JIMCTOBKA




JIlucroBka: uHpopManHd 32 MALHEHTA

TeiikonoJ 200 mg npax H pa3sTBOPHTEJI 32 HHKeKIIHOHEeH/HH(Y3HOHEH HJIH NepopaJieH pa3TBop
Teikopol 200 mg powder and solvent for solution for injection/infusion or oral solution

Teiixonosa 400 mg npax u pa3TBOPHTEJI 32 HHKEKIIHOHEH/HH(PY3HOHEH HJIH NepopaJieH pa3sTBop
Teikopol 400 mg powder and solvent for solution for injection/infusion or oral solution

TeiikoruiaHuH / teicoplanin

IIpoueTreTe BHHMATE/JHO ISJIATA JIHCTOBKA, NIPEAH 1A 3alI04YHeTe 1a H3M0JI13BaTe TOBA

JIeKapCTBO, Thil KATO TS ChAbPka BakHa 3a Bac undopmanns.

- 3anasere Ta3u JMCTOBKA. MOJKe 1a ce HaJIOXKH Ja s MPoYeTeTe OTHOBO.

- AKO UMaTe HAKAaKBU JOITBJIHMTEIHH BBIIPOCH, NonuTaiTe Bamus nekap, papMaueBT UK
MeJULMHCKA CEeCcTpa.

- Tosa nekapcTBO € npeanyMcaHo Ju4Ho Ha Bac. He ro npeotcrenBaiite Ha Apyry xopa. To moxe
71a UM HaBpEIH, HE3aBUCHMO Y€ MpPU3HALMTE Ha TAXHOTO 3a0oisBaHe ca ChliMTe KaTo Bamwure.

- AKO Mony4uTe HAKAKBH HEXEJIaHH JIEKAPCTBEHHU peakLuH, yBeaomMere Baiuus iekap, papManeBT
WJIM MEULIMHCKA cecTpa. ToBa BKIIOYBA U BCHYKH Bb3MOXKHH HEXEIAHH peakUMH, HEOTMCAaHU B
Ta34 JIMCTOBKa. Bibkre TOUKa 4.

KakBo ¢babpKa Ta3d JHCTOBKA: 2 & ,Z 2 292 / 23

1. KakBo npeacrasiisisa TeHKono v 3a KaKBO Ce M3IMOJI3Ba eeeese: soennet i

2, Kakso TpsaOBa na 3Haere, npeay Aa unosssare Tenkornon

3. Kaxk na uznonszsare Teiikonon = & & P83 14 -09- 2024
4. B1b3MOXXHH HEXEJIaHU peaKLuH —— | |

2, Kak na cpxpansBate TenkonoJ

6. ChabprkaHHe Ha ONMaKOBKaTa U JOMBJIHMTEIHA HHpOpMaLys

1. Kakso npeacraBiasiBa TelikonoJ u 3a KaKBO ce H3I0J13Ba

Teikonon e aHTHOMOTHK. TOoH CBAOBpIKA JIEKAPCTBO, HAPEYEHO ,,TeMKOIUIaHWH". ToH JaeicTBa Karo
yOuBa OaKTEpHUUTE, KOUTO NMPUYHUHABAT HHPEKLUMH B OpraHu3Ma.
Teiikonoa ce M3MoJI3Ba MpPU BB3PaCTHH H Aeua (BKJIKOYUTEHO HOBOPOAEHH Oebera) 3a JieyeHHEe Ha
OakTepyasHU UHPEKLIUH Ha:

—  KO’KaTa M INMoJKO>KHaTa ThbKaH — HApW4aHH MMOHAKOra ,,MeKH TbKaHH";

—  KOCTHUTE U CTaBUTE;

—  Oenus npo0d;

—  INHUKOYHHUTE MBbTHIIA;

—  CBpPUETO — HAPUYaHH MOHAKOra ,,eHAOKapAUT

— KOpeMHaTa CTe€Ha — IePUTOHMT;

— KpBBTa, KOraTo ¢a NpUYHHEHH OT HAKOE OT CbCTOAHHUATA, H30POEHH 1O-TOpe.
Tetikonmon MOKe Aa ce U3M0J13Ba 3a JIEYEHHE Ha HAKOM UH(EKLUMH B YyepBaTa, IPUHYUHEHH OT OaKTepUH
‘Clostridium difficile’. 3a ToBa, pa3TBOpPBT C€ NpHeMa Mnpe3 ycrara.

2. Kakso TpsaOBa na 3naere, npean Aa Bu 0bae npuaoxken Tedkomno.
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He u3noaszsaiite TeldkonoJ:
- aKO CT€ aJIepru4Hd KbM TEHMKOIUIaHMH WJIM KbM HAKOA OT OCTaHAJIH
nekapcTBo (M30poeHH B To4kKa 6).

IIpeaynpexaenus H nNpeanas’Hu MepKH
['oBopere ¢ Bawmsa nekap, ¢apmaueBT WIH MEIULMHCKA cecTpa, Nnpead 1
Tetikonon ako:

—  CTe aJIepri4HU KbM aHTHOMOTHUK, Hape4€eH ,,BAHKOMHULIUH;
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~  KMaTe 3auepBsIBaHE HAa rOpHaTa 4acT OT TAN0TO By (cMHApoM Ha "4epBEHHA YOBEK™),
— yYMarte HaManeH Opoii Ha TpoMOoOLUTHTE (TPOMOOUHUTONEHHA ),
— uMare npobnemu ¢ 6pOpenUTE;
~ npHeMare JpYrd NeKAPCTBA, KOUTO MOraT Ja NPHYHHAT Npo6JieMH Che CTyXa Whi Os0peuHH
npobnemu. Moxke n1a By npaBsaT peloBHH M3CHAE€ABaHMA 3a Ja C€ NPOBepsABa JaNnH B KPBBTA,
6nOpeunTe W WK 4YepHUa Bu apo6 QyHKUHMOHMpAT npaBuaHO (BIXKTE ,,Jlpyrd nekapcrsa
Teiikonon®).
AKO HAKOE OT H30poennTe Mo-rope ce oTHacd 3a Bac (mnu He cTe cHrypHH), rosopere ¢ Bainus nexap,
dapMaLeBT WIH MEIULMHCKA CeCTpa, peau Aa Bu Opae npuwiokeH TeHKomnod.

H3ciaeapanusn
[To Bpeme Ha Jie4yeHHETO MOXKe Na Bu ce npaBsAT W3ciaeBaHKA 3a NPpoBepka Ha OLOpeLMTe W/KITH CITyXa.

ToBa € no-BeposATHO, aKO:
— JledyeHHeTO BHM L€ Npoab/DKK ABAT0 BpEME;
~ umaTe ObOpeueH npodnem;

—  [pveMaTe WiaM MOXE Ja NpuHeMare APYrd JeKapcTBa, KOMTO MOraT [a MNOBIMAAT HEPBHATa
cHcTeMa, 6OpeurTe WK CiyXa.

[Ipu xopa, Ha KOHUTO ce mpuiara TeAKonon AWIro BpeMe, OaKTEPHUHTE, KOUTO He CE€ MOBJIMABAT OT
aHTHWOMOTHUKA, MOraT Ja 3afic4yHaT Aa pacTaT nopeye oT 00M4ainHOTO- Baluuar nexap tie rnpoBepH TOBA.

Ilpyru aexapersa ¥ Teiikonoa

Wudopmupaiite Bamus nekap, gapMauesT Wi MEAMLMHCKA CECTpPa, aKO MPHEMAaTe, HAaCKOPO CTe
[pyeMaii WiH € Bb3MOXHO Ja [IpHEMeTe ApYrH jekapcTea. Tosa e Hanara, 3aumoro Tefikomnon Moxe
na MOBAMAE HAa AeHCTBHETO HAa HAKOM ApPYr# nekapctBa. CblUlOo TaKa HAKOM JIEKapCcTBa Morar Aa
NMOBAUAAT HA AEHCTBHUETO Ha TEHKOMOJL.

[To-cneunanHo, nHdopMmupaire Balivsa nekap, hpapMaueBT Wid MEQUMUMHCKA CECTpa, ako IMpHEMATe
cIeJHATE JIeKapCTBa:
— aMMHOIIMKO3HWAH, TbH KaTto Te He TpaOBa Ja ce cMecBaT 3aeAHO ¢ Telkomnos B cbuiara
UHKeKUHA. Te MoraT cblI A3 NPpUHYHHAT IpobiieMH cbe ciryxa W/unu 6p0peunu npobaemy;
— amdboTepuidd B — nekapcTBo, KOETO JIeKyBa rbOMYHM HH(EKLHUH, KOSTO MOXKe Ha MPUYUHH
npoGneMu ¢be cnyxa W/WiH 6n0peunu npobnemy;
—  UYKJOCHOPHH — JIEKapCTBO, KOETO 3acara MMYHHaTa CUCTeMa, KOETO MOXe Ja TPHUYMHH
npobnaeMu cbe cryxa u/und 6p6peuny npodneMuy;
— UHCIJIATHH — JIEKAPCTBO 3a JieYeHHEe Ha 3JI0KAa4YeCTBEHH TYMOpPH, KOETO MOXe Aa MpHUHHH
rmpobneMu ¢be ciyxa Wik 0bp0eynn npobremu;
— oTBoaHABAalH TabneTkH (KaTo HanpuMmep Pypo3eMHU) — HApHYaHU CBIIO , JHYPETULIH, KOUTO
MOraT Ja MPUYHAHAT NpolsieMH Cbe cliyxa W/ 6n0eqnu npobnemu.

AKO HAKOE OT U30pOoECHHUTE NO-rope ce oTHacA 3a Bac (unu He ¢Te curypHu), ropopere ¢ Bauusa nekap,
dapMaleBT WM MeIULMHCKA cecTpa, npeau aa Bu 6vne npunoxken Telikonon.

bpeMeHHOCT, KbpMeHe H pepTRIINTET
Ako cTe OpeMeHHa, cMATaTe, Ye MOKe J1a cTe OpeMeHHa WIH TUlaHUpaTe OpeMeHHOCT, OCHBETBANTE Ce
¢ Baiuusa nekap, ¢apMalLeBT WM MEOHUMHCKA cecTpa npead ynorpebata Ha ToRa JiekapcTBo. Te Lie
pellaT Jaiy WE H3NOJI3BaTe TOBA JIEKAPCTBO MM He, OKaTo cte OpeMeHHa. Moxe J1a uMa noTeHLHaIeH
pHcK OT MpobsieMH ¢ BLTPELIHOTO YXO U OnOpenure.

Nudopmupaite Baluug nekap, ako KbpMUTe, TIPEIU 1a H3MON3BATE TOBA JieKapceTBo. TOH e peli Jaiu
MOsKe 1a NPOABJDKUTE Ja KbpPMUTE WIH He, HoKaTo NMpueMare Telikonon.

[Ipoy4yBaHMS MO OTHOLICHHE Ha PeNpoAYKLMATA NpPH KMBOTHM He ¢a J0Ka3zalH
OTHOLLCHUE Ha epTUIIMTETA.
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TelikomoJ ¢CbALPXKA HATPHH

Teiixonon 200 mg coabpxka 9,44 mg HATpHii (OCHOBHA ChCTaBKa Ha rOTBAPCKATa/Tpane3HaTa CoM) BbB
BcekH (piakoH. ToBa KOJMUYeCTBO € eKBUBAIEHTHO Ha 0,5 % oT npenopwunTenHus ot C30 MakcHMaseH
AHEeBeH XpaHMTelleH NIPUEM Ha HaTPHH 3a Bb3PacTEH..

Teiikorion 400 mg cxabpxa 9,75 mg HaTpuil (OCHOBHA ChCTaBKa Ha FOTBAPCKATA/Tpale3HaTa CoJl) BbB
Bcekn dakoHd. TOBa KOJXUYECTBO € eKBUBaneHTHO Ha 0,5 % ot npenoprunresitus oT C30 MakcHManeH
IHEBECH XpaHWTEJIeH [IPUEM Ha HATPHH 3a BB3PACTEH..

Tosa TpabBa Ja ce UMa MpeABKH] MPH MALMEHTH Ha AWeTa C KOHTPOJIHPAH NPHEM HA HATpHH,

3. Kak na Bu 6bae npuaoxen Tenxkono

IIpenoprunTeHaTa X034 €
Bnipacriu ¥ Aeua (1a 12 roauHn u no-rojemu) 6e3 6u0peyHu npodaemn
UndeKIHH Ha KoKATA 1 MEKHTE ThKaHH, O0e/1HA Ap0o6 H NMKOYHHMTE IbTHINA
— Havanna no3a (3a obpBUTE TPH J034): 6 mg 332 BCEKH KMIOIPaM TEJIECHO TErJIO, NMpWiaraH Ha
BCEKH 12 4yaca, ype3 HHXKEKTYpaHe BBB BEHa MJIIH MYCKY ]I,
— Tloaabpkawia Ao3a: 6 mg 3a BCEKU KUIOTpaM TENECHO TEIJIO, NMpUjlaraHa BeAHbX JHEBHO Upe3
MH)KEKTHpPAHE BbB BEHA WIH MYCKYJI,

Hudexnun HA KOCTHTE H CTABHTE H HHPEKIHH HA CHPUETO
— Havanda posa (3a nupBHTE TPH A0 MET A034): 12 mg 3a BCEKH KMJIOrpaM TEJIECHO TErJo,
MpujiaraHd Ha BCeKH 12 yaca ype3 MHXKeKTHPaHe BBB BEHa WM MYCKYJI,

— Tloaavpxallia go3a: 12 mg 3a BCeKH KHJIOrpaM TEJIECHO Terjio, NMpuilaraHa BEJIHBXK JHEBHO B
ONnpeaesieH vac, Ype3 UHXXEKTHPAHE BbB BEHA WIIH MYCKY/JI;

Hudexuua npuuuHesa ot 6axrepun ot Buaa ,,Clostridium difficile*
[Ipenopnuntennara aoca e 100 no 200 mg npes ycrara, ABa MbTH AHEBHO 32 7 00 14 aHu.

BL3pacTHH H NALHEHTH B CTApYecKa BbL3pacT ¢ On0peuynH npodjieMH
Axo umarte 6B6peunn npodaemu, 0OUKHOBEHO, A03aTa Bu e Tpabra aa Onae HamaneHa ciel
YeTBbPTUA JCH Ha NIEYEHUE:
— 3a xopa ¢ JiekH ¥ yMepeHH ObpOpeuHy npodnemu- moAabpIKalllaTa 1034 Lie Obae [punarada Ha
BCEKH ABA AHH HIH MOJIOBHHATA OT NOAAbPIKALLATa A03a Lle ObJe NpuiaraHa BeHEX JHEBHO.
— 3a xopa ¢ Texxku 6BOpeuHH NpobdieMy WIM Ha XeEMOAHAIM3a — NOJAABPKALLATa J03a e Obae
MpUlaraHa Ha BCEKN TPH AHHU WIHM €4HAa TpeTa OT NOAABPIKawara [03a lie Objie npuiaraHa
BEIHBK AHEBHO,

HEPHTGHHT OPH NAIHECHTH HA NEPHTOHCAIHA NHA/NIH3A
Hauannata po3a ¢ 6 mg 3a BCCKH KWJIOpAM TENECHO TErJjio, Kato €¢IWHH4YHaA HHXKCKIIHA BbB BCHA,
AnociacaeaHa OT.

— IIbpBa ceamuua: 20 mg/l BbB BCEKH QHATHU3EH CaK
— Bropa cenmuua: 20 mg/l BbB BCeKH BTOPH JHAJIU3EH CaK
— Tpera ceamuua: 20 mg/l BbB BeUepHUs IUMATU3EH CakK.

bebera (oT paxknanero 10 2-MecevyHA BL3pacT)

~ Havanna n03a (Ha nepBus AeH): 16 mg 3a BCEKU KUAOTPaM TEIECHO TEMIO, KaTO HHPY3HUA upe3
KAalnKOBO BJIMBAHE BbB BEHA, -

— [Tloaabpaxawa no3a: 8 mg 3a BCEKH KHWIOrpaM TeNIECHO Terfo, NpwiaraH Be
WHQY34s Ype3 BNYMBAHE BbB BeHA.

HNeua (or 2 meceua a0 12 rogunn) {

oo 3
— Hauvanna no3sa (3a uspBute TpH A034): 10 mg 3a BCEKH KUNorpam TelecHO 'rennn an.uaraH Ha' x ;{;
BCEKM 12 yaca ype3 UHKEKTHPaHe BbB BEHA. 2N S '
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— Toaawpxaia go3a: 6 go 10 mg 3a BcekH KWIOrpaM TENECHO TErNO, MpUilaraH BEAHBXK JHEBHO
ype3 HHXEeKTHpaHe BbB BEHa.

Kak ce npunara Teiikonoa
OOUKHOBEHO JIEKAPCTBOTO € NpHiara oT Jekap WIH MeJHLIMHCKA cecTpa.
— To e 6bae MPHIOKEHO upe3 HIKEKTHpPaHe BbB BeHa (MHTPABEHO3HO NPHJIOKEHHE) HAM
MYCKYJ (MHTPaMYCKYJIHO NMPHAOKEHHE).
— Moxe na Obae npynaraHo M Kare HHQY3Hd Upe3 KankoBO BIIHBAaHE BB BEHA.
— Ha 6ebeta OT paskaaHeTo 10 2-MeceyHa Bh3pacT MoXe Aa 6be npuiiarad caMo upes HHPysus.
— 3a /leyeHHEe Ha onpelaeneHd HH(EKUWHM, pa3TBOPBLT MOXKE Ja Obae npHeMaH npes ycTaTa
(nepopasHO NPUITOXKEHUE).

AKO ¢Te NpPHEIH NoBeve oT HeoOXxoauMaTa 103a Telkonmo.
Manko BeposTHO € BaluuaT nekap wid MEIWLMHCKA CcecTpa Ja BH NpHITOXKH NMpeKaJeHO roiaaMo
KOJIMYECTBO JeKapcTBO. BunpekH ToBa, ako cMATaTe, Y€ BH € NMPWIOKEH TBbpE MHOFO TeHKOmnon Uiu

CTC NPUTECHEHH, TOBOPETE BE€AHAra C Bamns JCKAp HIIN MCIHLIMHCKA CCCTPa.

AKO cTe DponycHa/IH Aa npueMere Tedkonon

Bawyat jekap WM MeIHLMHCKA CecTpa LUE MMA HHCTPYKLMM OTHOCHO TOBa Kora Aa Bu npunaoxu
Teiikomnos. Manko € BepoATHO Aa He BU NPHI0XKAT JE€KapCTBOTO, KAKTO € NpeRncato. Brnpeku ToBa,
aKO CT€ MPHUTECHEHM, TOBOPETE C BallIHA JieKap WK MEIHULIMHCKA CecTpa.

AKoO cnpere npuema Ha TedKonoJ
He cnivpaiiTe npHeMa Ha TOBa JIEKapcTBO Oe3 MbPBO Ja ce NochBeTBaTe ¢ Bawna nexap, ¢papMaLiesT

HJIH MEJHLIMHCKa CCCTpa.

AKO MMaTe HAKaKBH JOMBJIHHUTENHH BLIIPOCH, CEBP3aHH ¢ yrioTpebaTa Ha TOBA JIEKapCTBO, NOMNUTANTE
Bawmus nexap, dapMaLieBT Ul MEAULMHCKA CecTpa.

4. Bb3MOXKHE HEXKe/JAaHH peaKIHH

Kakto BCHYKH JICKApCTBA, TOBA JEKAPCTBO MOXKC [a MNpCIH3BHKAa HOXKC/IAHUY pCAKLHMH, BBIIPCKH HC HC
BCEKH I' [1OJTyHaBa.

CepHO3HH HEXeIAHH peaKIHH

Cnpete JiedeHueTo H HHGopMupakTe Balusa Jiekap HiIH MeJHIHHCKA cecTpa He3abaBHoO, aKO
3a0e/ie;KHTe HAKOS OT CJIEAHHTE CEPHO3HE HEXeIaHH PeakKUHH- Moye Aa Bu e HeoOXxoaumo
CHEIHO MEAHLIHHCKO JIeYeHHe:

HeuecTn (Morar ga 3acerHat ao 1 Ha 100 qywm)

— BH€3allH4 KHUBOTO3AaCTpallaBallla ajJdepravdyHa peakiHd — IIPpHU3HAOUTC MOraT Aa BKIKOYBAT.
TPYOAHOCTH B JHUUUIAHCTO WJIH XPHIIOBC, [I0OAYBAHLC, OSPHB, capﬁe)lc, BUCOKa TCMIICPATYpa,

CTYACHH TPBIIKH,

Peaxn (Morar na 3acerdar go | Ha 1000 gyiwen)
— 3a4yepBsaBaHE Ha NOpHAaTa YacT Ha TAJIOTO ;

C Hen3BecTHA YecTOTa (OT HAUIMYHUTE JAHHU He MOXKe J1a 6bJe HanpaBeHa OLEHKA) = ZTET'"“‘"“‘”'%
— NO0sBa HA MEXYPH NO KOXKATa, ycTaTa, O4UTE WIH FreHUTaIMuTe- TOBa Morar ja 6 aﬁ?ﬂﬁhmuﬂq y :‘
Ha CBCTOSSHME HApPEUeHO ,,TOKCHYHA eNuAcpMaliHa HeKponu3a“ Wiy CHHﬂpDII Ha “Crﬁﬁ-'bﬂc- S
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Hudopmupaiite Bawms nekap und MeJUUMHCKA cecTpa He3abaBHO, aKO 3a0e€XHUTe HAKOH OT
HEXXEJTaHUTE peakLMu [10-rope.

Hudopmupaiite Bamnsg Jekap HJAH MeJHUHHCKA CeCTPa BelHAra, ako 3ale/iexkHre HAKOA OT
CJ1eJHHTE CEPHO3IHH HEKEIAHH PeaklHH~ MOXKe 1a HMATE HYXK/IA OT CHelRa MeIHIHHCKA MOMOLL

Heuecrn (Morar aa 3acersar 1o 1 Ha 100 gywu)
— noayBaHe M 00pa3yBaHE Ha CHCUPEK BBB BEHA;
—  3aTpyAHEHO AMllIaHe WIK Xpunose (bpoHxocnasbM);
—  [OJy4aBaHe Ha MoBeve MH(PEeKLMH OT OOMKHOBEHO ~TOBA MOXE Ja Ca MPHU3HALM HAa HaMaJleH
Opo¥ Ha KPBBHUTE KIIETKH;

C HeHn3BecTHa YecToTa (0T HAIMYHHTE JAHHHA HE MOXe fa Ob/le HanpaBeHa OLEHKA)
—  nunca Ha 6enu KPbBHH KIETKY — IIPU3HALKMTE MOTaT /1a BKJIKOYBAT: BUCOKa TEMIIEPATypa, CUJIHA
CTY/IEHM TPBIKH, Bb3MAJICHO I'bPJIO WM A3BU B YCTATa (arpaHyJ/1o0LMTO3a),
- ObbpeuHd npoblieMd WAM NMpPOMEHH B HauuHa Ha paboTta Ha ObOpeuuTe —MoKazaHO B
M3CJIEBAHUATA;

—  eNWIENTHYHH NpUnaxbLHy;
Undopmupaiite Baumis nekap wid MeOULMHCKa cecTpa He3abaBHO, ako 3a0eneXuTe HAKOH OT

HEXKCJTAHHUTEC DCAKUHH TO-T'OPEC.

APpyra He:xejIaHy peakuHH
["oBopere ¢ Bauus nekap, papmanesT WM MEQULIMHCKA CECTPA, 4KO ITOJYUHTE HAKOE OT C/IEIHUTE

HEXEJIAHH PCAKIHH,

Yectu (Morar ga 3acerdar o 1 Ha 10 gywu)
— o0pus, 3auepBaBaHe, chpdex
— Honka
— BHMCOKA TeMIeparypa

HeuectTn (Morart aa 3acerHar ot 1 go 100 nywmn)
— HaMmaJieH O6poH Ha TPOMOOLIUTHTE.
— TNOBULIEHUA HUBZ Ha YEPHOAPOOHUTE EH3UMU
— MOBHILUEHU HHBA Ha KPEaTHHHH B KPBLBTA (32 NpociieadaBaHe Ha pyHKUuATa Ha ObOpeuuTe Bu)

— 3ary0a Ha CNyX, 3BLHEHE (LIyM) B YILIHTE WK ycewlaHe, ye Brue nim Heilata okono Bac ce
NBHKAT (CBETORBPTENK)

— TajeHe WIH NOBPBIIAHE, AHApPHA
—  3aMasHOCT WM riaobonue

Peaxn (MoraT aa 3acerHar no 1 Ha 1 000 oywmn)
—  uHpexuud (abcuec).

C HeH3BeCTHA 4ecTOoTa (OT HaTMYHUTE NaHHH He Moxke Aa ObJe HarpaBeHa OLECHKA)

— peaKLMH Ha MACTOTO Ha MOCTaBAHE Ha HHXKEKLIMATA KaTO HaNpHUMED 3aUePBIBAHE HA KOXKATA,
GoNKa UM MOAYBAHE

Cho0aBaHe HA HeKeJIaHH peakuuy
AKO NOJIyYNTE HAKAKBY HEXKeNaHH JIeKapcTBEHH peakluu, yBeaoMere Bamug nekap, hapMalleBT WM
e,

peakuur. Moskere cbi0 Aa CHOOLIHMTE HEXKENTAHA PEAKLIMH JUPEKTHO upes:
M3nbAHKUTEIHA areHuya o JeKapcTBara

vi. ,,Jdamsn ['pyep” Ne 8

1303 Codus

brirapus

Ten.: +359 2 8903417




yebcaiir: www.bda.bg

Kato cnhoOujagate HexeJlaHM peaKLMH, MOXKETE Aa AalleTe CBOA NMPHHOC 3a MojiydaBaHe Ha MOBCHE
HHdopMaLysa OTHOCHO Oe30nacHOCTTa Ha TOBA JICKapCTRO.

5. Kak na cexpausiare Tedkonoa
Ja ce ceXpaHaBa Ha MACTO, HEAOCTHITHO 32 AcLA.

He w3nonssaiiTe TOBa JIEKAPCTRO CJIeA CpOKa HA MOAHOCT, OTOENA3aH BhPXY KapTOHeHATa OMAaKOBKA H
eTnkeTa Ha dnakoHa cnen “T'oaen no:“. CpoKbT Ha rOAHOCT OTTOBaps Ha MOCJICAHKS IeH OT IIOCOYEHHA
Mecell.

Jla ce cbxpaHsapa nog 25 °C. Jla ce cbXpaHiBa B OpHIHHajHaTa ONAKOBKA, 332 Aa C€ Npeanasu or
CBET/IHHA.

Jla He ce cbhxpaHsBa B CTIPHHLUOBKA.

Uudopmatig 3a chbXpaHeHHeTo U BpeMeTo 3a yrniorpeda Ha Telikonon, cien karo € OWi pasTBOpeH M
roros 3a ynortpeba € npenocraBeHa B ,llpaxTHyecka HH(pOpMauus 3a MEAUUMHCKH CNERHAINCTH
OTHOCHO NpHUroTesHeTo M paborara ¢ Teiikonon™.

He u3xBBbpadiiTe nekapcTBaTa B KaHAIN3aUUATa WM B KOHTeHHepa 3a Aomalusy ornaabili. [lonurakTe
Bauus ¢dapMaleBT Kak Aa H3XBLPJIATE JIEKApCTBAT4, KOMTO Be4de He M3Mon3Bare. 1e3n Mepkd Lie
CMOMOTHAT 3a oMa3BaHe Ha OKOJIHATA Cpena.

6. ChbabpXKaHHE HA OHAKOBKATA H JONBLJIHUTEIHA HHPOPMARHS
KakBo coanpxa Telikonod

AKTHBHOTO BELUECTBO €: TeHKkormaHuH. Beeku duiakoH cpabpka 200 mg unu 400 mg TerHKoraHuH.
Hpyrure cbCTaBKH ca:

[Tpax 3a WHXKEKIIMOHEH/HH(Y3UOHEH WK NEPopasieH Pa3TBOP: HATPHUEB XJOpHI, HAaTPUEB XHUIOPOKCHI
WIM XJ10posofopoAHa KucelHHa (3a kKopekuua Ha pH). 3a ponwanurenHa uHdopmauus, OTHOCHO
CbAbPKAHUETO HA HATPHM, BHXKTE T. 2.

PazTsopuTe/: BOAA 3a HHXKEKLIMH,

Bﬁﬂﬂﬂ3ﬂﬂﬂmﬂﬁtrﬁﬁﬂﬂﬂﬂﬂﬂﬂlﬁ“ﬂM]EhﬂhpﬂﬁlDﬂﬂKDBHﬂTﬂ

Tefikonos npeacTapisBa rpax v pasTBOPUTESNT 32 HHXKEKLUKOHEH/ HHPY3HOHEH WIH TiepopalleH pa3TBop
[Ipax: creTO-KbATa aMopgdHa cyOcTaHIMA.,
PasTBopuTten: 6ucTpa U Ge3LBEeTHA TEHHOCT, Ha NPaKkTHKA 6€3 YacTULIM.

[Ipax®T € onakoBaH:

— DBBB ¢nakoH or Oe3upeTtHo CTBKIO ¢ noneseH obeM or 10 ml 3a 200 mg, 3aTBOpeH ¢
OpoMoOYTUIIOBA I'YMEHA 3alyllallka U 3ejieHa allyMHHHeBa oOKkaTKka ¢ [1acTMacoBa OTUYNBaLia
ce Kana4ka.

— BbB dnakod ot OesupeTHo CTBEKIO ¢ noiaeseH obeM or 20 ml 3a 400 mg

Kalilayka.
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IlpuTexkaTes Ha paspellieHHETO 32 ynoTpeda H Hpou3BOAUTE.T
IIpuTexkaren HA pa3pelieHHeTO 32 ynoTpeda
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JlaTa Ha moc/IeAH0 npepasrjekiane Ha JIHCTOBKATA
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[TocoueHaTa no-a0;y uHopMaLus € NpeJHa3HaYeHa caMo 32 MEAULIMHCKH CIICIIHATTHCTH:

IIpakTuvecka undopmMauusa 3a MEAHUHHCKH NPOGECHOHANIMCTH OTHOCHO NPHIOTBHHETO M
padorara ¢ TerkonoJ.

ToBa JekapcTBO € caMo 32 €AHOKpaTHa ynorpeda

Ha4yuH Ha NMpraoKeHHE

[TpHUroTBEeHUAT pa3TBOp MOXKE Aa Obae HHXKEeKTHpaH JUPEKTHO WIH Aa OBbIe TOITBJIHUTENHO pa3peieH.
HnoxexTupaHeTo TpsabBa Oga ce HampaBd WM KaTto Oosyc 3a 3 A0 5 MUHYTH HiH Kato 30-MUHYTHa
HHPY3HS.

[Tpu Gebeta ot pakaaHeTo Ao 2-MeceyHa Bb3pacT Tpadsa Ja Ob¢ H3noN3BaHa caMo HHpY3u4.
PasTBopbT MOXKe da ObAe npuiarad ChLIO Npe3 ycTara.

[MpuroregaHe Ha pa3TBOpA:
1. U3rernere uanoTo ¢rabLpxKAHKE HA aMITy/aTa ¢ BOJA 3a HHXKEKUUHH B CTIPHHLOBKA.
2. OtcTpaHeTe npo3payHpd MjiacTMacoB Karnak Ha ¢JlakoHa, KaTo JIEKO I'o HATHCHETe Harope.
3. BaBHO HHXKeKTHpaiTe LIANOTO ChABPXAHHE HA NMPEeNOCTABEHHS Pa3TBOPHUTEN BBB ¢UIaKOHa ¢
npaxa.
4. BHuMaTEe/HO 3aBBPTETE (PJlakOHAa MEXAY PBLETE CH, AOKATO NPAXBT C€ PA3TBOPU HANBAHO. AKO
B pa3TBOpa Ce MoJy4H ngHa, Toil TpabBa Aa ce 0CTaBH Ja MPEeCTOM U3NPABEH 3a OKONO 15 MUHYTH.
[TpurorBeHUaT pa3Teop wie chbabpka 200 mg Telikorwmadud B 3,0 ml 1 400 mg B 3,0 ml.
Tpsadra ga ce u3anon3eaT caMo OMCTPH M XKBJIITEHUKABU PA3TBOPH.
Kpa#iHMAT pa3TBOp € H30TOHHYEH ¢ I11a3MaTta ¥ uMma pH ot 7,2-7,8.

HomuHanHo CbAbpPIKAaHHEC Ha ¢H&KOHa C

" 200 mg 400 mg
TEHKOILIaHHH
Obem Ha daakoHa ¢ npax 10 ml 20 ml
ObeM Ha pa3TBOpHTENA 32 pa3TBapsHe, KOHTO 32 ml 3.2 ml

MOKC 1a CC M3TCIJIH OT aMITYJIATa

OSEM, KOHTO CbAbpKa HOMHHA/IHATA A403a

TEHKOIUIaHUH (U3BJ1IeHeH 4pe3 CIPUHLOBKA OT 3,0 ml
S mluwurna 23 G)

[IpuroTesHe Ha pa3peleH pa3TBOpP NpeaAd HHY3IUS:

Tetikonon MOXxe J1a ce MPUAOKH B ChegHUTe HH]Y3HOHHH Pa3TBOPH:
— PastrBOp Ha Harpues xsopua 9 mg/ml (0,9%) Y
—  Punrepos pazrsop Ve
—  PuHrep-naxrar pasrBop FRT /




— 5 % pexkcTpo3a 3a HHKEKUHH

— 10 % pekcTpo3a 3a MHXEKLHH

- 0,18 % pasTBop Ha HaTpues xJopu H 4% rioKo3a

— 0,45 % pasTBop Ha HaTpUeEB XJIOPUA H %6 IIIOKO3a

— Pa3Ttsop 3a nepuTOoHeaNHa gHanu3a, cbabpxaul 1,36 % wiu 3,86 % pa3TBop Ha INIOKO03a.

Cpok HAa TOAHOCT HA MPUTOTBEHUS PA3TBOP U HA Pa3peicHNHA NCKAPCTBEH NPORYKT:

XuMuuHa ¥ (pH3KMYHA CTAOMITHOCT B MEpHOJa Ha M3MOI3BAaHE HAa NMPUTOTBEHHA Pa3TBOp, IOATOTBEH
criopeA MpenopbKuTe e AeMOHCTpUpaHa 3a 24 yaca npH 2 ao 8°C.

OT MUKpOOHONOrMYHa IJle/IHA TOYKA, IEKAPCTBEHUAT NPOAYKT TpsAOBa Aa ce n3nosissa He3abaBHO. AKO
He ce W3MN0J3Ba BeaHAra, BPeMETO Ha ChbXpaHEHHEe M YCIIOBHATAa B MEPHOAA HA H3MOJ3BAaHE ca
OTrOBOPHOCT Ha noTpebutens v oOMKHOBeHO He TpAOBa Aa Hansuiuasar 24 yaca npu 2 o 8°C.

HN3xBbpiigHe
Heu3noa3BaHOTO 1€KapCTBO WM OTIaIbYHUTE MaTepHalld OT Hero TpsAOBa Ja c€ U3XBBbPJIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHHA.




