JIncroBka: RRpopManud 3a noTpeduTe)id
N3MLAHWTENHA ATEHUMA NO NEKAPCTBATA
[edorakcum-IPP 1 g npax 3a HIDKEKIHOHEH/HHODY3HOHEH PA3TB (Tpunoweme
[ledorakcum-IPP 2 g npax 3a urkexiMoHeH/ HHQY3IHOHEH Pa3Ths
[Hedorakcnm

Cefotaxim-IPP 1 g powder for solution for injection/infusion
Cefotaxim-IPP 2 g powder for solution for injection/infusion
Cefotaxime

IIpouerere nuJ1aTA JHCTOBKA BHHMATENHO NpPeH AR 3aN0YHeTe A2 NPHEMATE TOBA JIEKAPCTBO,
Tbii K&TO TR ChALPKA BaxkHA 38 Bac nndopmanus. :

- 3anazere Tasu AMCTOBKA. MOke JIa C& HAJIOKM Ja 1 MpoYeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JIOITBJIHMTEIHH BHIIPOCH, NonuTaiTe Bamms nekap, papMaleBT win
MEAHULMHCKA CECTpa.

- ToBa nexapcTBO € npeanmucaHo JHYHO Ha Bac. He ro npeorcrsnaiite Ha ApyrH xopa. To MoXe na
MM HABPEIH, HE3aBHCHMO Y€ MPH3HALIATE Ha TAXHOTO 3a0ongBaHe ca ¢wrildTe kKaTo Bamure.

- AKO NOMYYHTE HAKAKBH HEXKENMaHW JIEKApCTBEHH peakLiH, yBeaoMete Bamma nexap, dapMauest
WM MEHIMHCKA cecTpa. ToBa BKMIOYBA H BCHYKH BBE3IMOXKHH HEXKENAHM PEakiMH, HEOIMHCAHH B TA3H
NHCTOBKA. BrokTe Touka 4. |

KakBo chbAbpXA TA3R JHCTOBKA

1. KakBo npeacrapnasa [ledborakcum-IPP # 3a kakBo ce m3monssa
2. KakBo TpabOsa ha 3naere, npeau na npuemere Lledorakcum-IPP
3. Kak pa npuemare Lleporakcum-IPP

4, Bu3MOKHH HeKeJiaHH peakLiuK

3. Kak na cexpansepare Lledorakcum-IPP

6. CrappxaHHe Ha ONaKOBKATa U JOITBJIHMTENHA HHOOpMALHA

1. Kaxso npeacrasnusa Iledporaxcum-IPP 1 3a kaxBo ce H3M03BA

Hedorakcum-IPP e aHTHOHOTHK, T.€. IEKAPCTBO, KOETO C€ M3IMON3EA 32 JIeHeHHE HA DaKTepuatHH
UH(}pEKIHUH Ha:

« enure apodoOBe (MHEBMOHMA),

* KOKATA H MEKHTE THKAHH,

* IMKOYHHTE ITHTHILIA,

* TEHUTAJIMUTE ( BKIIOYHTENHO rOHOpe ),

* ChbPACUHHUTE KNanH (eHAOKAPAWT),

» MeMOpaHHTe, TOKPHBALIM MO3BYHAT2 Kopa (MEHMHTHT),

* xopeMHaTa obnacr,

* KPBETA (TaKa HapeueHara "OaxrepreMHa").

OcseH ToBa LIe(hOTAKCHM ©€ H3MON3Ba 3a JJc4eHne Ha JlaliMcka Gonect (6openunosa, KOATO €
uH(pEXLH, MpeAU3BHKaHAa MPEIHMHO OT YXANBAaHHA HA KBPIEKH, T.€. PLMIMBHpAlLA TPeCcKa).
IedoTakcum MoXke CBILO Ja ©¢ H3NON3Ba NPEAH H 110 BpeMe Ha OTepalliH, 3a a ce NPENOoTBPaTAT
BBIMOKHH HHPESKIMH.

2. Kaxpo Tpa0Ba aa 3uaere, npean aa n3nonssare Ieporaxcam-IPP
He npuemaiire Lledorakcum-IPP, ako
* CTE AIEPrUUHH KbM LeOTaAKCUM WK APYTH Le(anoCIIOPHHH,

* HAKOTA CT¢ HMAJTH TeXKA AJIEPra|vHa peakuHd (peaxyus Ha CePpbXYYeCmsumeanocm) KbM Jpyru 6era-
JTAKTAMHH aHTHOHOTHLH (NEHULIWAHHH, MOHOGAKTaMH M KapOarnieHeMH).

IpexynpexaeHns H NpeJna3Ha MEPKR




I'oBopeTe ¢ Bains nexap, dapmauesT WK METHLMHCKA CECTPa, NpeH Ja u3nomseare LlegoTakcHm-
IPP:

* 4KO HMATE AIEPrHYHA PEAKIHK. AKO CTé MMAIH aleprHyiHa PEaKlMs KbM JAPYTH aHTHOHOTHLIH KaTo
NEHULHAKK, MO CBILO Ja cre anepriuyuny kbM Ledorakcum-IPP. IIpn nospa Ha aneprayiHa peaxkumi,
ne4YeHHeTo TpAOBa Aa ce IpeKparH.

* 4KO CTPAJATE OT TEXKKA, NEPCHCTHPAILA AHAPHA TIO BpeMe Ha WIH ciel jieueHHe ¢ Lledorakcum-IPP.
B 1031 ciyvaii HezaGaBHO ce cBBpxkeTe ¢ Bammg rekap. He npueMaiite nexapcTso MPOTHB NUAPHE Oe3
Jla ce KOHCYNTHpaTe ¢ Baummsa nexap.

* aKO MMaTe reHepanH3HpaH oOpHB ¢ MEXYPH H IOMeHe HA KoxkaTa. (ToBa MOJKe ia ca MPH3HALM HAa
CHHApOMA Ha Sievens-Johnson WIH MOKCUYHA enudepMania HeKponusa).

* aKko HMaTe nmpobieMu ¢ 6BbpenTe.

* AKO MMaTe HAIpHMEP YBPEKIAHE HA Ch3HAHHETO, HeoOHYaNHH ABIDKCHNS H CIIA3MH, CJIeJ KaTo CTe
3aMOYHANH Aa [pHeMare TOBA JISKapCTBO.

* aKO CTE Ha JHETa ¢ HHCKO ChABPKAHKE Ha coll, TpAOBa Aa B3eMETe [0 BHHMaHHE CBABDIKAHNETO HA

HATpHHA B TO3H NMPOAYKT.

AKo HaKoe oT u3bpoeHHuTe ce oTHacq 3a Bac, Balmuar nexap Moxe a MOHCKA Ja CMEHH JICYeHHETO
WM Ja Bu aane cnenMaiHi ChbBETH.

AKO TOB2 NlekapcTBO BH 6516 NPUNOKEHO 32 MO-ABILI IEPHOA OT BpeMe, Bamuar sexap Tpabna aa
u3cneapa KpbeTa Bu 3a BE3MOXKHH H3MEHeHHS. B To3u ciyqaii TpaOBa peAoBHO Jia Ce C/IeAH ChIIo
TaKa 3a CBPbXPAcTeK Ha OaKkTepHuTe, HEMOAATIHBH HA HE(OTAKCHM.

Hpyra aexapcrsa Hedoraxeam-IPP
Hudopmupaiite Bamua nexap wid ¢apManieBT, ako OpMEMaTe, HACKOPO CTe MPHEMATH HIIH €

BB3MOXKHO Ja NpHeMeTe APYTd JeKapcTa.

EAHOBpEMEHHHAT NPHEM WIH H3MONA3BAHETO Ha

* IpYTH AHTHOMOTHLH, KATO NMEHHIMIKH HIH AMHUHOINTHKO3HIH,

* IEKapCTBa, KOHTO NPEAM3BUKBAT MO-4ECTO YPUHHpaHe (ZMYPeTHIH, HArpUMep GYypO3eMH),

+ npobenermy (JISKAPCTBO 3a JIeYeHHe Ha cTaBHH 3a00saBaHHa (apTpUT) H roaarpa),

MO3Ke Ja 3aCHIH HIH oTcaabH aeiictereto Ha Ledorakcum-IPP. Yeenomere Baurus nexap, ako B
MOMEHTA IPOBSKATE JISUCHHE ¢ TE3H JIEKAPCTBA.

Ledorakcum Moxke Aa Hamai epHKACHOCTTA HA MPOTHBO3aYaThYHHTE TabneTkH. JKenure Tpabpa na
H3NOI3BAT JOMBIHUTEHH METO/IH 3a KOHTpaLICNIMA 10 BpeMe Ha JISYSHHETO H eIHH MeCell Clel,
TEpaIMATA ¢ LePOTAKCHM.

KakTo u mpH Apyrd aHTHOHOTHIIH, BE3MOXHO € pe3yJiITaTsT oT TecTa Ha Coombs fa € MONOXKHTENEH,
T.€. A4 ¢€ NOABH QAINIMBO NONOKUTETHA PEAKLHA 3a TII0K03a B YPHHATA.

BpeMenBOCT, KbpMeHe H PepTHIAATET

AKo ¢Te OpeMeHHa WIH KbPMHTE, CMATATE, Ue MOXKe Ja cTe OpeMeHHa WIH [UIaHHpaTe GpeMEHHOCT,
noceBeTBaliTe ce ¢ Bamia nekap unu ¢papmanepT npeay ynorpedara Ha TOBA JEKAPCTERO.

Bawsar nekap e 84 npeamnuine xepoTakcHM mo BpeMe Ha OpeMeHHOCT eAUHCTBEHO CJIEN KaTo
MpeLeHH NoN3UTe M pucKoBere or ToBa. LledorakcHM NpeMHHARA B KBPMATA B MATIKM KOJTHYECTBA.
3aToBa He TpaOBa Aa ce M3MOJI3Ba [0 BpeMe Ha KbpPMEHE.

Ilodapane u padora ¢ MAINIHHA

LedoTrakcum-IPP He nopnnsgea HJIH HMa HE3HAYHTENIHO BIHMAHUE BHPXY criocoOHOCTTA 33 mOdHpaHe H
paboTa ¢ MalIMHA.

Hedoraxcam-IPP ceabpixa HATPHE
Topa nekapcTeo chabpska 48 mg (mmm 2,1 mmol) Ha'rpnﬁ Ha 1000 mg nosa u 96 mg (

3. Kax na npuemare Iedoraxcam-IPP




Havwan na npaioxenHe

Lleporakcum-IPP punaru ce mpuiara oT MEJHLUHMHCKH CIIELHATHCTH. TOBa 1eKapcTBO ITHPBO Ce
pa3TBapd B CTEpHAHA BOAA WIH APYT NOAXOAALL pa3TBopUTel. Pa3TBOpsT MOXKE Ja ce MpHIara Karo
HEDKEKIA WIH NOCPEICTBOM KaTeThp (HHGY3HA) BEB BEHATA, 38 HAKOH HHGEKIHH MOXKE 1a Ce

HIDKEKTHPA H B MYCKYJIA.

JAo3upoBKa

BrapactHy ¥ 1oHOmM Haa 12 rofveay

ObuuaiinaTa fo3a BapHpa ot 2 fo 6 rpaMa uedoTakcHM aueBHO. JIHeBHaTa 1032 Tpabea na 66ae
pasaeneHa Ha ABS CAMHHYHM NO3H Ha BcekH 12 yaca. Jlozara Moxe Aa ce NpOMEHs B 3ABMCUMOCT OT
TEKECTTa HA HHEKUMATA ¥ CHCTOSHHETO Bu:

* OOy HHpEKUMH, PEAH3BUKAHH OT (WIH ChbMHEHHE 33) YYBCTBHTENHM GaxTepu: |1 g Ha nceku 12
yaca (T.€. o0mia nHeBHA 2034 0T 2 g).

* MHGEeKUMH, IPeAU3BUKAHH OT (WM CbMHEHHE 33) HAKOJIKO YYBCTBUTE/IHYE HIIH YMEPEHO
YYBCTBHMTEIHH OakTepHu: 1 - 2 rpaMa, Ha BcekH 12 vaca (T.e. 06ma queBHa 1032 oT 2 - 4 g).

* T&KKH HHQEKIHH WIHM MH(EKLMH, KOHTO He MOTaT Aa ObAaT NOKaIM3HpaHu: 2 - 3 rpaMa KaTo
CAHOKpAaTHa 1032 Ha BCeKH 6 10 8 gaca (T.e. MAKCHMaNTHA JHEBHA Ao3a ot 12 g).

Ho3upoBKkaTa 3aBHCH OT TexKecTTa Ha HHpeKuHaTa. OGHuUaiHATA 034 3@ HOBOPOJEHHU, KbpMayieTa M
aeua ¢ oT 50 ao 100 wnwm 150 mg uedorakcum Ha KHJIOTpaM TEJIeCHO TErJIO Ha AeH, pa3/ie/ioHa Ha 2 10
4 enuHU4HKA 2034 (Ha BcekH 12 10 6 uaca).

[Ip1 MHOTO TeKH HIH KMBOTO3ACTPAILABAIIH HHDEKLMH MOXE 13 C& HANIOKH TpHeM no 200 mg
LiehOTAKCHM Ha KHJIONPaM TEJIECHO Terio Ha [eH, pasieneH Ha 2 1o 4 equHH4HH fo3H. OcobeHo npu
HOBOPOJEHH OT (-7 XHM, IEKApAT ILe B3eMe MO BHHMAHHE PATHKHTE B CB3pABaHeTO Ha GuOpenuTe U

TAXHATA QYHKLMA.
HenoHocernn 6ebeta

Ilpenopbunrennara Ao3a ¢ 50 mg Ha KHIOrpaM TENECHO TETTIO HA AeH, Pa3jeleHH Ha 2 Ko 4 no3u (Ha
BeekH 12 no 6 yaca). Topa e MaKCHManHaTa 103a, KOATO He TpaOBa a ce HaABHILIABA, Thii KATO
OBOpeLTe BCe OlIe He Ca HAITBIIHO Ch3PEIH.

€HTH B HanpeaHaJa Bb3
[Ipu yenosue, ye pyHxipaTa Ha Op6penuTe U yepHEa Apob e HOPMAIHA, He Ce Hajlara KOpeKLMs Ha
A03aTa.

Xopa ¢ 6s0peynn W/ yepHoaPOGHH NpobIeMH

Ako umare npobiieMH ¢ Gp6peunTe WHIH wepHus Apob, Moske Aa Bu 651e npeamucana no-HucKa
no3a. Moxe a ce HalokH ja CH HalpaBHTE KPBBEH TECT, 3a Jia Ce MPOBEPH AAJH MOMYYaBaTe JO3aTa,
OT KOATO ¢¢ HyKnaeTe. Baummar nexap mwe onpeaenH 1o3ara.

2U Cne i NPenopvKu
Tonopen
3a nieueHHe Ha FOHOPes c€ HHKEKTHpPa eAMHMYHA K03a o1 0,5 - 1 g IledoTakcum-IPP MycKy/HO HIH
BEHO3HO.

baxmepuanen menurnzum
Bh3pacTHy: nHeBHA f03a or 9 00 12 rpama LedoTakcuM, pa3aencHa Ha ABE paBHH A03H, Ha BCEKH 6 10
8 gaca.

Heua: nHesHa no3a ot 150 a0 200 mg Ha kunorpaM TeecHO Tero, pasfie/icHa Ha B¢ pamm no:m, Ha
BCEKH 6 mo 8 yaca.
Hosoponenn: 6e6eta Ha 0 - 7 aum nonyyasat 50 mg Ha kg TenecHo Terno Ha Boeku 12,48gat08
Ha 7 - 28 nuu nonyyasar S0 mg Ha kg TenecHo Terno Ha BcekH § uaca.

Ipeoomepamasane na ungpexyuu (nepuonepamuena npogpunaxmuxa)




[Tpunara ce ot 1 m0 2 rpama uedoTakCHM NpeaH onepail 3a IPeA0TBPaTABaHe Ha Bb3MOKHH
HHbEKIIH. AKO OTIepaLMaTa Tpae no-AuIro or 90 MEHYTH, MOXKe /1a C¢ Naje NOMLIHHTE/IHA K033
NPEBAHTHEBHO., |

Hugpexyuu ¢ xopemuama obracm
IIpsnara ce koMOMHALHA OT HEPOTAKCHM H AHTHOMOTHMK, AKTHBEH Cpelry "aHaepoOHH OAKTEPHH.

- IIpoABL/EKHTEIHOCT HA JAeICHHETO

[MpoasoxkuTenHOCTTa HA BallleTo JieYeHHE 3aBUCH OT TEXKECTTa Ha HH(EKLMATA, KAKTO H OT
BE3CTAHOBABAHETO BH 0T 3abonananero. OGHKHOBEHO IEKAPCTBEHUAT NPOAYKT TpsA0Ba Aa BH ce
pwiara Hal-Maiko 2 1o 3 JAHH CJIe/l KaTo CTe 3a0YHAM [a Ce BB3CTaHOBABaTe OT OONIECTTa CH.
JleueHue or MUHMMYM 10 1A ¢ HeoGXOMHMO NpH HHEKIMH, IPHYHHEHH 0T OakTepHaTa
Streptococcus pyogenes. |

AKo cTe npHean noBede oT HeoOxoaumara go3a Iedoraxcnm-IPP
Coobiiere Ha Bamua jekap MTH MEIHIIMHCKA CECTPa, AKO CMATATE, Y€ CTE NPHENH MOBEYE OT
HeobOxoaumara a03a Lletporakcum-IPP.

Axo cTe nponmycHaJH Aa npaemere ledorakcam-IPP

Mons, cerpxkere ce ¢ Bammsa nexap HezabasHO. He p3emaiiTe a1Bo#Ha 1033, 32 13 KOMIIGHCHpaTe
mponycHarata n03a. IIpomycHaTara 103a TpaOBa 1a ce fnpuiara caMo, ako BpeMeTo J0 C/ieBamara
PEZIOBHA 1033 € AOCTATHYHO AR,

Axo cre cupesn npaema Ha Ileporakcam-IPP

Huckara xo3HpOBKa, HENPABWIHOTO MPHIaraHe KIH NPEYCTAHOBABAHETO MY TBBP/EC PAHO MOXKE Ja
KOMITPOMETHPA PE3YJITATHTE OT JSCUSHHETO WIH A3 JOBSAE IO PELHAMB, YHETO JICUCHHE € NO-TPYAHO.
Mo, cneapaliTe HHCTPYKLUMMTE Ha Bailius nekap.

AKO HMAaTe HAKAKBH AOIMBJIHHATEIHH BRIIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBA JIEKAPCTBO, MOMMTANTS
Bamusa sekap, papMaleBT WwiH MeJHIMHCKA CECTpa.

4. Bb3MOKHH HEKETAHH PeaKIHH

KakTo BCHUKH JIEKapCTBa, TOBA AEKAPCTBO MOXKeE [1a NIPeH3BUKA HEXKEJIAHH PEaKLiHH, BHIIPEKH ue He
BCEKH MM NONy4YaBa.

Coerosinng, npn KXouTo TpadBa 1a BHEMABATE

Marsk 6poit natpenTH, Kouro Hanomear Hedorakcum-1PP, moy4asaT anepruuHa peakimus,
NOTEHLHANHO CEPHO3HH KOXKHH peaKIMH WIH JPYTH HEXKEJIaHH PeaKLHK, H3HCKBAIIH JOIIBIHMTEITHO
neueHue. CHMITTOMHTE HA TAKABA PEAKLIHH BKJIIOYBAT:

» Texxka aneprudsa peakiuya. I[IpH3HAIHTE BKJIOYMBAT HAAHUIHAT U CHpOALI 0OpHB, MOIYBAHE,
MOHAKOra Ha JIMIIETO WIIH YCTaTa, KOeTO MPHYMHABA 3aTPYAHCHO AUIIAHE.

« ['eHepanu3npaH oOpHB ¢ MEXYDH H TIOLEHE Ha KoxkaTa. ([oBa MOXKE Nia ca MpH3HAIM HA CHHAPOMA
Stevens-Johnson, MK TOXCHYHA eNMASPMANIHA HEKPOJIM3A),

» Texxka, ynopHTa AHapHs IO BpeMe Ha HIH ClIejl JISYeHHe C TOBa JIeKapeTeo (TceBaoMeMOpanoseH
KOJITHT).

» CynepuHdexuna: B peaxu cnydyan nekapersa kato Lledorakcum-IPP Morat na mpHYHHAT
CBPBXPAcTEK HA IPOXKIH B OPraHi3Ma, KOETO MOXKe Ja AoBede A0 reOuiHU HHpekuHd. TasH
HeXeJIaHA peaKLMa € [TO-BepoATHa, ako Hinonspare LedorakcuM-IPP 3a Iuiro BpeMe.

MBuoro YecTn HekeJIAHH PEAKNHH, NPOoABABAIIH ce npH 10 1 na 10 nexysann nanue
bonka Ha MACTOTO Ha HIDKEKTHpPaHE CJIe] PHIaraHe B MyCKyJIa,

HeuecTn Hexe1aBl peaknun, Eabawogasann nape 1 xo 10 5a 1000 Jexysann nan
Cna3mu, Tpecka.



Huapus.
3auepBsBaHe Ha KOXKaTa, KOTIPHBHA Tpecka (ypmuxapus), cspbex (npypumyc).
IoxwxapaHe WM nosHIIaBaHe Ha GPOA HA HAKOM KPhbBHH KIETKH (€03HHO(IHIINS, TEBKOTICHHA,

TPOMOOLIMTONIEHHS ). |

YBeH4eHNe Ha BEILICCTBATA (eH3umMume), IPOU3BEKAAHH OT YEpHHUS APob.

BpemeHnna "neueGHa KpH3a" ¢ BHezalHa Tpecka M TpenepeHe (peaxuun Ha Jarisch-Herxheimer).
IlpoGnemu ¢ 6B0penHTe H NOBHILABAHE HUBATA HA KPSATHHHH B KPBETA.

bonka Ha MACTOTO Ha HIDKEKTHPaHe, IOXYBAHE M 3aYEpPBIBAHE 0 BEHATA.

APpyra HexeNaHH JeKAPCTREHH PEAKIHE ¢ HEH3BECTHA YeCTOTA

I'naBobonne, 3aMasHOCT, 3aMBITIEHO CH3HAHHE HIIH 3aTPYAHEHO MHCJICHE.

HepasromepeH cupzeueH mync cren Gbp30 HIDKEKTHpPaHE Ha JICKAPCTBO.

KoxeH ofpug, koliTo MoxXe fa ce NposBH ¢ Mexyp (erythema multiformae).

[Tosaurane (cadene), nospriuane, 6ONKM B CTOMAXA.

Be3naneHyie Ha uepHuUs Apob (xenarmum), NOHAKOTa ¢ NOXHITABAHE HA KOXKATa WIH GI0TO Ha O4YHTe
(ocvamenuya).

Ilpomenu B 6pos Ha KPEBHITE KICTKH (G2PAHYAOYUMO3A, HEYMPONERUs), YePBEHH KPBBHH KIETKH Ce
YHHILLOXKABAT TBEPAE Obp30 (xemoaumuuna anemus).

BramokHY ca HexxeNnaHy peakLMH B Pe3yNTaT Ha ynoTpe6ara Ha 06e36014BAIIHM MPH NPHIATAHETO HA
TOBA JIEKAPCTBO B MYCKYJIA.

Crolfmasane 3a HeKeIARE peaAKIHH

AKO MOJTY4YHTEe HAKAKBH HEXXETAHH Peakiyi, yReoMeTe Bainus iexap Wik MeJMIMHCKa cecTpa. Tosa
BKJIIOYBA H BCHYKH Bb3MOXKHH HeOTIHCAHH B TA3H JIMCTOBKA HEXENIAHH peakimH. Moxere na
CHOOIIMTE HEXKENAHH PEeaKLMH THPEKTHO Ype3 HAalHOHANHATA CHCTEMa 33 CHOOmABANE, B
M3mb/iHuTeNnHa areHumd o iekapeTsara yi. Jlamas Ipyes” Ne 8, 1303 Codus, Texn.: +35
928903417, yebeaiit: www.bda.bg . Kato cho0miaBare HexxenaHy peaKkiiH, MOXKETE 1a Aanere CRof
NPUHOC 33 NOTy4yaBaHe HA OBeYe HHGMOPMALINI OTHOCHO GE30MaCHOCTTA HA TOBA JIEKAPCTBO.

S. Kak xa cexpanssare Iledoraxcam-IPP

Ja ce cbxpansaBa nop, 25°C. Crxpanssaitre rakoHa B KApPTOHEHATa ONakoBKa, 32 14 ce MPEATA3H 0T
CBET/IHHA.

Ha ce ceXpaHaBa Ha MACTO, HEAOCTHIHO 33 feHa.

He usnon3saiite ToBa 1eKapcTBO ClIGA CPOKA HA FOHOCT, OTGENA3aH BHPXY €THKETA H KAPTOHEHATS
OMNAKOBKA CICA CHKPAMICHHETO, H3MONI3BaHO 33 0TOE/LI3BaREe HAa CpOKa Ha roaHOCT. CPOKBT HA TOMHOCT
OTTOBapA Ha MOC/ICAHHUSR ACH OT MOCOUEHHA Mecell,

He H3xpbpagiiTe nexapcTBara B KaHATH3ALMATA WIH B KOHTEHHEpa 3a JOMAIIHH OTNABIIH.
llomuraiire Banms dapmanerr kak 1a M3XBLPAATE JIEKAPCTBATA, KOMTO Bede He u3non3eare. Tesu
MEPKH I1I€ CIIOMOTHAT 3a ONa3BaHe HA OKOJIHATA Cpeaa.

6. Coabpixanne Ba ONAKOBKATA H AONLIHHTETHA HAPOPMATHS
Kaxso coaspxa Hedoraxcnm-IPP

- AKTHBHOTO BEHIECTBO € HeOTAKCHM HATPHIA.
- Hama npyru cucraBkm.,

Kak m3rnexns Iedoraxcum-IPP B kaKkBo CHABPKA ONAKOBKATA
Hedorakcum-IPP ce mpeanara B onakoekw ¢ 1, S wiu 10 Gesrpersn crhkinenn daak
¢ IyMEHA 3aIlyIIANIKa H OTYYIIBAIla ¢ Kana4dka. He BCHUKH BHAOBE ONAKOBKH MOTa

ITycHaTH B npoaaxda.



IIprTeXKAaTE HA PA3pemEnneTo IIpon3aBoanTeN

IPP International Pharma Partners GmbH MIP Pharma GmbH
Marienplatz 10-12 Kirkeler Str. 41
94081 Firstenzell 66440 Blieskastel
I'epmanusa I'epmanus

Ten.: 0049 (0) 8502 9184 410
®akc: 0049 (0) 8502 9184 492

/IaTa HA HOCNEAHO NpepasTIekAaHe HA JIACTOBKATA: OKTOMBpE 2013 r.

Caeapamara uRpopMALHAS € DPeAHAZHATCHA CAMO 38 MEAHNHACKH CHEUAATHCTH:

Havss Ha npraarane:

WHrpaseHo3na HHGY3IHA -

1 g ueoraxcum ce pasteapa B 40-50 ml Boja 3a MIDKEKIHHM WIH APYra CHBBMECTHMA TEYHOCT (Hanp.
5% rmokosa Hny GU3HONOTHYHEH PA3TBOP Ha HaTpHeB Xiopua). CleR pHroTBAxe, pasTBOpPHT TPA6Ba
A CC NMPHIOKH KaTo 20 MEHYTHA HHTPaBEeHO3Ha HHY3HA.

2 g uedpoTarcum ce pasteapar B 100 ml Boja 3a HEDKEKLMH HITH IpYTa NOAXOAAMWA TeUHOCT (HAmp, 5%
ITIIOKO03a HIH (PH3HONOTHYEH PAa3TBOP HA HATPHUEB XIIOpUA). CNeAl NpHroTBAHE, PasTBOPHT MOXKeE A4 Ce
MPHIOKH Karo 50-60 MUHYTHA HHTPABeHO3HA HHOY3HA. -

MIEMEHMHO HHDKCKTHDAHC

3a MHTPaBeHO3HO HIDKEKTHpaHe, 1 g uedorakcuM ce pasTeapa 8 4 ml BoJa 38 MKKEKIHH, 2 £
nedoTakcHM ce pasTrapaT B 10 ml BoAa 3a HHMEKLMH H ¢ HEDKEKTHPA B NPOABDKEHHE Ha 3-5

MHHYTH.

MycKy/Ha HIKeKIHs
HHTpaMyCKyJIHOTO NPHACKEHHE C€ OrPaHHYABA [0 H3BBHPETHH KTHHHYHHA CHTYALMH (Hanp.
roHOpes), KOMTO TpsA6Ba fa OBAAT NOANOKEHH Ha OLICHKA No/I3a-pHcK. [IpenopbuKTeHO ¢ He noBede

oT 4 ml 1a ce UKEKTUPAT €HOCTPAHHO. AKO JHEBHATA 034 HAJBMIIABA 2 g LeOTAKCHM, WIH
neorakcHm TpAGBa Aa ce HEDKEKTHPA N0-4ECTO OT JBa ITHTH HA ACH, IPETNOpPbYBA C€ HHTPABEHO3HO
NPUIOKEHHE, |

3a HHTPaMyCKYJHO puioKenne, 1 g nedoTakcuM ce pasTeapa B 4 ml Boaa 3a urkekumn. 3a 1a ce
MPEAOTBPaTH OONIKATA OT HIXKEKTHPAHETO, MOXKE A4 Ce M3M0/138a 1% pasTBOp HA NHIOKAHH
XHAPOXTIOpPH] KATO aTEPHATHBA (CaMo 3a Bh3pacTHH). PasTBOpET TpaGBa Aa ce mpuiara upes
ABI00Ka HHTPAMYCKY/HA HIDKEKLS. Pa3TBopET Ha IMAoKaHH He TpaGra Aa ce npuiara
HHTpaBeHO3HO. Tpsabea fa ce B3eMe nox BHMMaHKe MH(OPMALIAATA 32 M30PaHKA POAYKT, ChADPIKALI
JTHOAOKAHH.

HHTpamyckyiHa HEDKeKIA He Ce PenophyYBa MpH TEKKH HHDEKIHA.

CBHBMECTHMOCT C MHTPABEHO3HH TEYHOCTH
CneoHure Pa3TBOPHTENH Ca MIOAXOAANIH 32 MPHIOTBAHE HA Pa3TBOPA: BOJA 33 HIDKEKLHH, 5% pa3Teop

Ha NIOK032a H (PH3HOJOrHYeH Pa3TBOP HA HATPHEB XJIOPKA.

KakTo mpn BcHykn napeHTepatHy IeKapCeTBEHH NPOAYKTH, IPOBEPETE FOTOBHS pa3TBOp 33 BHAMMH
HaCTHIH ¥ OPOMSHA B LIBETA NPEAH NpHIoKeHHe. PasTBophT TpsabBa a ce H3MON3BA, CAMO aKO €
OHCTBD H npaKTHUYeCKH 6e3 BHAMMH YaCTHIIH.

Camo 3a eHOKpaTHa ymoTpe6a, OcTanamuaT pasTeop TpaGea 1a ce H3XBBPJIN.

CexpaHeHMe cien pa3TBapsHe N

/lokasaHaTa XuMH4eCKa H Qu3HtecKa CTaGHIHOCT Ha APHMIOTBEHHA PA3TBOD € B paMaiTauilials
InpH Temneparypa Ao 25°C, u Ha 6 yaca npu TeMnepatypa ot 2 a0 8°C. Ot MHKPC ;"')"' PATHS
TO'Ka NIPHTOTBCHHAT PAsTBOP TPAOBa [a Ce H3MON3BA BeAHAra. AKO He ce H3NONAsg il 2>
NECPHOABT HA H3MON3BAHE H YCIIOBHATA 33 ChXPAHEHHE NpeJH YNOTpeda ca OTTORDBHOREAR 1. 5
mOTpeGHTENA. '




