amnynu 8 6aucrep or PVC ¢donuo, no 1 unu 10
fimicTepa B KaproHeHa KyTus, 3aeAHO ¢ MHCToBKa (5 unk 50 ammynu).

Amviynd mo 20 mg/ml - 2 ml: 10 amaynu B 6nucrep or PVC donuo, o 1 wnu 10 Gnucrtep B8
KapTOHeHa KyTHH, 3aeaHo ¢ tucToBka (10 unu 100 ammynu).

Amiynd no 20 mg/ml - 10 ml: 5 amnyau B Gnmcrep ot PVC donuo, mo | nau 10 6naucrepa B
KapTOHEHa KyTHusd, 3aeHO ¢ nMcToBKa (5 unu 50 amMmmysin).

HpaTexkaTes HA pazpemIenHerTo 32 YEOTpeOa U NPOH3IBOXHTEII
CO®APMA A/l
yi. Hnnerncko uioce 16, 1220 Cous, briarapus

JlaTa Ra nociexno oao6penne Ha JucropkaTta; ¢pespyapu, 2008 r.



