b. JUCTOBKA



JIncroeka: unpopmaimsn 38 nannenTa

MENEHEKC 500 mg upax 3a KHokeKumuoHen nagt uidy3noHen pasTBop
MEPENEX 500 mg powder for solution for injection / infusion

MENEHEKC 1 g npax 3a HH&exuHoOHen niv HHQ Y3 HOHEH PAITBOD
MEPENEX 1 g powder for solution for injection / infusion

MeponeHem (meropenem)

IIpouerere BHRMATEIHO URIATS JHCTOBKA, NIPEAH A2 3ANIOYHETE 42 M3NOISBATE TOBS JAEeKapCTBO,

Thil KATO TA ChbAbPKA BaxHa 3a Bac undopmanns.

BuHaru n3noa3saitte 1082 1€KapCTBO TOYHO KAKTO € OHCAHO B Ta3R THCTOBKA HIIH KakTo BR e xasan

Barmix nekap, dapManesT BiH MeAHLHECKA CECTPA.

- 3amazere Tasm aHCTOBKA. MoXe 12 08 HATOKH 44 % MPOTETETE OTHOBO.

- AKO Ce HYIaeTe OT JONbAHATEIHA HHPOPMALKA WIH ChBeT, monuTaiite Bawrua aekap nwmu
(apmangeeT.

- AXO MOTYuHTE HAKAKBY HENETARH PEAKLMH, YBEIOMETe Barmus nexap, dapManesT MM
MEJHMIMHCKA ceCTpa. TOBA BKITIOURA M BCHUKH BL3MOKHH HEKETAHH PEAKLHH, HEOTMCAHH B
Ta3H TucToBKA. Biokre TOuKa 4.

Kakro coabpska Tazn aHCTOBKA

N3NLNHNTENHA ATEHLAS N0 NEKAPCTBATA
Kakso npeacrasmasa MEITEHEKC u 32 kakso ce H3mon g e—

Kaxso Tps16na aa 3naere, npeau aa w3anonzsare MEITEHE I
Kak na usanonzsare METTEHEKC Kum Paz. Ne ”60”’20/6/6.4

BB3MOMHH HEKETaHH PeakUyH e 1.
Kak na cexpangsare MEINEHEKC o arioe e L&/ r747 /57/‘ J ;;;—2 A
15 -06-

CrppixaHie HA OMAKOBKATA M JOITBTHATETHA uHbopMaua
W “ ARRARAAANRRQIRARIAN T uf i rlll]

1. Kaxso npeacrannssa MEIIEHEKC u 38 xaxso ce m3no,i3ea

A e

MEITEHEKC craspxa aKTHBHOTO BEIRECTBO MEPOTICHEM H HPHHALNEHH KbM TpYIa JIEKapCTBa,
HapeueHu kapbarieHeMuu antHOuoTHip. Toil aciicTea, kato yOuBa GaxrepuuTe, KOATO MOTar 4a
NPEAU3BUKAT CEPHOHA HHGCKUHA.

MENEHEKC ce w3n0,1384 32 TeYeHHe P BEIPACTHA U ACUA HA BB3pacT HaL 3 MECela, Ha:

e Hndexuus, 2acarama Genure apoSore (mHEBMOHMS)

Benoapobuu 1 Gporxyianiu HR(exm npH nalpeHTy, CTpajauy ot MYKOBHCLIHA03a
Yenoxaenn uabeKuun Ha MTHKOYHUTE THTHLIA

Yenoxnenn HabEKun B kopema

Hudexuuy, or kouTo MOXeE 12 ce 3apa3uTe N0 BPEME HA KITH CJIE/ PKIAHE

VenoxHeHT MHOEKUMH HA KOXKATA H MEKMTE THKAHK

Ocrpa Gaxtepuanna nudexums Ha MozbKa (MEHHHTHT)

MEITEHEKC mo:xe 4a ¢6 H3noN38a 33 ISHeHHE Ha HEYTPONCHHYMH HNAMEHATH C TPECKA, 33 KOATO ¢C
NOAO3HPA, 46 MOXKE Aa C¢ Ab/LKH Ha DakTepuaana naderums.

METTEHEKC moke aa ce uanon3sa 3a neueHne Ha 6aKTepHaiHy HHQECKIHH HA KPBBTA, KOHTO MOXE
Aa ca CBBP3aHU C HAKOH OT ropen3dpoerute Hudexmmy.

2, Kaxro Tpafpa na suaere, npenn aa wsnonisare MENEHEKC

He m3nonspaiive MEITEHEKC
. aK0 CTC ANCPrUYHH (CEPBXTYBCTBHTENHH) KEM MEPOLIEHEM Wi KEM HAKOS OT OC
CBCTABKH HA TOBA JEKAPCTRO (H30poeun B TOUKa 6).



. aKo CTe aTepru4Hu (CBPbXYYBCTBHTEIHH) KbM APYrd AHTHOHOTHLM, HAND. TIEHHLAIMH,
uedanocnopusy wiH KapSaneHEMH, Thii KaTO MOXE A3 CT¢ AJIEPTHYHY ChINO M KbM MEPOIICHEM.

Ipeaynpesaenns u npeqnaHu MepKH

T'osopete ¢ Banma nexap, hapManesT WM MeAMIMHCKA CECTPa, Npeau Aa uanonssare METIEHEKC
ako: -

. HMaTe 3APABOCIOBHU MPobieMH, Hanp. npobnemu ¢ vepuus apod wm Gubpermrre

» CT¢ EMAJTH TeXKKA JHAPHA CJICA NPMEM Ha OpyrH AaHTHOHOTALM.

[pu Bac momxe 1a MMa DOJOKHTENEH pe3ymaTar ot uicncasane (rect Ha Kymbe), xoeto e
[TOKA3aTe/ICHO 38 HATHYHS HA AHTHTENA, Pa3pyHIABAllH YEPBEHHTE KPbBHH KNCTKH, Bamuar nexap me
0bcBaH ToBa ¢ Bac.

[Tpu Bac ¢ BE3MOXKHO 12 Ce TIPOSBAT NPHMIHAIM M CHMITTOMH HA TEXKKY KOXHH PEAKLEH (BIUKTE TOYKA
4.) Axo Tosa ce Cy4H, He3a0aBHO roopete ¢ Bamma nekap mnu meauumscKa cecTpa.

AXo He CTe CHT'YpPHH JalH HAKOE OT M3GPOCHHTE NO-rope ce oTHaca 10 Bac, roopete ¢ Bamus nekap
UITH MCAHIHHCKA cecTpa tpean Aa u3nomssare MEITEHEKC.

Hpyru nexapersa u MEIIEHEKC

TpsaGsa aa xawere na Bamus nexap Wi dapManest, ako MPHEMATE, HACKOPO CTE MPHEMAITH HIIH €
BB3MOKHO Ja IPHEMATE APYTH jexapcTsa. Tosa ce nanara, Teii karo METIEHEKC moxe a2 nopiuse
Ha JEACTBHETO HA HAKOH ICKAPCTBA, & APYTH NEKAPCTBEHH NPOAYKTH HMAT eEKT BLPXY ASHCTBHETO
Ha MEITEHEKC.

VYBenomere Bamua nexap umm GpapMarieBT, 0C0GEHO KO BICMATE HAKOE OT CIEIHHTE IEKAPCTBA:

* npoBeHenna (M3non3BaH 32 IeYeHKe HA noJarpa)

* HATPHUEER BANNPOAT (H3NON3BaH 3a neueHue Ha emwiencua). METTEHEKC we Tpa0sa ga ce manonasa,
Thi KaTO MOXE IA TOHIKHK eekTa Ha HATPHEBHS BAIIPOAT,

» [lepopannu aHTHKOAryTAHTH (M3MOM3BAHH 33 IYEHHE HIIH MPEIOTBPATABAHE HA 0Opa3yBaHETO Ha
KPBBHH ChCHPELIM).

BpemenHocT, KbpmeHe i pepTHIHTET

Axko cTe 6peMEHHA HITH KbPMHTE, CMATATe, 4e MOXKE A CTe OpEMEHHA HIH ITAHUPaTe GPEMEHHOCT,
nochBCTBANTE ce ¢ Barmuy nekap unu dapmanert npean ynorpefara HA TOBa IEXAPCTEO.

3a npeanounTane e xa u3Gareare ynotpefara Ha MEpONEHEM N0 BpeMe Ha GpeMerHocT. Bamust
Jexap me peird Aamm Tpabsa aa nanonssare METTEHEKC.

Bax#o ¢ npeau Aa nomyquTe MEporneHeM aa yBegomute Bamms nexap, ako KBPMHTE HIIH axo
IAHMPATE Aa KbPMUTE, Masiku KONMYECTBA OT TOBA ISKAPCTBO MOXE A4 NPEMHHAT B KbPMATA.
Ilopanu ToBa, Bamnar nexap me pems ganu tpsGsa Aa uanonssare MEITEHEKC mokato xepmire.

Hlodupane n pabora ¢ Mmamunn

He ca nposexaanu npoyusanns 2a eexra BbPXy cnocobHOCTTa 3a wodHpane 1 paboTa ¢ MAIIHHY.
MEITEHEKC moxe aa npeaussuka r1aBoGOIHE H HITPBIBAHE MM YOOXKIAHE HA KOXKATA
{mapecre3na). Beexu oT Tean cTpanHuHM eekTH Moxe Aa mOBIHAE HA cnocobHocTTa BH 3a
moctupane Wix 3a paboTa ¢ MALTHHEM,

MEIEHEKC mosxe 1a TIPHUHHE HEBOIHH MYCKYITHH ABIDKESHHA, KOMTO MOTaT Ja HAKApaT TIOTO Ha
YOBCKA Aa C¢ pasAsmky OBP30 ¥ HEKOHTPONHPYeMo (kousyacud). Tosa OGMKHOBEHO € MPHAPYKEHO
¢u¢ 3aryba na coananne. He modupaiite u ve paborete ¢ Mamuny, ako NOAYUIHTE TOIH CTPAHHYEH
edexr.

MENEHEKC chabpxa naTpuii
MEIEHEKC 500 mg: Tosa nexapcteo cuappxa 45 mg Harpii (OCHOBHA ChCTABKA
€OJT) BBB BCAKa A03a oT 500 mg. Toea xommecTs0 ¢ eKBHBANEHTHO Ha 2,25% OT
MaKCHMAICH AHCBCH MPHEM HA HATPHH MPH Fh3PacTHH.




MEITEHEKC 1 g: Toea TNIEKApCTHO ChABpPxa 90 mg HarpHit (OCHOBHA CbCTaBKa HA TOTBAPCKATA COMT)
BBB BCAKA 1032 OF 1 g. ToBa KOMHYECTBO € EKBHBATCHTHO Ha 4,5% OT NpenopsIHTEINHA MaKCHMANCH
AHEBECH NMPHEM HA HATPHii ITPH BH3PACTHH.

AKo BMare ChCTOSHME, KOeTO Hamara Aa Habnlonasare Baimms npueM na HaTpHii, MOJIS YBEIOMETE
Bamws nexap nmm MeaHuMHCKA CecTpa.

3 Kax aa mnonssare MEIIEHEKC

Bunarn n3nonssafite ToBa NEKApCTBO TOYHO KakTo BH e kasan Bamuatr nexap wiu papmauest. Axo
HE CT€ CHTYPHM B HEINO, NormMTaliTe Bama nexap um dapmanesr.

Ynorpeba npa sp3pacTan
¢ Jlosara sasucu OT BRA2 Ha HHEKUHMS, MICTOTO HA HH(EKINATA B OPTAHU3MA U HeilHaTa
cepuosHoct. Bammar nexap e pemm oT kakea 4033 MMATE HYXIA,
» Jlozara 23 BR3pacTHH 06HKHOBEHO ¢ Mexkxy 500 mg (Munurpama) u 2 g (rpama). Bue
0buKkHOBEHO e MoTy4asaTe eaHa A03a pe3 8 uaca. Moxe ofage 1a nonyvasare 403aTa Ho-
pazko, ako OuOpeLnTe Br He paboTaT MHOTrO A0OpE.

YnorpeGa npu jeua H WOHOLIH

flo3ata 3a nena Ha BB3pacT Hax 3 Meceua 1 A0 12 TOAMHH ce OMPEAen CIOPEL BH3PACcTTa H TErZ0TO
Ha fereto. Obudaiinara n03a ¢ mexkay 10 mg u 40 mg MEITEHEKC ua Beexu kriorpaM (kg) ot
Ter1010 Ha aereto. Hosara obukroseHo ce mpriara mpes 8 qaca. Heua, xouto Texar noseue ot 50 kg,
1€ NORYHAT 4032 32 BB3PACTHH.

Kax aa mananeare MEIIEHEKC

¢ MEITEHEKC me By ce mpuiosku KaTo MEDKEKUMS HWIH HHOY3HS B TOLIMA BEHA,

¢  O6uxnoseno MEIIEHEKC we Bu ce npuioxu o1 BaumsT nekap M 0T MEANIHECKA CECTDA.

¢ Hsaxou naumenTy, poauTens u Gonxorneaasy obave ca obyueHu Aa npwiarar MEITTEHEKC
BKBUIK, Y KA3aHHA 33 TOBA €A JAACHH B Ta3H JJMCTOBKA (B TOUKATA, HAPEUCHA ,,Y KazaHH4 33
npunarane #Ha METTEHEKC na ceBe cu miu Ha Hakoit apyr s goMamky yeaosHs”). Bunarn
npuyaraiire MENEHEKC Tousio kakto Bamusr nexap Bu € kazan. Axo ne ¢te cHrypHm,
normuTaifre Bamus nexap.

¢  HrxeximoHHMAT Pa3TBOP He TpAOEA Aa ce CMECBA HIIH Ja c€ J06ABA KM PA3TBOPH, ChABPAAITH
APYTH JCKAPCTBA.

¢ HrkexTHPAHETO MOXE fa MPOTB/IDKK OKOMO 5 MUHYTH Hiy Mexkay 15 u 30 MUHYTH. Bamusr
JIeKap e BH kaxke xak aa npumarare METTEHEKC.

¢  O6uxnoBEHO TPAOBA A2 NOCTABATE HHIKCKIHMHTE CH 0 6IHO U CHINO BpEME BCEKH JEH,

AKO CTe H3NOJI3BAJNH NNOBe4e 0T HeoOxoaumaTta no3a MENTEHEKC
AXO CTyvaiiHO NPINIOKUTE MO-TOMAMA OT NPEAMHUCAHATA 1034, CBBPAETE Ce BefHara ¢ Bamus nexap
HIH ¢ HaH-Onmu3kaTa GOTHHIA,

AKo cTe nponycHansn aa minonssate MEINIEHEKC
AKO [IPOTyCHETE UIDKEKLIMS, TPAGBA A2 A MOCTABMTE Bb3MOMKHO HAl-CKOPO. AKO 06ate Beue € NodITH
BPEME 33 CICABAIIATA HHAKEKUHA, IPONYCHETE 3a0paBeHATa HEDREKIHA.

He npunaraiite apoiina a03a (a8e HHKEKLUMH eAHOBPEMEHHO), 32 A3 KOMNECHCHPATE MpONYCHATATA
A03a.

AKoO cre cnpesin ynorpebara na MEIIEHEKC
He cnmpaiire mpunoxennero na METIEHEKC, nokato Bamust nekap me Bu xame.

AXO MMaTe HAKAKBH AOITHIHHTESIHH BBIPOCH, CBBP3ARH ¢ ynoTpebara Ha TOBA Nie
Barmust exap, dapManesT M MeIHLMICKA cecTpa



4. Bb3MORKHY HEXEeTAHH PeaKUHH

KakTo BCH4KM ICKAPCTBR, TOBA NEKAPCTBO MOXKE Aa MPCAH3BHKA HEXKEAHH PEaKI{HH, BEIPEKH 4e HE
BCEKH TH [TONYYABA.

TemxkH anepraiHn peaKunn
Axo 3a6c1eKHTE e MMATE HAKOHR OT CIICAHIUTE NPU3HALH H CHMITTOMH, He3abaBHO yBeaoMeTe
Baurus jiexap HaH MeXHIHRCKA cecTpa. Moxke 1a ce HyXKIaeTe OT CHCIIHO JICUSHuE,
TprasaupTe MOMKE A3 BKITIOYRAT BHEIAMHO PABMTHE HA!
e Tewxbk 06puB, ChpOEK M KOTPHBHA TPECKA IO KOXKATA,
¢  Tloaysaxe Ha THIETO, YCTHHTE, €3MKA MM JPYIH SaCTH HA TAIOTO,
¢  Heaoctur Ha BR3AYX, XPHIIOBE UAK 33TPYIHEHO JHIOAHE.
¢ CepHO3HM KOKHU PEaKUHH, KOUTO BKIIOYBAT,
— CepHO3HH PEAKIHH HA CBPBXYYBCTBATEHOCT, BKIIOYBALIH TPECKa, ROXKEH oGpHB M ripoMerM
B KPBBHUTE M3CICABAHNA, C KOHTO C¢ NMPOBEPsBa Kak GyHKIMOHMPA sepHua Apol (1oBHIIEHH
HHMBa H3 4epHOAPOOBHTE €H3MMH) K TIOBMIIABAHE HA SAMH THI OC/TH KPhBHH KIETKH
(eosuropumIA) B yBemmucHu aMGHi Bp3aH. Topa mMorar ga GpaaT Npa3HAITM HA HAPYINCHAE
Ha QyHKIMHTE Ha MHOI'O OPraHy, HIBECTHO KaTO CHHAPOM Ha DRESS,
~  TemKu YepBeHH OCIECTH 00PUBH, KOMHM Oy THHH, KOHTO ChABLPKAT IHOH, MEXYPH Wi
AIOmEHE Ha Koxara. Te Morar Ja OB0aT CBLPRaHM ¢ BUCOKA TEMITEPATYpa M GOJIKA B CTABHTE,
~  Texxu koxHU 0OPHBH, KOHTO MOTAT Ja CE HMONBAT KATO YCPBCHHKABH KPBIVH NIETHA, YECTO ©
MeXypH, Oenese Ha KoxKaTa, AIBH B YCTATA, IbPAOTO, HOCA, TCHATAIMHTE H OUHTE, KOMTO
MOrar J1a ObAaT NIPEAMECTBAH OT TPECKA H IPUNOHOHOOHH CHMITOMH {CHHAPOM Ha Stevens-
Johnson) win B no~Texka dhopMa (TOKCHYHA ENHASPMATHA HEKPONIU3a).
¥Yapexnane Ha yepBeHHTE KPLBHYM KNETKH (HEH3BECTHA YECTOT4)
IpHsnalmTe BKIIOYBAT!
. 3aayx
. Yeppena nnu kadssa ypuua,
Axo 3abenexure HEKOH OT #30POCHITE NPU3HALY, BEAHATA ¢ KOHCYJTPATE ¢ JeKap.

JApyra BLIMOKHH HERETAHH PERKLHM;

Yecru (Morar ga 3acertar g0 1 ua ncexu 10 aymm)

KopemHa (cTomamua) 6onka

Ioskey 32 nospeinane (ragexe)

Tlospemaie

Hnapus

[Mmasobonue

Koxen o6puB, cbpbex mo xoxkara

Bonxa u gp3maNeHue

TTourtneH 6poit TpoMOOLMTH B KPbBTA (Z0K23Ba C& UPE3 MACTE/IBAHE HA KPHBTA)

T'IpoMEHH B KPBBHATE H3CIEABAHHA, ¢ KOHTO CE MPOBEPABA KAk DYHKIHOHKPA QepHHa apob

Heuectn (Morar aa 3acernar ao 1 na scexn 100 gymm)

. [Ipomenn & xpeBTa. Te sBKmouBaT HamancH Gpoil TpoMEOLUTH (MOPaaH KOSTO MOXKE NO-IECHO
na Bu ce mograsaT KpeBOHACAAHKA), IOBMIICH Opoi HA HAKOH OENU KPPBHH KICTKH,
ITOHIkaBaHe Ha Opos HA ApYTH OeM KPBBHH KIICTKH H MOBHIIEHO KOIHYECTBO HA REINIECTRO,
HapedeHo ,Oumupyous”. Ot Bpeme na speMe BamusaT nexap Moxe 1a Bu npasu kppeHM
M3CASABAHNS.

. [IpomenH B KPLEHHTE H3CACABAHKA, BKAIOYHTCIHO B H3CICABAHKATA, KOWTO IOKA3B

(ynxunonmpar 6s0OpennTe

YyecTRo Ha U3TPBIBANE (MPABYYKAHE)

Hudeximi Ha yeTata i BraraminieTo, PHHUHEHN OT IhOHYKY (kaHauao3,

Brinmanenne va 1e0enoto 9epso ¢ auapus

BonesnenocT Ha BeHaTa, B KOATO € HHMKCKTHPAH MEPOIICHEM,

s B @



. Hpyru npomery B KPEETA. CHMIOTOMHTE BKIIOYBAT 46CTH HHGEKUFH, BHCOKA TEMIIEPATYpa H
BBANaneHo ropuo. Bamusr nexap Moxe Aa By npasu KPLBHE H3CTEIBaHHA OT BPEME H2 BPEMC.

Penxcn (MoraT na 3acernar 30 1 ua Beexn 1 000 xyum)
+  [lpunagwus (repuose)
»  Octpa Ae3opreHTAIMA B OOBpPKBaHEe (TeTHpHYM)

Crofiasane Ha HERETGHH PERKUHHA

Axo0 moMyHHTE HAKAKBH HEXKEITAHH NCKAPCTBEHHA Peakudd, yseaoMere Bamus nexap, dapMauesr wmg
MEIHIHHCKA cecTpa. ToBa BKAIOUBA BCHYKA BEIMOAKHH HCOTMCAHH B TA3W THCTOBKA HEKEIAHA
peaxtiyi. MoxkeTe ¢bmo 42 CHOOIATE HEXKCTAHN PEAKIMH AHPEKTHO UPE3:

HamenHuTenHA AreHIHA N0 JICKAPCTBATA

yn.“Hamsau F'pyes* Ne8

1303 Codus

Ten.;+359 2 8903417

yeGeaiit. www.bda.bg

Karo cpofmarare Hexenany peakuuy, MOXKETE Ja AAJSTE CBOSA NPHHOC 34 MOIYHARAHE Ha HOBEYe
HHQPOPMALHS OTHOCHO HEIONACHOCTTA HA TOBA JIEKAPCTRO.

5. Kak aa chxpaassate MENTEHEKC

Ha ce cnxpanssa Ha MACTO, HEAOCTBITHO 33 ACLA.

He n3non3paiiTe TOBA NCKAPCTBO CIEA CPOKA HA FOAHOCT, OTOSNIA3AK BHPXY STHKETA.
CpoKBT Ha FORHOCT OTrOBApA HA MOCIAERHHUA JCH OT NOCOYEHMA MECeN,

To3u aexaperseH NPOAYKT Be H3UCKBA CIEUMATHA YCIOBHA 33 CHXPAHCHHE.

Cnen pazreapsase: [lpuroreennre pazrsopu 3a MRTPaBEHOIHA HHKEKIMA WK HHPY3ua TpaOsa 1a cc
H3INON3BAT HerabarHo, IHTepRanbT OT BpeMe MEHK/IY HAYATOTO HA PASTBAPAHETO H Kpas Ha
HMHTPABCHO3HATA HIDKCKIHA #H HHy31g He TpaOBa 13 HANBMINABA SIHH Jac.

PazreopsT He Tpatra Ja ce 3aMpa3asa.
He uaxeupnsiite nexapcTBaTa B KAHATM3ANKUATA WM B KOHTCHHEPA 33 JOMAIIHH OTaXbUH.

TMomuraitre Batmise gpapManesT kak 52 MIXBBPILTE JSKAPCTBATA, KOHTO BEYE He Hanon3sare. Tedn
MEPKH INE CIOMOTHAT 32 ONA3BaKE HA OKO/IHATA CPEAa.

6. Coabpmanne HA ONAKOBKATA M NONBIHHTETHA HHGOpMAHS

Kaxso coabpxa MEITEHEKC

- AXTHBHOTO BEIIECTEO € MEPOMEHEM TPUXHAPAT, eKBUBANEHTEH Ha 500 mg Ge3soacH
MEpOITCHEM.

- AKTHMBHOTO BEIIECTBO € MEPOITCHEM TPHXUAPAT, CKBHBAJICHTCH Ra | g 5E3BOAEH MEPOICHEM.
- Hpyrara cecraska ¢ GeaponcH Hatpues kapboHar.

Kak smarnexaa MEITEHEKC u kaxBo cbAbpka 0NaKoBKaTa
MEINEHEKC ¢ 6an a0 611ea0 baT npax 3a HHKEKIHOHEH/MH(Y3HOHEH PA3TEOP BbE DraKoHy,
Omnakoprure cuaspexar 1 wm 10 dmakona.

He RcHUXH BHIOBE ONIAKOBKY MOTrar Ja OmIaT mycHaTH Ha rasapa.

[Ipurexaren Ha papellieHHETo 334 YNOTpeda v NPOHIBOANTER
IlpuTemaren na pajpelnenue 3a ynorpela

,.@APMA TPEH]I BI'* EQOJI
Codmun 1408, yn. “Teepauzru apoxox” Ne 7




Ten. 3592 85810 10
office@pharmatradebg .com

Hpoussoauren:
VIANEX §S.A. - PLANT D, Industrial Area Patron, Agios Stefanos, Patra, Axaia, 25018, I'vpius

Coeeru/megnunncko ofyuenue

AHTHOHOTHIHTS €& HAINOA3BAT 33 N¢UeHUe HA MRdekunH, npudHHenn ot Hakrepuu. Te e ca
edMKACHH TIPH MHEOECKLUHA, IPUHIHEHH OT BUPYCH.

[lonskora, HH(EKIESA, IPHHUHEHA OT GaKTEPHA, HE CE NOBIHABA OT KYPCa HA NEUCHME ¢ aHTHOMOTHK.
Eana ot Hali-yecTHTE NPHYMHH 34 TORA ¢ PESHCTEHTHOCTTA HA GakT¢puyTe, NPEM3BAKATH
uH(eKIHATa, KEM MpHIarakug aHTHOMOTHK. TOBA 03HAYABA, YE TC MOTraT 4a OUENCaT U IOpY A ce
Pa3MBOKABAT BBIIPCKH MPHIOKEHAETO HA AHTHOKOTHKA.

BaxtepunTe MOTaT 42 PA3BMAT PEIHCTCHTHOCT KbM AHTHOHOTHIHTE 70 MHOTO IPHYMHH,
Buumarendara ynotpeba Ha aHTHOMOTHIN MOJKE 1A IOMOTHE 33 HAMAISBAHE HA PHCKA OT PA3BUTHE
Ha OaxkTepuaHa PE3UCTEHTHOCT KBM TAX,

Koraro Baumst nexap Bu npeanuine Kypc Ha icuesHe ¢ aHTubGHOTHK, Toi € npeaBatHaticH 3a
NEUCHHAE CaMO0 Ha TEKyIoTo BH 3abonanane. Kato 0ObnpHeTe BHMMaHBE HA CISAHATE CHBCTH, BHE IIE
HOMOTHETE Ja £ IPEAOTBPATH [I0ABATA HA PC3HCTEHTHY GAKTEPHH, KOHTO MOXKE A2 MONPEUaT Ha
AeHCTBHETO Ha AHTHOHOTHKA.

1. MHOTO € BaskHO /12 IpMEMATE AHTHOMOTHKA B TOYHATA J03a, TOUHHA OO IETH M 32 TOIHHA Opoii
auu. [TpoueTeTe yazanuaTa BHPXY €THKCTA M, aKO HE pa3Oupare Heio, nomonete Bamus nexap wiau
dapmanest Ja Bi T 00ACHAT.

2. He tpsbsa aa npuemare anTuOHOTHK, OCBEH aKO HE € TPeANucaH CIeHATHO 3a Bac, karo tpabsa 1a
IO U3M0N3BATE CAMO 34 MeYCHHC Ha HHQEKUHAT], 38 KOATO ¢ NPEANHCAH.

3. He tpsbsa 13 npuemare aHTHOHOTHIM, NPEANMCAHE Ha JAPYTH XOpa, JOPH M aK0 T¢ HMAT HH(IEKIH,
noao6ua Ha Bamara.

4. He tps0ea fa npeaocTaBsTe Ha APYTH Xopa anTHOHOTUIY, KOHTO Ca MpeAnucany Ha Bac.

5. Axo cref KaTo CTe 3aRBPUIHIH KYPEa Ha IEYCHUE KAKTO Bammiar nexap By € Ka3aln, MMare OCTaHal
AHTHOHMOTHK, TPAOBA Ja 3AHECETE OCTATHKA B ANTEKATA, 34 44 CC H3XBBP/H HO NOAXOIAIN HAYKH.

Jata Ha nocaeano npepasriesxiaHe HA JHCTOBKATA.
Amnpun 2022

YlocouenaTa no-noy HHPOPMALKA € NPEIHATHAYECHA CAMO 38 MEAHIHHCKH CHEHAIHCTH:

¥Yxazauns 3a npunarane na MEJIEHEKC na cefe ¢y 1in Ha apyr 40BeK B JOMALIHM YCJI0BUS
Hskon naupenTs, poanrens u Gonrorneaaqu ca o0yueuu ga npunarar ME[TEHEKC B aomammzn
YCIOBMA.

IIpenynpesknaenne — Tpafea xa NPHJIATATE TOBA JEKAPCTBO CAMH Ha cefe CH HIH Ha APYT 0BEK

Kak aa npuroTBuTE TOBA IEKAPCTEO

» Jlekapcreoto Tpabea aa ce cMecH ¢ Apyra TeunocT (pasteopuren). Bamuar nexa)
KaKBO KONMYCCTEO PASTBOPUTEN A H3NONZBATE.

¢ [lpuiaraiite MexapcTBOTO BEAHAra Ciel NPUIOTBARETO My. He ro sampasasaiTe. \
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1. Hizmmiite u noacywere MHoro zobpe pauere cu. [loarorsere ¢u yncra pabOTHA OBBPXHOCT.

2. Uaeanere Oytunkara (paaxona) MEITEHEKC ot onakoskara. [Tposepere §nakona u cpoxa Ha
roasoct. [IpoBepete aamu HeOCTTa Ha (PNAKOHBT HE € HEHAPYIICHA.

3. MaxseTe UBETHATA KANAVMKA M IOYHCTETE IYMEHATA 3AMYIAIKS ¢ HANOEH B aNKOXOJ TAMIIOH.
OcTaBeTe ryMeHaTa 3allyULUTKA 12 U3ChXHE.

4. [TpukpeneTe AOBA CTEPHIHA HIVIA KBM HOBA CTEPMIHA CHPHRLIOBKA, 063 Ja A0KOCBATe Kpadinara
HM,

5. Hzrernere npenops4yasnoTo KONHYECTBO CTephisa , Boaa 3a MIDKCKUuM® B COPUHUOBKATA,
KonuauecTsoTo Ha TEYROCTTA, KOETO BH ¢ HeoOxoaMMO, € HoKaIaH0 B TA0NMLATA MO~A0.1Y:

Jdoza MEINTEHEKC Koanuecrso “Boaa 3a msxexunn® neobxogumo 3a
 pa3TBAPAHETO
500 mg (Mumrpama) 10 ml (MpmnuTpa)
1 g (rpam) 20 ml
1.5g 30 ml
2g 40 ml

Mouns umaiite npeaern: Axo npeanucanara ao3a MEITEHEKC e noreue or 1 g, e Tpsbra aa
nanomssare nosede or 1 ¢raxod MEITEHEKC. Torapa Moxe 1a H3TETINMTE PA3TEOPATE OT rakonure
B €4HA CIPHHUIOBKA. :

6. BrapaiiTe uriara Ha COPMHIOBKATA 1PE3 HEHTEPA HA TYMEHATA 3aNTyIDATKA H MEXCKTHpaiTe
HPENIOPEHYAHOTO KOAHYECTBO BOA 34 MEDKeKIAH BhE Qnakona win duakornte METTEHEKC.

7. HsBapete uraara or $aakoHa H ro paskiarere Jo0pe 3a OKONO 5 CEKyHAH HITH JOK2TO LANOTO
KOIIMYMECTBO Tpax c& pa3teopH. [louncreTe ryMeHaTa 3arymanka oine BeIHBK ¢ APYT TAMIIOH CBC
CTIHPT H & OCTABETE A2 H3CHXHE,

8. M30yraifre OyTanoTo Ha CIPHHIOBKATA A0 Kpasd ¥ OTHOBO BKapaiTe HITIATA NIPE3 ryMEeHaTa
sanymanka. Crea TOBa, 39APBKTC CIPUHLOBKATA U (rakona u 0ObpHeTe drakona HazoTy.

9. Karo anpauTe BbpXa Ha MIIATA B TSTHOCTTA, H3ALPNAHTE OYTANOTO H H3TETTICTE LIAI0TO
KOJIHYECTBO TEYHOCT OT PIIAKOHA B CIPHHIIOBKATA.

10. H3saaete uraara u CIpHHENOBKA OT (pnaxkoHa M W3xBBpreTe dnakoHa Ha He300acHO MICTO.

11. 3aapexKTe CIPMHNOBKATA H3UPABEHA ¢ BPBX Ha HIMaTa couewt Harope. Ilouykaiite no
COPHHIIOBKATA, TAKa Y6 aKO HMA OCTAHANH MeXYypPHeTa B Te4HOCTTa, T Aa C¢ H3IWrHAT B rOpHATa H
MacT.,

12. Orcrpanere ocTasanus Bb3AYX B CIPHHLOBKATA, KATO HATHCKATE Mex0 6yTanoro 40 HIIH3aHE Ha
LSITHA BR3AYX.

13. Axo npunarare MEITEHEKC skbiny, u3xeppiere BOWHKH HIIH # #HyIHOHHM CHCTEMH N0
noaxondn #HaueH, Axo BammaT nexap peunt na cnpe neueHueTo By, U3XBBplIeTe AI0TO KOMMIECTBO
rensnonsean MENEHEKC no noaxoafim Haqun.

IocTassHe HA HIKCKUNATA
Moaxe 1a MPAROKATE TORA TEKAPCTBO NP3 KBCA KAHKNIA HIH BECHO3CH KATCTED HIH NIPE3 TIOPT HIH
LHEHTPARCH H3TOYHHK.

Hpunoxenne na MEIIEHEKC npes knca KaH0J1a HTH BeHOlEH KATEThp

1. Maxsere uraara OT CHIPHHIIOBKATA H 1 H3XBBPIIETE BEUMATCITHO B KOHTCHHED 32 OCTPH DPESIMETH.

2. TlowicTeTe Kpas Ha KbCATA KAHIONA WM BEHOZHMA KATETHP ¢ TAMITOH CbC CIHPT H IO OCTABETE 14

u3chxue. OTBOpeTe KanaukaTa Ha KaHIONATa W MPHKPENETe CIPHHLOBKATA.

3. BaBHO HaTucHETE GYTANOTO Ha CIPHHUOBKATA, TAKR Y€ A IPHICKUTE AHTHOHOTHKA PaBH

NPOAL/DKEHHE HA OKOJO 5 MUHYTH.

4. Crieal KaTo MPHKITIOUKTE ¢ MPHIOKEHHETO HA AHTHOHOTHKA B CIIPUHIIOBKATA € TIp
CIIPMHIIOBKATA H M3NO0I3BAITE TEWHOCTTA 33 IPOMUBAHE, IPENOphyaka oT Bamus

MEAHIHHCKATa CECTPa.

5. 3aTBOpeTe KanaYKaTa BA KAHIONATA ¥ BHHMATEIHO H3XBBPIETe COPHHIOBKATA B

OCTPH NPCAMCTH.




Hpunaraue na MEITEHEKC upes noprt sim ueHTpaTeH H3TCUHHK

1. MaxseTe Kanavkata Ha HOPTA HUTM LGHTPATHAL MITOYHHK, NOYMCTETE KPas Ha LICHTPANHIA
H3TOYHMK C TAMIIOH ChC CITUPT M IO OCTABSTE A2 H3CHXHE.

2. Ipuxpenere cpuHuoRKkaTa i 6arHO HaTHCHETE GyTANOTO Ha CIIPHHLIOBKATA, TAKA € a TIPHIOHKHTE
aHTHOROTHKA PABHOMEPHO B MPOABIDKERHE HA OKOJIO 5 MAHYTH.

3. Crex xaTo MPHKTIONHTE ¢ MPHICKEHKETO HA AHTHOUOTHKA, MAXHETE CIIPUHIOBKATA ¥ H3NOI3BAITE
TEYHOCTTA 3& IIPOMHBAHE, DPENIOPHLYAHA OT BAIKA Nexap 1Y MeAMIMHCKATA CeCTpa.

4. CnoxeTe HOBA YKCTA KANAYKA HA LHEHTPATHUS HITOUHHK M BHHMATCIHO H3XBBPIIETE CRPHHLOBKATA
B KOHTGHHED 3a OCTPY NPELMETH.

Cnenpamiara undopmanus e npefHAIHAYEHA CAMO 38 METHUHNCKH CIIELHATHCTH. 32 NhanAa
HH(pOpManna 3a npeanucsane, npouerere KXII.

JJ03HPOBKA U HAYMH HA NPRIOKNEHHE
Jo3upoBka
B rabnuupre no-pony ca npeacTasenn oSMmH nPENOPKH 38 Z03HPAHE.

JlosaTa MeponeHeM & NPOABIKHTEIHOCTTA HA ICYEHHETO TPAOBa 1a 6baaT croBpazeHH ¢ THIA 1
TEHKECTTA HA HHQCKIMATA, KAKTO U ¢ KTMHHYHUS OTTOROD.

J032 10 2 ¢ TpH MbTU AHEBHO NPH BB3PACTHH H FOHOLIH M A03a 10 40 mg / kg TpH mBTH JHEBHO TIpY
Agua Moxe A2 Gbe 0co6eH0 NOAXOAINA NPH JleueHie Ha HAKOH BHA0BE HHOCKIMH, HAMPHMED
MH{EKUHMM IPHHUECHE OT 110-C1a00 1yBCTBHTENHH BaxTepyanay mamose { wanp. Enterobacteriacede,
Pseudomonas aeruginosa, Acinetobacter spp.) WM MHOTO TEKKH HHOEKIHH,

[Tpu nevernme na nanven ¢ Gp6peuHa HEAOCTATHYROCT € HEOGXOXUMA IPEONEHKA Ha 103aTa (BIDKTE
no-10ny).

Bo3pacTay ¥ 1oHOMYM

Mudeknus Hoza, xoxro ce npunara opes 8 waca
TexKa MHEBMOHNS, BKTIOUMTEIHO HO30KoMuATHa | S00mguma { g
TIHEBMOHIAA ¥ [THEBMOHHMSA, CRBP3AHA ¢ ACHCTHPAHa

BCHTHIAIS

Bpouxo-nyamonanty vadeKuuy npH 2g
MYKOBHCLIIO3a

YcnoxxHeHH HHOEKIMY HA MIKOYHUTE THTUINA S00mgum 1 g
Y CoKHCHN MHTPaaba0MUHATHN HHOSKIHH 500 mguma 1 g
Mxrpa- » nocrnapranam vadeximn S00mgumualpg
YenokHEHn HREEKUHY Ha KOKATA H MCKHTS 500 mgumil g
THKaHK

Octep SaxrepHaIeH MCHRATHT 2g

Jleuenne na debprmu nauueuTH ¢ lg
HeyTPOneHHs

MEIIEHEKC ofukn0BEHO ¢ mpriara KaTo MHTpaBeHo3Ra MHAY3HS ¢ TPOABIAMTE THOCT OKOJI0 15
A0 30 muayTH (BrokTE TO%KH 6.2, 6.3 1 6.6 o1 KXTI).

ATrepHaTHBHO, 4032 20 1 g MOXC A2 Ohae NPUIOKEHA KATO HHTPABEHO3EH BOIYC HEX
5 My TH. Haniau ¢a orpansmesn JarKR 3a 6e30MACHOCT MOAKPETLAIIH IPHIOKEHH,
HHTPaBEeHO3HA GOTyC MHIKEKII Ha 1032 OT 2 g IPH BhiPaCTHH.



Dvlipewno yapexcoane

Hozara mpr BB3pacTHY ¥ 1OHOIIM TPSEBA 12 c& KOPHIHDA, KOTATO KPEATHHHHOBHAT KAMPBHC € [o-
Mamsk 0T 51 ml / min, xaxto e noxazano B Tabamuara no-10ny.
JanzuTe MOAKpENAMIH NPUIATAHETO HA TE3M KOPEKLIMA HA S030RA & MHHIA OT 2 g ¢4 OTPAHMYCHH.

KpeaTHHUHOB KITHPBHC Ho3a (va Gasa Ha , equeHIE" B Yecrora
{ml/min) Ao3osa rpaduna ot 500 mg xe 1
g i 2 g, gibkte Tabmmara no-
rope)
26-50 Jo3a 0T exHa ¢auEMIA Ha Bcexn 12 yaca
10-25 o33 0T N0N0BHH eAMHEA Ha seeru 12 saca
<10 _Jo3a or nonosys eapAMna Ha ncexn 24 vaca

Mepornienem ce oTCcTpangna upes XeMozuammaa W xemodurrparma. Heobxoaumara go3a tpabsa na ce
MIPHNIAra CICA 3ABBbPINBAHE HA LMKBIA HA XEMOAHATHAA.

Hama ycrasosenn npenopsku 3a 203u npu nagnesty ¢ DEPHTOHCANHA JHATH3A.
Yepnodpobne yepexcoane

He e neofxommo kopurapane ua J03aTa IPK NALAEHTH ¢ YEPHOAPOOHO YBPEXKAAHE (BHHTE TOMKA
4.4),

Hlosa npu nayuenmu e cmapuecka ev3pacm
He ¢ HeobXoxum0 XOpHIHpaHe Ha 403aTa Npy NallHEHTH B CTAPIECKA BBE3PACT ¢ HopManka Onbpeuna
drynxuma M Cbe CTOHKHOCTH Ha KPCATHHHHOR KIMpBHC Hag 50 ml / min.

ITeduampuyuna nonyrayus

Heya nod 3-meceuna enzpacm

BezonacnocTra # eHKACHOCTTA HA MCPONIEHEM NPH AELA MO 3~MECeuHa BB3PACT HE CA YCTAHOBEHHM H
HE ¢ yCTAHOBCH ONTUMATHMAT PEXUM Ha A03upaHe. Benpexu Tosa, orpannyermte
tapmaxoxmHeTHYIHY Zanny Opeanonarar, e 20 mg / kg npe3 8 yaca Moxe 1a 6Be noaXOAAIIA
Ao3upoBka (BkTe Toaxa 5.2 ot KXIT)

Heya om 3-meceuna 0o 11-200umna evspacm u 00 50 k2 merecno mezio
TlpenopbumrensuTe JO30BU PEXUMH CA MOKAIAHA B TAOIHLUATA TO-A0Y:

Mndexunn HJoza, KosTO e npuaara upes § gaca
Texxa nHEBMOHNS, BIITIOMUTETHO HO0KOMHANHA | 10 wma 20 mg/kg
OHEBMOHHA H THEBMOHHY, CBBP3aHa ¢
ACHCTHPAHA BEHTHIALHSA
bponxo-nyavoransn uudexim npu 40 mg/kg
MYKOBMCLHA032
YonoxueHH HHOEKUMH HA TMKO4HHTE MHTHILA 10 wim 20 mp/ke
YenokueHn HHTPaabaoManan aadeKim 10 mm 20 mg/kg
YcnoxaeH: HHPEKIUM Ha KOXKATA ¥ MEKUTE 10 nmm 20 me/kg
TBKAHK
OcTLp BakTepHaNcH MCHHHIUT 40 mg/kg
Jleuenue Ha debprmmy nanyenT] ¢ 20 mg/kg
HEYTPONCHMS

Heya nao 50 kz menecno mezno
Ha ce mpunara osara 3a BRIPACTHY.

Hama onwrr npu peua ¢ 5u0peano yepexnane.
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Hauus Ha npuioxkenne

MeponeneM 00HKHOBEHO ¢¢ NpMITara 4pe3 HHTPABEHOIHA MHPYINA ¢ IPOABIDKHTENHOCT
nmpubmaaurenno 15 no 30 muaHyTH (BrIoKTE Toukw 6.2, 6.3 u 6.6 ot KXIT). ArreprarusHo, 2033
MmeponeHem Jo 20 mg / kg moxe A2 ce NP0 KAaTO HHTPABEHOICH GOTYC 3 OKONO 5 MUHYTH.
Hajiuusn ca OrpaHHaeHH AZHEH 32 O¢30MaCHOCTTA, HOAKPETINIIM NPHIOKEHAE KAaT0 HHTPABEHOIHA
SomycHa HIDKEeKIHA Ha A03a oT 40 mg / kg npu geua.

3a yxa3aHHg OTHOCHO pasTBapAHE HA NCKAPCTBEHHA NPOAYKT NPEH GPHIOKEHHS BIDKTE TOUKA 6.6 0T
KXTI.

HecuBMecTHMOCTH

To3u nexapcTBeH NPOAYKT He TPAOBa 1a ce CMECBa ¢ APYTH NEKAPCTBEHH MPOAYKTH, ¢ HAKIIOUEHHE Ha
nocodeHuTe B Touka 6.6 ot KXI1.

Cheunanny npeana3Hyl MEPKN NP HIXBLPJAsIHE B pAdoTa

Hikexuus

3a urTparenossa Donyc uwkexkus MeponeHeM TpAGBa 4a Gbae PASTBOPEH ChC CTCPHIHA BOAQA 34
HHKCKLHH.

Hadyans

3a waTpaseno3Ha uHby3H nakoHuTe ¢ MeponeneM Tps6sa Aa 6naar pasTeopers aupextHo B 0,9%
HATPHEB XJI0pRA uaH 5% aekcTposa HHYIHOHEH PA3TBOP.

Beexu ¢naxo ¢ 3a eqHoKpaTHa ynotpeba.

Ipy npuUroTEAHETO M IPHIATAHETO HA Pa3TBOpa TPAOBA Aa Ce CTA3BAT CTAHJAPTHA ACENTHYHA
TEXHHUKA,

PasrsopsT Tpabaa fa ce paskiaTi npeau ynorpeba.

Hensnon3paHuaT MexapcTBCH NPOXYKT FUTH OTHAXbYHHUTE MATSPHAIH OT HErO TpAGBA A3 C¢ HIXBLPIIST
B CHOTBETCTBHE € MECTHHTE H3NCKBAHMUA.
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