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1. WME HA JEKAPCTBEHHSA MPOAYKT Y L S s

Jlesodurokcaunu Exodapu S00 mg dwnmupany tabneTku

Levofloxacin Ecopharm 500 mg film-coated tablets

2. KAYECTBEH H KOJHYECTBEH ChCTAB

Beaka tabnetka conspia 500 mg nesodnokcaunt (levofloxacin), karo NeBoIOKCAIIMA XEMHXHIPAT.

3a MBNHAA CITHCHK Ha MIOMOMIHHTE BeIIecTRa Bt Te Toaka 6.1,

3. JEKAPCTBEHA ®OPMA
Oummppana Tabaerka

KepemaneHo qepBeHH, MpogsIToBaTH, GHIMHPAHH TabNeTKH, FPABMPAHH C AEMHTENTHA YepTa OT ABETe
CTpanH, pasfesisina ,,8” u ,,3” ot eqHara cTpaHa.

Tabnerkara Moxe Oa OLe pazAenena Ha B PaBHU AO3H.

4. KJUHHHYHH JAHHH
4.1 TepanepTHYHRA NOKAIAHUA

JlerotTokcalmH e noka3aH NpH Bb3PaCTHH 3a JIedeHue Ha cleiHiTe HHGeK M (BX. ToUkn 4.4 1 5.1):
- OCTBP MHETOHEPHT U YCNOXKHEHH AHGEKIIHA HA NHKOYHATE MTHIA (BK. Touka 4.4);

- XpoHHHeR GakTepHANEH MIPOCTaTHT;

- HHXAMaHOHEH aHTpaKc: TIPodHIAKTHKE CAe] eKCHO3HINA H edenHe (BxX. Touka 4.4).

Tlpw crepvwre wadexumuw Nesodnokcaiis Exoapm 1pabsa na ce Wanon3ea ¢amo, KoTaTo ce CI4Ta 3a
HeToaxXoAama ynoTpefaTa Ha APYTH aHTHOAKTEPHATIHH CPEACTBA, KOMTO 00HYaiiHo ce NpenopbaBaT
3a feucHHe Ha Te3d HHQeKIHn;

- NHEBMOHHA, NpUA00HTa B 00mMECTBOTO;

- OCTBp DaKTepHaeH CHHYHT;

- ocCTpa exzanepbalid Ha XpoHHa odcTpykTusHa Genoapobna Honect, BiMOIWTENHO GPOHKYT;
- HEYCJIOKHEH RHCTHT (BXK. Touka 4.4);

- YCNOXKHEHH WHEKIINH HA KOKATE W MEKHTE ThKaHW.

JleBodiokcanmH MoXe CHIIO [a C& MAMOTEA 33 3AEbPIIBAHE HA Kypca Ha NICUCHHE MPH TMaLHCHTH,
NoKazand noqodperys NPH Ha4allHO NEYCHHE ¢ HHTPAaBEHO3EH NEBOQIOKCALHH.

TpaGea xa ce vMa NpeABHA OPHLIMATHOTO PEROBOJCTRO 33 TIOMXORNAIO H3MOI3BAHE Ha
aHTHOaKTEpHATHA CpeacTa.

4.2 Jio3HpoBKa H HAYHMH HA APHIOKEHHe

03HpOBka
Jlerodrokcaunn TalNeTKH ce NPIAraT BEOHLX WA IBA MeTH ZHeeHo. Jlo3HpOEKaTa 3apy
W TexecTTa Ha HHOEKUMATA H OT TyBCTBHTENHOCTTA Ha NpeAnoiaraeMus NAToreHeH e
JleBodokcamuH TabneTKA MOTAT CHIIO A Ce DPIUIATaT 32 3aBLPIIBAHE Ha Kypca Ha JifaghiRgfu
TALIEHTH, KOUTO Ca MoKa3an 1oLo6peHre NpH HaYamHO NeueHHE ¢ HHTPABEHO3EH IEPOS




TIopany GMOeKBMBATEHTHOCTTA Ha NapeHTepanHaTa 1 llepopaiHaTa hopMa, MOXe A2 ¢t npmTara
ChllaTa A03A. :

Morar na 6b1aT DaacHH CASIHKTE TIPSIIOPLKR 38 HOIMPaHe Ha AeBO(IIOKCALIMH:

03UPOBKA NPY NAYUEHMU C HOPMATHA Grbpeuna drvuxyua (kpeamununog xaupbrc > 50 ml/min)

Mokazanue Muepna g0308a cXeMa TpoaLKATEIHOCT HA
{cnoped mexcecmma) JedeHHeTo
{cnopeo mesxcecmma)
OcThp HakTepHaNeH CHHYHT 500 mg BeABX AHEBHO 10 - 14 nam
BakTepuanHo 00oCTpAte HA 500 mg BeARLXK JAHEBHO 7 - 10 nam
XPOHHIER OporXuT
TTHeBRMOHHA, IPHIOOWTA B 500 mg ek WITH IBA ITHTH 7-14 aan
ofuwecTROTO OHEBHO
Iuenonedput 500 mg BeHbK AHEBHO 7 - 10 gum
Ycnoxknenn uadek | Ha 500 mg ReHLXK AMECBHO 7 - 14 nuw
YpHHApHHS TPAKT
HeycnoxHen uHcTHT 250 mg BeaHbk AHEBHO 3 nEu
XpoHuueH HakTepuateH 500 mg BeTHBX THEBHO 28 anm
NpoCTaTHT
YenokneHH HAQEKUAY Ha 500 mg BemALK KWW IBA TLTH | 7 - 14 OHA
KoKaTa H MEKHTE ThKaHH JHEBHO
HiHxamaumoHeH aHTpakc 500 mg BeRHbLXK OHEBHO 8 cenMuIM
Hapyutena trobpeuna dyniyus (wpeamununog wrupwuc <30 ml/mi
Jlo3ona exema
250 mg/24 h 500 mg/24 h 500 mg/i2 h
KpeaTnHHHOB ITvpag doza: 250 mg | ITvpea doza: 500 mg | [Tvpea doza: 500 mg
KIHPLHC
50-20 ml/min Cred mosa: Cned mosa: Cned moesa:
125 mg/24 h 250 mg/24 h 250 mg/12 h
19-10 ml/min Creo mosa: Creo mosa: Chreo mosa:
125 mg/48 h 125 mg/24 h 125 mg/12h
<10 ml/min
{BRNIOIHTENHD Cned mosa: Cred mosa: Cned moea:
XeMoaHanH3a H 125 mg/48 h 125 mg/24 h 125 mg/12h
HANZY

'He ce Hanarat DTOMLIHHTENHH 103K cliel XeMoHajiuia Al HenpeKbCHaTa aMOynaTopHa
NepHToHeaNHa AHamisa (HATTT).

Hapyuwena uepnodpobna gryaxyus

He ce nanara kopeKUAA Ha 003aTa, Thif KaTo NeBoduIoKCALA He ce MCTafoNHIApPA B 3HAYHMA CTENIEH
OT 9epHHA Jpol H ce eKCKPETHPa OCHOBHO Ypea OubpelmTe.

Cmapuecka gw3pacm

He ce Hanara xopeKuws Ha JO3aTa NPH NalMeHTH B CTAPUECcKa BH3PACT, OCBEH ako He ChIIeCTBYBAT
JaHHH 33 HapyeHa 6u0peuna gynkumus (Bx. Touxa 4.4 , TeHAMHHT M pYHTYPH HA CYXOKHITHATA™ H
»Y Obiikasade Ha QT aHTepBana™).

Heduampuuna nonyaaipn

Jlepodhnokcaliud € npOTHBOMIOKA3AH [TPH HElla W FOHOWM (BXK. Touka 4.3).

Haunn Ha npunoxenus




Ila Ce MpHEMAT TIO BpeMe Ha XpaHeHe UtH MeXay xpaHeHusTa. JlesodiokcaumH TabeTkH TpaOBa 1a
Ce TIpUeMar TTOHE 1Ba Jaca Mpeld HIW CEN TPUNOKEANETO Ha JeNe3HH COMY, OWAKOBH CONH,
Marte3nii- WiH ATy MHHAH-ChIbPKANA AHTHALMIH MM JMIaHOZHY (CaMo KOMOUHAyUL HG QUOaHO3UH
¢ aryMuHUi- Wi MazHesuli-codvpacausu Oygepupau cpedemea), u cykpandgam, Thi Kato Moxe 1a
HaCTBITA HaManAeane Ha abcopbunsTa Ha nesoduiokcaws (Bk. Touka 4.5).

4.3 IlpoTHBOMOKAIaHAA

Aepodnoxcaunn tabreTkn ve TpsaGea 1a ce npunarar:

- APH CBPBLXYYBCTBHTETHOCT KBM aKTHBHOTO BELIECTBO, APYTH XHHONOHH, WIH KbM HIKOE OT
NOMOILIHWTE BEWECTRa, W30poeHn B Togka 6.1;

- MPH MAUMEHTH ¢ ETHIIETICHS;

- NPH NAUHEHTH C AHAMHE3A 33 HAPYLLCHHA Ha CyXOXUNMATA, CBBP3aHH C NPUIIOWEHHE Ha
Ty OPOXHHONOHHT;

- MpK Aeua u WHOITH;

- no BpeMe Ha OpeMeHHOCT;

- M0 BpeMe Ha KbpMeHe.

44 CoeuManHy npelynpekieHus W NPEANA3HE MEPKH NPk ynoTpeda

MHOTO 8€pOATHO € METHLIHIWH-PE3HCTEHTHH S. gureus 1a WMAT KOPEe3HCTEHTHOCT KBM

Ty OpOXHHONOHH, BKIIOTHTEIAO JesodTokcaliih. [Topaay ToBa NeBo(lIOKCAlMH He ¢e TIperopbaBa
33 IeYEHACTO AA M3BECTHH HIIH NOA03HPaHH uH(exmi ¢ MRSA, ocBeH ako 1abopaTOPHH pesyJTaTH
MOTBLPIAT YYBCTBHTENHOCT HA MUKPOOPraHA3IMa CTIpAMO JleBoIoKCamH (W NPemopLYBaHuTe
o6HKROBEHO aHTHOAKTEPHATHH CPEICTRA 33 Neverne Ha WHjlekimn ¢ MRSA ca cuerenn 3a
HEMOOXOMMOTH ).

Jlepodnokcauns Moxke Oa ce Mpuara 3a iedeHHWe Ha 0CTLp OakTepHaleH CHHYUT 1 o0OCTpAHE Ha
XPOHHIEH OPOHXHT, KOTAaTO Te3U HH(EKIHK Ca IPEBHIHO AHATHOCTHLHPAHH.

Pe3HCTEHNTHOCTTA CNPAMO GIYOPOXHHOMOHA HA E. coli — Hali-decTAS RaToreH, CERp3aH ¢ HHdeKLmn
Ha YPUHAPHHA TPAKT — BapHpa B Erponeiickus cuioz. [Mpegnucsannire Tpabea Aa B3eMaT NPeIBHI
JoKanHo MpeoblanasamiaTa pe3HCTEATHOCT ¢ipAMo duryopoxutonond npu E. Coli.

Haxanauuonen antpakc: [Tpuno&keHUETo PR XOpa c¢ OCHOBABa Ha KAWHH 3a TyBCTBATERAOCTTA in
vitro Ha Bacillus anthracis W na eKCepUMEHTAITH JaHHH MPH )KHBOTHH, 3ae[HO ¢ OrpaHHYEHH JaHHW
tpH xopa. Jlexysammre nekapu Tpabea Aa ce pedepHpar KEM HALHOHATHHTE W/HITH ME&XAyHapOIHH
KORCEHCYCHH JOKYMEHTH OTHOCHO NIE9EHHETO HA aHTpaKc.

Ynorpebara va eBoduokcaunH Tpabra 1a ce H3GATBa NPH MALHEHTH, KOWTO €8 HMaTH CEPHO3HA
HEXEIaHH PEAKUHH B MHHANIOTC NpH YToTpeda Ha MPOSYKTH, ChIBDXKAIIH XHHOTORH HITH
¢uTyopoxHHONOHY (B, Togka 4.8). JlevenneTo Ha Te3W MaUMeHTH ¢ TeBodOKCALMH TPAOBA [a ce
34110483 CAMO TIPH JTAIICA HA ANTEPHATHBHE BH3MOKHOCTH 34 NedeHUe W ClieT BHUMATETHA OUCHKA Ha
CHOTHOLICHHETO TI0T38/PACK (BXK. CBINO Touka 4.3),

Ilpodvroxcumenny, uneanuousUpAY 1 NOMEHYUATHO HEOODATMUMY CEPUOTHY HEXNCEAAHU IEKAPCMEEHY
peariun

Crobumaea ce 3a MAOTO PEIKH CITYSaH Ha NPOTLIAUTETHN (NMPOALIKABAITA MECEIH WK TOTAHY),
HHEATHAMIHPALIH H TIOTEHITHANHO HEOOPATHMH CepHOZHH HEeXEIIaHH NEKAPCTBEHH PLaKLIHH,
34CATAUIH Pa3THYHH, TICHAKOra MHOTO CHCTEMH B OPraHH3Ma (MyCKYJIHO-CKENETHA, HEPBHA CHCTEMA,
TICHXHKa H CETHBHH OpraHH) NpH NaUH¢HTH, NoTyYasallld XWHOJIOHH ¥ (TYOpOXMHONIOHH,

HE2aBHCHMO OT THXHATA BE3pACT W BeYe CHILECTBYRAIIHMTE prckosy dakTopy. JlerodrokcamH Tpiﬁl!a
1a ce cripe HezaGaBHO NP MEPBMTE NPA3HALE WIH CHMITTOMH Ha BCAKA CCPHO3HA HEXENS £a
Karo MaLMEHTHTE TpAOBa Aa ce MTOCHBETBAT ka Ce CBBpHAT ¢ TEXHHA IcKap, NpellHcal
33 ChBET,




Tendunum u pasceceane Hd CYXQXICKIYE

TengWHAT ¥ PAIKLEBAHE HA CYXOKWINE (O-CNTIMAITHO aXHIICCOBO CYXakHNHe, HO Oes Ia ce
OTpaHAYaBa CaMo 10 HEro), IOHAKOTA ABYCTPaHHO, MOKE [a C& [IONYYH Otic B paMKHTe Ha 48 daca ot
3AI09BAHE HA NEYCHHETO ¢ XAHOMOHH i (IIyOpOXMHOMNOHK, KaTo HMA CLOOIEHs 3a TAKHBA, PAa3BAITH
ce OpH JO HAKOJIKO Mecelia Ciel IpeKkpaTABaHe Ha feTeHHeTO. PHCKBT OT TCHIWHHT A Pa3KbeBaHe Ha
CYXOWWITHE Ce TIOBHINABA TIPH MO-Bb3PACTHH ITALIHEHTH, MTAUKREHTH ¢ 6L0peaHo yBpeAAaHe, NalHeHTH
€ TPaHCTUTAHTHPAH CONMACH OpTaH, MaHEHTH, MONYYaBAIIH AHEBHH 103K 1o 1000 mg
NeBoGIOKCALMH H TAKHEA, IEKYBAHH CLOBTCTBAILO ¢ KOPTHKOCTepoHAH. [1o Tazn MpHYHAA
ChILTCTRAWATA YHOTpeda Ha KopTHkecTepouau Tpsadpa na ce wabarTsa.

Ilpr MbpBHA IPH3HAK Ha TEHAMHKT (Hanp. DOMEIHEHO TOOYRAHE, BL3NANEHHE), IEIEHHETO C
nesodIokcallH TpAOBA 11a ce MPEKPaTH A Ja ce 0OMUCH anTepHaTHBHO JicdeHNe. JacerHarHaT(Te)
kpaiauk(uH) Tpadea aa 6vae(aT) nexkysan({H) Mo NOAXOMAA] HavYHH (Hanp. obe3nBIDKBaHE).

He TpabBa 13 ce M3M0N3BAT KOPTUKOCTEPOHIH, 8K0 CE MOARAT MPHIHALK HA TEHIHHOTIATHA.

Jabonseanun, cebpzanu ¢ Clostridium difficile

Hwapwa, ocofero ako e Tekka, NPOTLIKHTENHA WHIH KbpBaBa, N0 RpeMe HA WIW CTCHL ITEHEHHE C
AeBOGIOKCALMH (BRITIOYHTETHO HAKOJIKO CEIMUIM Ce TeYeHHETO), MOXKe 1a HBAC CHMIITOMATHIHA
3a sabonasane, cepp3ao ¢ Clostridium difficile (CDAD). CDAD moxe la BapHpa [0 TEXeCT oT litko
J0 XHBOTO3aCTpaIIasano, Haf-Texikara $opMa Ha KoeTo € TIceBaoMeMOpaHo3eH KOMHT {BXK. TOTKa
4.8). ETo 3amo ¢ BaxXHO Aa C& B3EME NPeABHA TA3H AHATHO3A NPH M3UHEHTH, KOWTO Pa3eABAT TekKa
OHapHA TI0 BpeMe Ha It cIe ededte ¢ NerodurokcaiH. AKO HMa CBMHEHHE HITH C€ NOTBBPAH
CDAD, nerotrokcauni TpaOBa 1a ce crpe He3a0aBHO ¥ BeqHAra A3 ce 3AN09HE NOMXOLAUIC TCUeHHAE,
JlekapCTBeHW NPOAYKTH, MOSTHCKALLYM MEPHCTANTHKATA €4 NPOTHBOIIOKAZAHH NPH Ta3H KIMHAYHE
CHTYyaIlHA.

layuenmu, npedpasnoloaceny keM npunadvyu
XuHONOHWTE MOTAT X3 CHIDKAT Ipara Ha MIPUNagbiy W MOTAT A NPEIN3BUKAT IPHTIATbK.

JleroGuToKCALMH ¢ NIPOTHBONOKA34H MPH NIALHEHTH C AHAMHE3A 34 eAIEHCHS (BXK. To9ka 4.3) W KakTo
TIPH ApYTHTE XHHONOHH, TPAGEa [1a ce MpIylara ¢ MOBHIIEHO BHHMAaHUE TIPH MTALHEHTEH,
OPERPA3NONOKEHH K6M NPHIIZIEIH WIH HA CRTBTCTRAILO jIedeHue ¢ AKTHEHH BellecTBa, KOHTO
CHMXABAT UepebpantiA mpar Ha NpHaabuM, kato Teodmany (Bx. Touka 4.5). B cry4aii ra
KOHBYNCHBHY HpHNadbUA {BX. ToWKa 4.8), TegeHneTo ¢ nepodiokcalm TpAGBa Ja cc mpekparH.

layuenmu ¢ depuyum na zmoxoio-6-docdam dexudpozenaza

TNauneHTH ¢ naTeHTeH WK H3ABH OedeKT Ha rMoko30-6-gochar neXuaporeHa3HATa aKTHBHOCT,
MOTaT A3 MPOABAT CKIOHHOCT KbM XEMONHTHIHHE peakliHi, KOTaTo ¢4 NeKyBRaHH ¢ XHHOJOHOBH
anTRGakTepHanHyl cpencrsa. [lopans Tosa, ako NeBodIOKCAIIMH Ce H3NON3Ra MPH TaKHEA MTAIIHEHTH,
Tpa0Ba 2 ce CNEN 32 EBEHTYANHA NOARBA HA XEMOIM3A.

Hayuenmu ¢ 6vbpeunu vepexcoanus

Twit kato repodIOKCAAA Ce EKCKPETHPA OCHOBHO Ype3 60peunTe, Ao3aTa Tpibsa 1a
6nae KOpHrHpaHa NpH NAUHEHTH ¢ OB0peTHO yEpexRaate (BK. ToIKa 4.2).

Peaxyuy wa capvxvyecmeumennocm

JleBodmokcarAH Moke 08 MPHYHHH CEPHOTHM, TIOTEHUMANHO daTanHH peakiifH Ha
CBPLXTYBCTBUTENHOCT (T.€. aHTHOEAEM e aHadWINaKTHUISH [OokK), TOAAKOTA MocneABAUIN HadanHaTa
Jo3a (px. Touka 4.8). TTaumenTire TpabBa Oa NpeXpaTAT TedeHHETO HE3abaBHO U AA ¢¢ CPBPXKAT ¢
TEXHHA JICKAP HITH ¢ Ikap OT CIelHaA HOMOII, KOWTO Aa WHHIHHPA TOAXOALIH CHCWHH ACHCTBHA.

Teoicxy KoNCHY Hecenany pearyu
TekKH KoXHK Hexenanu peaxumn (SCARS), BRIIOYBAIIA TOKCHAHA eMHAepMaTHa Hekpolaza (TEN:

H3BECTHA ollie KaTo cHHOpom Ha Lyell), cuamponm Ha Stevens Johnson (SJS) u nexapcrseHa peakipia ¢
eo3HHOGUANA U cicTeMRH cuMnToMH (DRESS), kouto Moke A3 ca ®UMBOTOACTPALIABAILM }
NeTaneH W3Xol, ce chobIaBaT BbB BpbKa ¢ ynoTpedara Ha neBodokcamuH (Bxk. To9k
NPCATHCBAHETO HA IEKAPCTBEHAA MPOXYKT NALACHTHTE TpAGBa a Gbhaatr uHGOpPMADS
OPU3IHALHTE H CHMIITOMHTE Ha TeXKH KO3HH peaklMy B Ja 6baAaT nabMofaBaHH C /




BHHMaHHE. AKO Ce MOABAT IIPHIHAIA W CHMIITOMM, TOKa3aTe/THH 33 TE3N PeaklMy, MPWIoKEHHeTo Ha
nerooKcatmH TpadRa HezabanAO Na ce NpeyCTaHOBK ¥ Aa C& OOMUCITH anTepAaTHBHO flevenke. AKo
TIALACHTET € Pa3BHIT CEpUO3Ha peakiHs, kato HanpuMep SIS, TEN wnw DRESS npu ynorpeGarta Ha
TepodTOKCAlHH, NEYEeRKe ¢ TEBOGIOKCAINH He TPAGBa Aa ce 3amo9sa OTHOBO MPH TO3H MALHCHT.

ﬂgcaﬂuxemuﬂ

KaxTo npu BCMYKH XHHONOHH, ¢a CHOOIABAHE HapyeHHs B KPHBHATA 3aXap, BKIHYBAWH KakTo
XHHOTAMKeMHA Taka H XHRepTAAKEMHA, oDHKHOBEHO NIpH NaiMeHTH ¢ IuabeT, NpueMann
CBIIBTCTBAULO JIEHEHHE C NEPOPATTHO XHNIOTIIMKEMWYHO CPEICTRO (HANp. rIHOSHENAMKU) MITH ©
wHCYTHH. Cro0iaBanu ca cTyqaH Ha XHTIONMKeMAdHa koma. Tpu manuenTs ¢ nnaber ce
MpeTiophYBa BHHMATENHO MPOCACAIBANE HA KPBBHATA 3aXap (B%&. Toyxa 4.8).

Ilpednazeane om gomouyecmeumeniocm

[Tp nepodrokcaumH e chobmarana GoToUyBCTEHTENHOCT (BXK. TOUka 4.8). TIpenopsuBa ce
MAUMEHTHTE 2 He C¢ M3NaraT HTHIDHO HA CHTHA CITEHYEBA CBETIIMHA BIM Ha u3kycreeim UV mpun
(Rartp. XBapuOBa NaMMa, CONAPUYM) TI0 BPEME Ha JleueHHeTo | 48 Yaca cnel IpekpaTABAHETO MY, C
1len Mpejnassane oT GOTOTYBCTBUTEITHOCT.

Hayuenmy, aexyeanu c sumamvun K aumazonucmu
Topans BLIMOkKHOTO NOBHIIABAHE HA KoarylauHonuTe Tectobe (PT/INR) w/nd KbpBEHS TIpH

TIALAEHTH, IEKYBAHH C NeBOGUIOKCALHE B KOMOHHAWHA ¢ BuTaMuH K aRrarorAcTy (Hanp. BapdapHH),
e HeoDXOIMMO TIpOCTiCAABAHE Ha KOATYNALHOHHKITE TECTOBE, KOTATG Te3H NekapCcTBa ca NPHITaTaHn
ENHOBpEMEHHO (BIDK TouKa 4.5).

Hewuxomuwnu pearcgun

Cro0maraHH ca MCHXOTHYHY PEaKLIHK IPH NIALNEHTH, IPHEMALIA XHHOIOHY, BKITIOIHTEITHO
nepofIOKCalUMH. B MHOTO PEIKH CYTaH ¢a MPOTPEcHpa 0 CYHUHAHH MHCIM |
CaMO03acTPamlaBalne NOBCASHRS, IONAKOTE CAMO CNe] eAHHIYRA 2033 NeBOphIOKCAlH (BXK. TOHKA
4.8). B cny4aif, Te MauMeHTbT pasBie TE3H PEakliHy, TPHEMET Ha AepodiokcalmnH Tpabea a ce
NpEKpaTH | Ja Ce IpeIMpHeMaT oIxXoasi Mepkd. [penopbyea ce noBHITeHo BHUMAHHE, aKO
TeBodIOKCALHH Ce MPHITArA NPH NCHXOTHIHK MALHCHTH HITH HPH NAUHEHTH C AHAMHE) 32
TICHXOTHYHO 3a00naBaHe.

Yovaxncagane na QT unmepeana

HeoGxonarMo e noBHIDEHO BHUMAHHE, KOTATO (IIYOPOXHHONOHH, BKIHOYHTETHO JehohAOKCalAH ce

TIPHITATAT MPH DALKHEHTH C H3BECTHH PHCKOBH daxTopH 3a yabirkasaHe Ha QT wHTepBana, kato

HanpuMep:

- CHHAPOM Ha BpojAcH yawexen QT vnTepsan;

- €[IHOBPEMEHHO TIPUIIOREHHE HA NEKAPCTBA, 32 KOMTO € HIBECTHO, Ye yAsmkapar QT uHTepsana
(nanp. knac [A u 1] agTHapHTMHIH, TPRLIMKNMIHE aHTHICTIPECAHTH, MAKPOIHAM,
AHTHTICHXOTHIINY;

- HEKOPHTHPaH SNEKTpoinTed AucOanaHe (Hanp. XHNOKATHEMUA, XHTIOMAarHe3neMus);

- cBpeTHO 3afondBane {Hamp. ChpAeYHa HeAOCTATHYHOCT, HHGAPKT Ha MHOKApHa,
Spanvkapans).

TauenTHTe B CTapdecka BB3pacT ¥ AEHUTE MOraT A2 6BAaT No-4yBCTEHTETHA CIOPAMO JIEKapceTBa,

yawmkasami QTe. Tlopamu Toea € HeoOXonHMO NOBMIIEHE BHUMAHKE, KOTATC TIPH Te3H TIOMYTaLMH

ce TpHNarat GTYOpOXWHONORH, BKITFOTHTENHO Nesodrokcatvm. (Bx. Toqxw 4.2 ayueamu ¢

cmapyecka svapacm, 4.5, 4.3 1 4.9).

Hosuen puck om anespuzma u JUcexauya Hg AOPMAMA U pe2ypeymAayl/ HedoCManbyiocnt Ha

ChpdesHyme KAany
EmieMHONOr9HATE NPOyYBaANs TIOKA3BaT IOBHINEH PHCK OT aHEBPH3MA H IHCEKAIHA AA A0PTaTa,
0COGEHO MIPH NALMEHTH B CTAPYECKA BB3PACT, KAKTO ¥ OT PeTyPruTalis Ha a0pTHATA B MHUTPATHAL:
Kjana cnea npuem Ha GnyopoxXuHOIOHH.

Coobmenn ca cnyqay Ha aHEBPH3MA W IHCEKAIUA HA R0PTATa, IOHAKOTA YCIOKHEHH,
Pa3KbCBAHE (BKIFTHTENIHO € JETANEH H3X0A) M PETyPruTaiHs/HeAOCTaTEAHOCT Ha HY
CHPACYHHTE KA TPH NAMeHTH, NpUeManii ¢IyopoXUHOIOHH (BX. Toqxa 4.8).



3atoBa (ITyOPOXHHONOHHUTE TPAGBA 13 ce UIIOI3BAT CaMo cel BHUMATEITHA OLeHKS Ha
CLOTHOWEHWETO FON3A/PHCK W CIEN PasrieskIane Ha JpYrv TCPANCRTHIHH Bb3MOKHOCTH PR
NaUHEHTH ¢ TONIOKHTENHA (aMITHa aHaMHE3a 33 AHSBPH3IMa HITW BpoAeHo 3abonsmane Ha
ChPOCHHUTE KItamy, WIH NPH NALHAeHTH, IHar HOCTANIAPARH ¢ TPEIIECTRANA AHEBPH3IMA W/ HITH
JIHceKauns Ha aopTaTa Wi 3afondsade Ha ChpIeYHWTE KNAIMH HITH [IPH HATWYMHE Ha APYTH PHCKOBH
daxTopu Wit 3aGoNABaHKA, NpeapasIoaraity

- KaKTO 33 aHeBPHIMa, TaKa W 3a AMCSKAlNA Ha A0pTaTa M 33 perypruTauda/HeOCTaTRHHGCT Ha
ChpREYHHTE KNalk (Hamp. HapylleHHs Ha ChCANHNTEIHATA ThKaH, Hanp. cCHATpoM Ha Marfan,
W crapom Ha Ehlers-Danlos, cunapom #a Turner, Gonect wa Behcet, xunepronms,
PEBMATOHIEH ApTPHT) WA JOTThIIHKTENHO

- TIpH AHCBPU3MA ¥ JHCEKALMA Ha a0opTaTa (Hanp. ChACBH HApYIMICHus, RATIP. apTEPHHT Ha
Takayasu, THTaHTOKIIETEUEH apTEPUNT, UK HIBECTHA 4TEPOCKIEP03a WITH CHHIIPOM Ha
Sjbgren), wru HOTBIRUTENHO

- TIPH PETYPrUTAUHA/HENOCTATBYHOCT Ha CHPISHHHTE KA (Hanp. wedexanoseH
EHAOKApPANT).

PucksT OT aHCBPH3MAE 1 AHCCKALTHA Ha aopTata H TAXHOTO pa3kbeBanHe MOXKE CHINO Oa Ce MOBHIIH NPH
MANACHTH, ICKYBAHH COHOBPEMEHHQ CbC CHCTEMHHE KOPTHKOCTCPOHIH,

B cnyyait na BHezanHa BOJKa B KOpEMa, rHBAHAA KO HIM Tbpla naumenture Tpadsa Aa 6uaar
NOCHBETBAHH JIA CE KOHCY/ITHPAT He3aBaBHO C NIEKap B CIEUIHO OTIEACHHE.

HNanuerture Tpabea Xa 6ba2T ROCLBSTEAHH Xa MOTHPCAT HezabapHo MEINIMHCKA TOMOII B Cydait Ha
0CTpa QHCMHEs, TIoABa Ha chplieOHeHe (MANNHTAMMA) MM PA3BATHE Ha OTOK Ha KOpeMa WITH A0JTHHTE
KpaifAnLH,

Hepughepua vesponamus

Cro0masa ce 3a cllyqalt Ha CER30pHA WM CER30MOTODHA TIONTMHEBPOTIATHS, BOJEIIH AO NapecTe3Hy,
XHTIOECTEIAA, IU3ECTEIHH WiTH CIA0OCT MPA NAUWEHTH, TPHEMAIIH XWHOIOHH H qUTYOpOXHHOIOHH.
TauneHTHTE, KOHYO NpHeMaT TcBodMOKCamHR, TPAGBa fa GbAAT NGCHBETBAHH 13 HAPOPMHIPAT CBOK
nexap, Npeld ia NpoAB/hkaT JICHCHAHETO, aK0 Ce TIOABAT CHMITTOMM Ha HERpOTIATHA, KaTo Bollka,
ycelate 3a napeHe, MpaBytkane, H3TPBiBAaHe MW cnaloct, 2a 1a ¢ NPeNoTRpaTH PasBHTHETC HA
MOTEHUHATHO HeoOpaTHMo 3adonsBane (BX.ToqKa 4.8).

Xenamobunuapyu napywenus
Cpo0LaBany ca ClyYad Ha YepHOAPOGHA HEKpO3a 10 (aTaiHa YepHOoIpoSHA HETOCTATHEYHOCT IPH

J1eBOQTOKCALMH, TIPEAHMHO TIPH NALMCHTH C TEXKH NOATEKAMH 3260RABAHHA, HANp. CENICHC (BK.
Touxa 4.8). [TaunenTnTe TpAGBa Na GLAAT ChBETBAHM J1a CNPAT NEUCHHETO W i CE CRBPXKAT C NeKapA
€H, 8K0 PasBUAT NPU3HAIM ¥ CHMITTOMH Ha 9epHonpobHo zabongsane kaTo aHOPEKCHH, K BJITEHHIA,
TLMHA YpuHa, ChpOek ANH Oonelnen Kopem.

Obocmpane Ha Muacmenus zpaguc

D1y OpOXHHONOHUTE, BKITHYHTEIHO NEBOGIOKCAMH, HMAT HEBPOMYCKYTHO BI0KMpamo AeficTeue H
MOraT Jia 060CTPAT MyckynHaTa c1abocT NMPH MAUMEHTH ¢ MHacTeR#A rpasHc. [locTMapkeTHHTOBH
CEPHO3ZHH HEXENARH NEKapCTBEHM PeakiMM, BKITIOUBAIH CMbLDT H HEOOXOIKMOCT OT MOXTbPYKAHE HA
JWIIAHETE, ¢4 CHOOMABANH TIPH QTYOPOXHHONOHH, H3TON3BANH IPH NALMEHTH C MAACTEHHA TPaBHL.
JlesodiokcaudH He ce NpenopbtBa NPV NAUHEHTH ¢ BHAMHEa 332 MHACTEHWA TPaBHC,

Jpumenny Hapyuwienus
Ako 3penneTo Gbae YBpEISHO HITH BL3HWKHAT HAKAKBY edeKTH BRpXy OUATE, HezabapHo Tpabea na ce
NpOBEAC KOHCYNTAlMA € OYEH CIeUHanMcT (Bx. Touku 4.7 1 4.8).

Cynepundexyun //

HpunoxenneTo Ha neodnokcalyH, 0coGSHO TIPOTLIKUTENHOTO, MOKE a J0Beze 10 C
Ha HeyBCTBHTEIHY MUKpoopranmMi. Tpabsa aa ce npegnpHeMaT NOTXOMRIIH MEDKH,
CyneprAEKHA Mo BPpEME Ha TepanusTa,




Hpomenu & nabopamoprume usciedsanus

TTpu nauWeHTR, NeKyBaHH ¢ TepodNIoKCayH, YCTaHOBABAHETO HA GIIHATH B YPHHATA MOXe J1a naje
{anomeo noNoKATEINK pesynTaTa. Moxe na e neofXoauMo Aa ce MOTBEPAH NONOKHTETHHA
Pe3yNTaT 3a ONMHMATH ¢ Mo-CelHpHYEH METO]L.

Jepodiokcaime Moxe [d NOTHCHE pacTexka Ha Mycobacterium tuberculosis Vi TOPAIM TOBA, MOKE 12
Jane HamuuBo OTPULIATENHH PE3YNTETH NPH GaxTepHONOTWIHATA AWArHo3a Ha TyDepkonosa.

4.5 B3anmozeiicTBHE C APYIH ieKApCTREHN NPOAYKTH | APYrH JopMu Ha B3aHMoaelicTaHE
EdexTn Ha mpyra nekapcTReHM npo W BBPXY NeBodIokca

Keaesnu cor,_YUHKOGH CORM, MAZREIUE- WK LTVMURRE-COOBDICAUIN QUIMUARNON, DUOAHOIUN
AGcopbImATa Ha NeBOGNOKCALIHH ¢ IHATHTENHO HaMAleHa, KOraTo Toll ce mpHiara

€XHOBRPEMEHHO ¢ KENE3HH CONH, MArHe3WH- WM ATYMUHHH-CBABPXAINH AKTHALHAW WK THAAHO3HH
fcamo opmu Ha Oudarnozun ¢ arymunul- Ut Mazresuti-cvovprcaufi Gydepupauiu cpedcmsa).
Harnexkna, we eOHOBpeMEHHOTO NPUACKEHAE Ha QITYOPOXHHONIOHY ¢ MYNTHBHTAMUHM, ChIbDKAMIH
LMHK, HaMaNABa TAXHaTa iepopanka abcopbuma. [penophusa ce NpoayxTUTE, CHABPkKANH
ABYBAaNCHTHH WA TPHBANTECHTHA KaTHOHH KaToO JKENE3HA CONH, THHKOBH COMH, HITH MBI'HCSHﬂ-, HITH
ANy MUHHH-CRIbPNAMM AHTHALHTH, HAH JUAIHOIUH (caMo Hopru Ha Qudauosum © wWIyMUuHU- win
Maznesuii-coovpacauiy Gvdhepupaugu cpedcmeal a Be ce TipHeMar fo 2 Yaca Ipein HITH

CITelX NPUN0XKEHNETO Ha NesodIokcaH (Bx. Touka 4.2). Kamumesute conm MMaT MUHAMATEH
edekT BLpXy nepopannara abcopOuus Ha TeBOQIOKCAIHH,

Cykpaapam

BronanwynocTTa Ha nepodUIoKCAlMH Ce HAMANABA FHATHTETHO, KOrATo CF TPHIara SAHOBPEMEHHO
CbC cykpandar. Ako nallheHTHTS TpA0Ba Aa NpHEMAaT H cykpandar, ¢ 1erofdi OKCAldH, Hali-nobpe e
Aa nipAeMat cykpandar 2 gaca cliex NpueM Ha NeRodoKcalmHH (BX. Touka 4.2),

Teogpunun, genbyen wru nodobHYU HeCHEPOUTHU HPOMUGOSS INATWNEIHE JERAPCIMED

He ca pabnronaBany hapMakoXHHETHYHH B3aMMOIEHCTBHA Ha NEBO(IOKCAIMH ¢ TeOPHARH B
KNMHAMHO Tpoy9eaHe. BLOpeky ToBa MOXe Aa HACTBITH M3pa3eHo TIOHKABAHE Ha lepeOpanHus npar
Ha IpANAABLA NPY €THOBPEMEHHO MPUIOKEHHE HA XHHONOHH ¢ TEODWTHH, HECTCPOHIHH
BPOTHBORBINATHTENIHN NEKapPCTB2 HM JAPYFH CPeNCcTBa, KOWTO CHIKABAT Npara Ha MPHNaTBLIH.,
KonneHTpatmsita Ha TeBodIokcamiH € okono 13% no-BHcoka B NIPUCLCTRHETO Ha henbyden,
OTKOAKOTO TIpH CAMOCTOATENTHOTO MY TIPHIOXEHHRE,

IIpobeneyuo u yumemudun
TTpobeHeuma ¥ IMMETHAHE HMAT CTATHCTHIECKH 3HAYMM cEexT BLPXY ENHMHHAPAHETO Ha

nesoguiokcatyi. BLOPeRRAT KNMPLHC Ha NEBOPNOKCALMH C¢ HAMATABA 0T LIAMETHANH (24%) 0
npobereuma (34%). ToBa ce cry9yea THil KAaTO [BETE JIEKAPCTRA C4 B ChCTOSHHE Aa Onokupat
GbOpedHaTa TyOymHa cekpenms Ha nesoduiokcaunn. Bunpeky ToBa 1pH H3NHTBAHHTE N03H B
NIPOYYBAHETO, MAKO BEPOATHO € CTATHCTHIECKH 3HAMHMUTE KIHETHYHY PaziEKky 4a ¢a OT KITHHAYHA
3HATHMOCT.

HeolxoauMo ¢ NoBHIIEHO BHUMAHHAE TIPH HOBPEMEHHO TIPHIOKEHNe Ha NeBoduiokcanus ¢
JlekapcTha, 3acarani Gulpeunara TyGynHa cexpeuws kato npoOeRetn B UMMETRIWA, ocobeHo MpH
naukeRTH ¢ Gpbpednn yBpeknaHus.

2122261 un@og.uaywz

Knnuaum dapMakonoriyAn MpoyUBaHUA TOKA3BaT, Y (hapMakOKMHeTHKATA Ha AeBOGIOKCAUHH He €
3ACerHata B KTHRHIHO IHATHMA CTENEH, ROTraTo IEBONOKCAHA ce NPHAAra 3acIHO Che CNelHHTe
NEKApCTsa: KaMUHeB KaphoHaT, ANTOKCHH, TTMGEHKIaMHI, PAHHTHIWH.

CKTH EBOIIOKC A X JICKAPCTBEHW MPOAYKTH

Q UKAOCROPUH




TTony>XMBOTBT Ha HUKIOCTIOPHH ce MOBHINABa ¢ 33%, KOTaTo ce NpHiara ¢ TeBogUIOKCALIWH.

Bumguun K anmazonucmu

Crolinasaii ca NIOBHINCHH CTOMHOCTH TIPH KOaryaalHoHRy Tectobe (PT/INR) H/HiH KspBeHe, KOETO
Mo#e na bl TeKKO, IPH MAHEHTH IeKYBaHH ¢ NIeBOGIOKcallMH B koMOunatms ¢ suTamud K
auTaronucT (Hanp. papdapus). [Nopasy ToBa KoarynalHOHAKWTE TecToBe TpAGBa aa 6baaT
MpOCNSAABAHH NPH NAUHEHTH, TeKyBaHH ¢ BUTaMus K aHTaroHdcTH (ix Touka 4.4).

Hexapemeg, younocasauu QT unmepaana

JlerofnokcallH, kaxTo OpyruTe XHHONOHH, TpAGBA 1a Oble NpUNaran ¢ MoBHILEHe BHAMAaHHE TIpH
NALMHEHTH, TPHCMAMH NEKAPCTBA, 38 KOUTO € U3BECTHO, 4¢ yobikasar QT unTepeana (Ranp. kmac A
A [I] anTRapHTMULH, TPHUMKIHIHE AHTHIENPECaHTH, MAKPOTHIH, ARTHTICHXOTHIM) (BIDK Touka 4.4
Yowvaxcagane na QT unmepeana).

Hpyza cviecmeena ungopmaus

B npoyysane 3a papMakoKkHHETHYBH B3aHMO1eHCTBHS, NeBodIOKCALMH He 3acaTa
thapMakokHHETHKATa Ha TeodwTHH (koiiTo € Tectos cyBerpar 3a CYP1A2), koeto noka3sa, ue
nesodnokcaimi He ¢ CYP1A2 unxubuTop.

pyTH dopMA Ha BIAUMOAEHCTBHA

Xpana
Hsama kmiHHYAO 3HATAMO B3aUMonelicTBHe ¢ XpaHa. 3arosa nepoduioKcalMH MoXe fa Ce TIpHiara
HE3aRHCHMO OT TIPHEMA Ha XpaHa.

4.6 @epTRIATET, GPEMEHHOCT H KhPMEHE

BpeMennocT

Hma orpaHIMeHn 1aHHA 3a ynoTpedaTa Ha aepoduiokcamin npu GpeMeHan xeru. [lpoydBanusTa NpH
XHUBOTHW HE TIOKasBaT NHPEKTHH HIH UHINPEKTHH YBPEXKAALM ePeKTH ¢ OrTIeA Ha penpoXyKTHBHA
TOKCHAHOCT (B, To4ka 5.3).

BbIpekwu Toba, Mopajy MIICaTa HA IAHHY TIPH Xopa H NIopagH TOBA, 9¢ eKCIEPMMEHTANHHTE TaHHH
TIPEANONAraT PUCK OT YBPEXKIaHe HA HOCCIHTE TEKECTTA XPYIIATH Ha PACTAIIMS OpFaHH3EM OT
ryopoxuHonouwTe, NeBodokcaliH He TpaGBa Na ce NpHnara mpu GpeMenHHH xeHH (BK. Towka 4.3 #
5.3).

Kxpmene

Jlepodnokcanyd e TPOTHROMOKA3AH MPH JKEHH, KOHTO KbpMsT. HAMa KocTaThaHO HAGOpManMs 3a
€KCKPELMATa HA NeBOQIOKCALMH B KbPMaTa, BEOPEKH Y€ OCTAHATHTE (IyOpOXKHONOHHM Ce
€KCKpeTHpaT B kbpMaTa. [lopanw nvicara Ha JTaHHH NPH Xopa H NOpaay TOBa, We eKCIIEPAMEHTaTHUTC
JAaHHH NPeANnQNaraT pHCK OT YBPEKNIaHe Ha HOCEMIHTE TERECTTA XPYIIAIH Ha PacTAMHSA OPTaHH3BM
OT QuryopoXHHONOHNTE, nepodnoKcalm TabneTx#H He TpAGRa 13 C& NpHIara NpH X5PMaTky (BXK.
Toukw 4.3 W 5.3).

D UTET

JleBohnokcallvy He MPETM3BHKBA YBpekJIaHE Ha (epTHIHTETA UITH PENPOXYKTHBHHTE CIIOCOOHOCTH
TPA MIBXOBE.

4.7 EdexTn Bupxy cnocobHocTTa 32 todipane | padoTa ¢ MAMARH

Hikon Hexenann nekapcTBeHH peakumuy (Hamp. 3amaiiBane/BepTHTO, CHLHIMBOCT, 3PHTEITHH

CMYLIeHHA) MOTAT Ja HAPYIIAT CNIOCOOHOCTTA HA MAlMEHTHTE Ja CE KOHLISHTPAPAT H A3 pearnpar,

ROpazH KOETC & BE3MOKHO [1a BLIHHKHE ONMACHGCT B CHTYALIHH, MPH KOUTO TE3M cocoOHOCTH -~

ocodeHa BakHOCT (Hanp. modupane win pafoTa ¢ MALMIHHK).

4.8 HexenaHu JeKapPCTBEHH PeAKIIH




MNpencrasenaTa No-gomy HHOPMALIHA Ce OCHOBABA HA AAHHN OT KIKHWIHK NIPOydBaRus MPHA oBede
oT 8 300 naumeHTH, KaKTo W NMPOALINKATENEH NOCTMAPKETHHTOR OTTHT.

HexenannTe peakonn ca MOAPEAEAH N0 9€CTOTA, KAaTO HAaH-UYECTHTE Ca MyPBA, CTIOPEN CNIERHATA

KOHBEHIIVA:

MHOTO [ecTH (>1/10);

"gecTH {(>1/100 mo <1/10);
HedectH (>1/1000 mo <1/100);
penky (=1/10000 go <1/1000);
MHoTO peaxrH (<1/10000) exmoguTeNHo OTACIHK CHLOOUICHUS,
C HEM3BECTHA WECTOTa: OT HAMUYHKTE IaHHH HE MOMKe 1a ObJle RaflpaBeHa OLEHKA

B paMkHTe Ha BCAKO MPYTHPAHE TIO MecTOTa, HeKeNaHHTe PEaKiHE ¢a IPEICTAREHH B HHIXOIAI PR
M0 OTHOIUEHHE HA TAXHATA CEPHOIHOCT.

Cucremo- Yecern Hewectn Peaxn C HeR3BecTHa
opramen knac | (Z1/100 o 1/1000 oo (=1/10000 10 yecToTa
<1/10) <1/100) <1/1 000) (o7 HATHIHHTE
JAHAH He MOXe 53
0Lae HANPABRERA
OHEHKR)
Hudexmm n IR
apasnTos3n HHQCKHHN,
BKJIFOTHTETHO
HHOEKIHH ¢
KaH/IWLa;
Tarorenna
PE3HCTEHTHOCT
Hapymenas ua Jesxomenns, TpomOoTHTOTIEHRS; MaymutoneHAs;
KPbBTA H Eozmnodumsa | HeyTponenus ArpaHyTouMTO3a;
naMpmaTa XeMonHTHYHA
cucTema aHeMus
Hapyuienus va | AHTHOEIEM; ARadunakTHieH
HMYHHATA CBpLXTYBCTBHTEITHOCT | IIOK?;
cucTeMa {BK. Touka 4.4) AHatHIakToHECH
mox® (px. Touka 4.4)
Hapymenns na CuAgpoM Ha
CHIOKPHHHATA HeaJeKBaTHA CEKPELHA
cHcTemMa Ha AHTHIHYpETHYEH
xopmoH (SIADH)
Hapymwenns na AHoOpekcHy XulorTHKeMus, XunepraaKeMas;
meTabonuiMa u ocobeHo mpH XunormikeMHTHa
XpaHEeHETO TAUREHTH ¢ AraleT KOMa
{BK. To9Ka 4.4) (8%, Touxad.4)
Tewxwanm Belchhue TperoxHoCT; TecuxoTiuAn peakumi
HapymicHus" Cocroanve Ha | (Hamp. ¢
o0 bpraHoCT; XallFoUHMHALNM,
Hepsrocr napatod);
Jenpecus;

B13byaa;




ApkH cuANINA;
Konmapu

AITH
OfINT 32
camoyowiicTeo
(mx. Touka 4.4)

Hapymenns #a | Pnagobonwe; | CHHAMBOCT, Kousyncns (px.ToukH | Ilepujpepna

HEepBHATA 3aMafgHoCT TpeMop; 43 udd), CEH30pHA

cHcteMa' Jucreysus INapecre3na HeBponaTHs (BX.
Touka 4.4);
MMepudepua
CeH3OpHa
MOTOpHA HEBPOMATHA
{mk. TouKa 4.4);
IMapocmua,
BKJIIOYHTEAHO
AHOCMMH;
Jlucknnesns;
ExcrpamipaMHIHA
HAPYUICHHA;
Areysus;
Canxor;
HobpokauecTeHa
BBTpEHEPEHA
XHIEPTOHHS

Hapyiuenus na 3pHTeNHH CMYUICHHA Tpexodua saryGa Ha

oaure’ KATO 3aMBTIIEHD 3peHne (BXK. ToIKa

spenue (k. Toaka4.4) | 4 4)

Hapymiernns Ha CeetosepTexk | THHHTYC 3ary6a Ha ciyXa;

Yx0TO H Hapymen cryx

nabupuATa’

Crpaeunun TaxHxapraus, BerTpHKYIapHa

Hapymenns™ IasmHTams TAXMKAPIOWA, KOATO
MOXe 12 JoBele 10
CBpIEUYEH apecT;
Bentpuxynapra
apaT™MHA ¥ torsade de
pointes (crobmaBaHy
MPEXAMHO TIPH
ManyeHTH C PHCKOBH
dakroph za
YEBTKABAHE
Ha QT );
Ymemxen QT 8
eJIEKTpOKapAHOrpaMa
(k. ToukH 4.4 1 4.9)

CuioBn Camo 3a ¥y XUMoToHAs

Hapymenus™ dopma:

Predur

PecrmapaTopnu, Jucnaes BpoAxocnaism;

TPBAHA H AReprider

METHACTHHAHH ITHEBMOHUT

HapYIICHHS

CromamHo- Jwapus; AbDoMuHanHa

APEBHH Iloppbitane; | Goirka,

HapyIICHHA Tamene Jducrencoa;

draTynedipis;




Koncrunattnsa

Oble noxasaTenHa 3a

SHTEPOKOITHT,
BKJTYHTETHO
niceBoMeMOpaHo3cH
KONHT (BXk.Toukat.4);
ITaHkpeaTHT
Xenato- TloBuineHn Morwwen Kronreunua v TEXEO
OGHIMApHK gepHOApoGHH | OHNHUPYOHH B qepronpobHo
HApYTIeHHA SHIUMH KpBbBTA YBpekaaHe,
(ALT/AST, BKJTHOYMTEIHO
asTkanHa cryyad Ha daTamia
docparasa, ocTpa gepHoapobHa
GGT) HENOCTATHLYHOCT,
TIPS HMHO TIpH
TIANHEHTH C TEXKH
NofIekay
3abonABaHKA (BXK.
Touka 4.4);
Xenmarur
HapymeHus va O6pwus; JlekapcTBeHa peakuna | ToxcHTHA
KOKaTa i Copbex; C cO3MHOPHITIR U emHepmManya
TIOOKOMHATA Yprukaps; CHCTEMHH CHMITOMH | HEKPOITH34;
TbKaH ° Xunepxuaposa | (DRESS) (Bk. touka | CuHapoM Ha
4 4); Duxcupaua Stevens-Johnson;
nexapersena epymma | EpureMa
MyrTadopMe;
Peakmyd na
(OTOUYBCTEHTETHOCT
(BX. TOuKa 4.4);
JleBkomHTORTacTEH
BACKYJHT;
CromarHr
Hapymenns Ha Aprpanris; CyxOmHITHH Pabroxuomsa;
MYCKYITHO- Muanras HapyIIeHns Pynirypa Ha
CKeJleTHATa (B, Toukn 4.3 n 4.4), | cyxoxunie (Hanp.ua
CHCTEMA H BKITHOUHTEIIHO aXMIECOBOTO
CheIHHHUTENHATA TeHIWHHWT {HaMp. HA CYXOXKHTHE) (BK.
ThEAH' AXUTECOBOTO Touxu 4.3 1 4.4);
CYXOXKHITHE); Pynrypa Ha
MyckynHa cnadocr, JHTaMENT;
KOATO MOXe J1a e oT MycKkynHa pymrypa;
0c0DEHO 3HAUCHHE Aprpur
TIPW MALHEHTH C
MHWAaCTeHHAA TPaBHC
(Bx. Touka 4.4)
Hapymerus Ha TosrmicH Octpa 6wbpetna
b6vOpelmTe U KpreaTHHHH B HENOCTaTBYHOCT
MHKOYHHTE KpBLBTa (wanp. mopain
THTHLIA HHTEPCTHIHANICH
HepHT)
O6oTH Cang 3a iv Acrenns Tupekcus
HapylIends H dopua:
etexTh Ha Peakmmn Ha
MACTOTO Ha MACTOTO HA
MpHIIORKEHHE” uHyIws

(Gonka,




3a9epBiBane)

* aHaHUIAKTHYHK U aHAGUTAKTOMOHH PEAKIMK MOHAKOTa MOTAT 1a PLIHMKHAT JOPH CNej mMbpBaTa
oo3za.
® KOKHO-TIMTABHYHM PEaKiMH NOHAKOTE MOTAT 1a BE3HHKHAT JOPH CNie[l TLPBATA A034.

*Crobilaga ce 3a MHOTO PelIKH CITYdaH Ha TPOABIKUTEIAH (10 MECELH HITH TORKHHAH ),
WHBAMHIHIHPAIY U NIOTEeHUHaTHO HeoOpaTHMH CEpPHOIHH JICKAPCTRSHH PeAKIHH, SACATRINH HAKONKO,
TIOHAKOT2 MHOTO CUCTEMO-OPTaHHH KIACOBE 1 CETHBA (BKJIIOUHTENHO PEdKUHH KaTo TEHAHHHT,
Pa3KBCRAHE Ha CyXoKHITHE, ApTPUITRA, Dolka B xpalfHHIITe, HApyIeHHe Ha NOX0NKATa, HEBPOTIATHH,
CHBP3aHH ¢ NApeCcTe3wH, IeNPecHi, YMOpa, HapyIlleHHe Ha TAMETTA, HapyIIeHHs Ha ChHA H
YBpexIaHe Ha CyXa, 3PeHAETO, BKyca H 0DOHAHMETO) BBB BPb3Ka ¢ yMoTpebaTta Ha XHHONOHH H
GITYOPOXHHONOHA, B HAKOW CTyYaH, HE3aBRCUMO OT Beqe CHINECTBYRALIKTE PACKORH HakTopH (BX.
Touka 4.4),

** TlpH matMeATHTe, pHeMamy (ITyopOXHHOMOHH, ¢a ChOOIIEHH CTyHan Ha aHeBPH3Ma H THCEKALHAA
Ha aopTaTa, OHAKOra YCIOKHEHH TOpaiH pazkbeBaHe (BRIMOMITENHO ¢ ASTANEH H3X0I) K
perypruTaums/HefoCTaThUROCT HA HAKOH OT ChpIeTHUTE KIIaNu (BX. Touka 4.4).

Jpyry HejkenaHu peakiny, CELD3aHH ¢ NPHNOKEHHETO Ha OXHHOJIOHH BKJIFOHBAT:
p3a p
- ApHCTEIH Ha nopdpHs TpH matHeHTH ¢ nopbHpus.

Crobianane Ha noJo3rpaHH HeXCENaHH PeakIHH

ChofIaBaHeTo Ha TIOXO3MPAHH HEkeNaHH PeaKLWi ClieA paspellaBate 3a ynoTpeda Ha NeKaApCTBEHAA
TIPOAYKT € Ba¥Ho. TOBa MO3BONABA [a MPOILIKE HAOMIONSHHETO Ha CHLOTHOMISHAETO TION3A/PHCK 32
JieKapCTBeHHA MpoAykT. OT MeIHIMHCKHTE CHEHATHCTH Ce M3ACKBA Ja chobulaBat Beaka
NoZ03Mpana HEXeNaHa peakupa dpes UamnuiTenna areHlMs 1o lekapersara yi. .Jamas Tpyes” Ne
8, 1303 Codun, Tex.: +35 928903417, yeBeaiiT: www.bda.bg

4.9 Ilpexosupane

Crnopell TOKCHKOMOTHIHHTE NPOYIBaHN [IPH XHBOTHY KW KIWAMYAQ-(DAPMAKOTOrHIHHTE
MPOYYBAHHA, MPOBESAEHH CHC CYTIPATEPANICBTHYHH 103U, Hali-BajkHUTE NPH3HALH, KOHTO TPAGRA Oa ce
09aKBaT el OCTpO MpeAO3APAHE HA TeBo(noKcaudH TAOMETKH ca CHMIITOMH OT CTpaHa Ha
UeHTpaTHaTa HEPBHA CHCTEMA, KaTo 00bPKAHOCT, 3aMadHOCT, HAPYIIEHO Ch3HAHKE H KOHBYJICHBHH
MpUNaIbUH, yibTkasaHe Ha QT waTepBana, KakTo ¥ CTOMANIHO-9PEBHH peakiHH KaTo raeHe u
JIUraBUIHHU CPOIHH.

Edrextnn Bbpxy [THC, Brirousami chCToAHKE Ha 00BPKAHOCT, KOHBYJICHH, XaIIOIMHANMA ¥ TPEMOD ca
HaOIoAaBaHH TIpH IOCTMaPKETHHTOBHA OTIHT.

B cny4aii Ha Npego3npare, Tpa0Ba ma ce MPUNOKH CHMITOMATHIHO HedeHne. TpaGsa na ce
apeanpreme EKT” MmoryTopRpane, nopaly BEIMOXHOCTTA 3a yIbmxkasane Ha QT wuTepsana. Morat
Ia ObOaT npHIaraHy aHTWALAZIH 33 Tipelfia3BaHe Ha CTOMAIHATA JMraBALa. XeMoXHaIH3a,
BKITHYUTENHO NepHToHeanHa nHami3a U HATL]] He ca edexTHBHH 2a OTCTpAHABAHS HA
nesodnokcal ot opranmsMa. He chiiecteyea cnellupuder asTRAOT.

5. ©APMAKOJOIrHYHH CBOHCTBA

5.1 @apmMakoJHHAMUHNW c80HCTBA

dapmakoTepaneBTHYHA TPyIa: aHTHOAKTepHATHE XHHONOHH, $:TyYOpOXHHOIORH
ATC xon: JOIMA12

JlesodnokcallH € CHHTETHYHO ARTUOAKTEPHANIHO CPEACTRO OT Kiac IyopoOXHHONOHM H €
SHAHTHOMEPST HA PAlEMHYHOTO AXTHBHO BEMECTBO ONOKCALIHH.

Mexanuzwy Ha deticmeue
Karo ¢ayopoxnHOA0HOBO aHTHOAKTE PHATHO CpeiCTRO, NTeBodokcalMH geficTsa BB



JHK-JTHK rupasza u Tonomsomepasa V.
Bpvaxg Qapuokoxunemuka/ apaakodungmura

Crenenra Ha HakTepraliia akTHBHOCT Ha JIeBOGIOKCALKH 3ABHCH OT ChOTHOMIEHHETO MEXKIY
MaKCHManHaTa KOHUeHTpaHs B cepyma (C max) wim mnomra nox kpreara (AUC) i MuHAMaTHaTa
wAxHOupama koxuerTpanus (MIC).

Mexanuzey na pesycmenmuocm

PesHCTeHTHOCT KbM NIeBOgIOKCALMH ce ipHaoGuea Ypes noeTareH Npolec Ha MYTALUMKE B TapreTHUTE
MccTa W Ha apete TonousoMepast THN [T, JIHK rwpaza u tonowzoMepasa IV, Jpyru MexaHwsma Ha
PE3UCTEHTHOCT KaTo OapAcpH Ha NpolyCcKITMBOCTTA (decTo npu Pseudomonas aeruginosa) n
MEXaHH3MH 33 eAyKc, MOraT ChIo Ja MOBIHAAT Ha TyBCTBHTETHOCTTA CIIPAMO JIEROGAOKCANMH.
HaGnronaba ce KpbeTocana pe3ACTEHTHOCT MEXTY NEBOGIOKCALHH H APYTH QIyOPOXHHONOHH.
HMopany mexaAuamMa Ha JeHCTBHE, KaTO UANO AAME KPLCTOCAHA PEINCTEHTHOCT MEXKITY
neBoTOKCAUNH U ApYTHTE KITacOBe aHTHOAKTEpHATTHH CPEICTRA.

I panunnu cmotinocmu

Tpenoprknte Ha EUCAST 3a rpasmuniTe croifrocTw Ha MIC 1a nesodumokcausd, pasgenam
9YBCTBHTENHHUTE OT HHTEPMEANCPHO YYBCTBHTEITHHTE MHKPOOPTraHM3MK M HHTEPMEIHEPHO
YYBCTBHTEHHTE OT Pe3ACTEHTHHTE MUKPOOPraHWIMH, ¢a NPeCTaBeHu Nio-JoNny B TabanmaTa 3a
tecrpaHe Ha MIC (mg/l).

Knvuwiraau MIC rpannanu crofinoctn Ha EUCAST 3a nepodiokcaiwn (Bepeua 2.0, 2012-01-01):

Ilavoren YUyBcTEHTEIEH PezucTeHATeH
Enterobacteriacae =<1 mg/| >2 mg/l
Pseudomonas spp. <l mg/l >2 mg/l
Acinetobacter spp. =<1 mg/l >2 mg/l
Staphylococcus spp. <l mg/l >2 mg/
S. pneumoniae ' <2 mg/l >2 mg/l
Streptococeus A, B, C, G <! mg/l >2 mg/l
H. influenzae ** <lmg/l_ >1 mg/l
M. catarrhalis ? <1 mg/l >1 mp/l
Bvnoso Hecsbp3anw rparvAE | <! mg/l >2 mg/l
croitrocTr’

1. TpaHAHTE CTORHOCTH 32 TEROMNOKCALMH CE OTHACAT A0 TEPAnA ¢ BHCOKa B03a.

2. Pe3ucTeHTAOCT IpH HHCKH HABA Ha dayopoxkHononk (mmpodmokcauns MIC 0.12-0.5 mg/l)
MOXE A3 HACTBIH, HO HAMA JOKA3ATENCTBO, He Task Pe3UCTEHTHOCT ¢ OT KIAHHYHO 3HaYeHHe IIPH
HrideRIHH Ha pecHpaTopaud TpakT ¢ H. influenzae.

3. Mamose ¢ MIC crofiHoCTA HaA FpaHHYHHTE CTORHOCTH 32 4yBCTBHTEIHOCT €4 MHOTO PEIKH HAW
He ca cbobmaBany Bce ome. TecToBeTe 33 HASHTHYHOCT U AHTUMWKpPODHA TYBCTBHTENHOCT HA BCEKH
TaKbb H30NAT TPAORA JIa €€ NOBTOPAT, W KO PE3YIITATET CE MOTELPIM, H30IATLT Tpabsa a ce
H3npatH o pedeperTHA naboparopu. JIokaTo HIMa JOKA3ATENCTBO OTHOCHO KIIMHHYAUA OTTOBOP
3a MoTEbpAcHKE HionaTd ¢ MIC Hax HACTOANDITE MPAHAHHN CTOWHOCTH 33 PE3HCTEHTHOCT, T TPADBA
Ja ce cboOmaBaT KaTo PealCTERTHH.

4. T'paHMYHHUTE CTOIHOCTH ca MPHIOKUMH 3a iepopania Ac3a oT 500 mg x 1 ;o 500 mg x 2 m
WHTpaBEHO3HA A03a 0T 500 mg X 1 a0 500 mg x 2.

IMpeoGnanasamara pe3HCTEHTHOCT MOKe Ja BApupa feorpackH H BbB BPEMETC 33 OTIpEASNeHH
BH10BE, MOPAIH KOETO € XENATENHO A4 CE ThPCH HHGOPMALIAS 34 JIOKA/IHATA PE3HCTEHTHOCT, 0COGEHO
HPH JIe9eHUe Ha TexKH HHbekHu. [Ipn acobXomumMocT, TpAGEa Aa ¢ THPCH EKCTIEpTHA KOHCYITa

IIPH HAKOHM BHACBE WHPEKLUMH, € TIOA BLIIPOC.

O0HIafiH0 YYBCYBUTEIHH BHAOBE




Aepobfinu I pam-nopoxcumeniu baxmepuu
Bacillus anthracis

Staphylococcus aureus METHIHITHH-TyBC TBHTETHH
Staphyiococcus saprophyticus

Streptococci, group C and G

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

Aepobny 'pam-ompuyamennu baxmepun
Eikenella corrodens

Haemophilus influenzae
Haemophitus para-influenzae
Klebsiella oxytoca
Moraxeila catarrhalis
Pasrenrella multocida
Proteus vulgaris

Providencia rettgeri

Anaepobuu baxmepuu
Pepfosireptococcus

Hpyau

Chlamydophila pneumoniae
Chlamydophila psittaci
Chlamydia trachomatis
Legionella pneumophila
Mycoplasma pneumoniae
Mycoplasma hominis
Ureaplasma urealyticum

Bngoe, Npu KonTo ApRAGHRTATA PeINCTERTHOCT MOXKE 34 Cf DEa¥ke NpoGaem

Aepobru I'pav-noroxcumennu baxmepuy

Enterococcus faecalis
Staphylococcus aureus MeTHIIMH-PE3HCTEHTHR"
Koarynasa neratuses Staphylococcus spp

Aepobuu Npav-ompuameniy 6grmepiu
Acinetobacter bawmannii

Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Morganella morganii
Proteus mirabilis
Providencia stuartii
Pseudomonas aeruginosa
Serratia marcescens

Anaepobru baxmepuu
Baciterpides frogilis

Hac.negcrneno De3IHCTEHTHH M{AMOBE




Aepobuu I pam-noroxcumeniu baxmepuu

| Enterococcus faecium
*MHOT0 € BEpOSTHO METHUMAHH-PEINCTEHTHH S. aureus 1a UMaT KOPE3UCTEHTHOCT KbM
bIyopOXHHONOHR, BITHYHTENHD NeBORI0KCAIEHH.

5.2 dapmMakoKAHETHIRH CBOACTEBA

AScopBrnd
Hepopanvo npHnokeHus TepodnokcausH ce abcopGupa 6530 H NOITH HATLITHO K TOCTHIA TTHK HA
TUTA3MEHATA KOHIEHTpauma 1o |-2 gaca cien npueM. ABcontoTHara GuonamirgHoct € 99 - 100%,

XpaHara #Ma cab edekT BLpXY abcopbuusata Ha 1eBOAOKCAIIRH,

Ycl0BHA HA CTALHOHAPHO CHLCTOAHME C& JOCTHTAT A0 48 uaca clien cxema Ha npunarane 500 mg
BSIHEX HITH IBA IThTH JHEBHO,

Paznpenenense
{TpuGmsaTenao 30 - 40% oT TeRoAOKCALNH Ce CBLPIBAT CHC CEPYMHHTE TPOTEHHH.

Cpentuat obeM Ha pasnpefiencHEE Ha JeBodnokcauny e mpubnusurenno 100 | cnex eaHokpatHa |
MHOTOKpaTHH A03¢ oT 500 mg, ¥ MoKa3Ba IHPOKO pasnpeleneHue B TENECHUTE ThKAHH.

YlpouvkBaHe B THKAHHTE W TENECHHTE TeYHOCTH

JlesodnokcauHH npoRukea B GpOHXHANRATA IHFaBHNA, ETTHTENHATA NOKPHBHA TeYHOCT,
aneeojiapaiTe Makpodary, SenonpobHaTa TEKaH, Ko&ara (TEYHOCTTa B MEXYPHTE), ThKaHTa Ha
npocTatara u ypuaaTa. Jlepodstokcaime ofade nMa He3HAYTHTETHO TPOHKKBAHE B MPpLOHavHO-
MO3BIHATA TEHUHOCT.

buotpancdopm

JleodnokcatmH ce MeTabonu3Mpa B MHOTO MAJTKa CTETIEH KAaTO MeTabONINTHTE Ca JeIMeTH)I-
neBodokcalMH v fesodokcati N-okcua. Tean MeTaGomTH npencTaBnaBaT <5% oT A03aTa H ce
eKCKPETHPAT B ypuHAaTa. JIeBoIOKCAUHH € CTepeoXHMHTHO CTAbHIEH A He MPeThpiiBa XHpanHa
MHBEPCHA.

Ermuu HE

Cnex nepopaiHo B HHTPaBEHO3HO IPWIOKEHHE Ha JIeBOQIOKCALIVH, TOH C¢ eNHMHHNPa OTHOCHTEITHO
baBHo oT mnasmara (ty; : 6 - 8 h). Excrpermara e npeanamHo apes 6u6penirre (>85% oT npunoxeHara
ao3a).

Cpenanust npashaen o6m Tenecen KAHPHHC Ha NeBOQIIOKCAIIVH clie]] eIWHHYGHa 03a oT 500 mg e
175 £29.2 ml/min

Hsama roneMu pasinuKH BbB hapMaKOKMHETHKATA Ha AeBodNOKCaLHH ¢l WHTPABEHO3HO K

NepOoPaTHe NPHAOKEHNE, KOCTO NMPEANONAra B3aHM03aMEHIEMOCT Ha IIEPOPATHEA ¥ HHTPABEHO3IHHA
IIBbT.

JluHeiHOCT
TieBodokcauns nputekasa niuHelina dapMaKoKMHETHKA B gManasoH ot 50 ao 1 000 mg.

Qnemganﬂu oMy Al

Hayuenmu ¢ 6vbpeuna nedocmamuvunocm
PapMakOKHHETHKaTA Ha TeBOPAOKCALUNH Ce 3acATa Npyu 6L0peuno yepeknate. [Tpn HaMandeate Ha
6n6pemnata dpynkuma, G0pedHOTO ENHMHAWPAHE W KINPLHC HaMATABaT, eNMHMHAALMOHHIS
MOMYKHBOT CE YALIIKAEA, KAKTO € TOKa3aHo B Tabanuarta no-aomay:
DapMakoxuteTHKA Mpu HuOpeuHa HEZOCTATHIHOCT CIE]l €IMHWTHA TIEPOPaNHA [103a oT




Cl.r [ml/min] <20 20-49 50-80

Clg [mU/min] 13 26 57
t.[h] 35 27 9

Hayuenmu 8 cmapyecka evspacm
Hama 3ra4HTeNHA pa3nike BbE GapMaKOKHHETHRATAE Ha eBOMIIOKCALME TP MITAAH NALIHCHTH H
NalHEHTH B CTapyecka BL3pacT, OCBEH TE3H CBLP2aHH ¢ pa3iIHKH B KPEaTHHUHOBHA KIIHPLHC.

Honoau pazruu

Oraennu aHan¥3H NPK MBXKE A EHH NMOKA3BaT MATKH A0 FPAHHYHH TIONOBH Pa3iiHKH BB
thapMakokHHEeTHKATa Ha JieBodaokcann. HaMa DanH) Te3 NONoBY PazHKK Aa Ca OT KITHHWIHO
3HadeHKE.

53 TipeaxknuAH4HY JaHHH 33 GezonacHoCT

HexannwanKTe TalkM He nokaseaT ocobeH pACK 3a Xopa Ha 0a3aTa HAa KOHBEHLWOHANHHTE
hapMakoJIOTHIHM TIPOYYBAHHSA 33 TOKCHYHOCT Ha €THHYYHA 1032 M OPH MHOTOKPaTHO TpHAaraKe,
KapUHHOTEHEH NOTEHUHAN, PENPONYKTHBHA TOKCHYHOCT M TOKCHYHOCT 3a Pa3BHTHETO.

JlesothiiokcalHH He MpeNu3BHKBa HAPYIIEHHE Ha PEPTUINTETA HIlK PENpoLyKTHBAATA CllocoBHOCT
TIpY TUTBXOBE ¥ HETOBHUAT SAKHCTBEH eheKT BbPXY TUTOAA € 3a5aBeHO Ch3pABAHE BLICACTRHE HA
TOKCHYHOCT ITpH Maifkara.

Jleo(hrokcaiH He UHIYIMPA TeHHH MYTAlWU & GaKTepHANHA KIETKH WIH KNeTkd Ha Go3aifHAuH, HO
HHIYIUHpa XpoMo3oMAH abepauun B GenoapoSHH KIETKK OT KATARCKH XaMcTep in vifro. Te3H edekTH
MOXE Aa ce QbLMKAT Ha HHxubupanero Ha TononzoMepasa 11, fn vivo TecToBe (MWKpOHYKITEapHHA,
Pa3sMAHA HA CeCTPHACKH XPOMATHIW, HEMpeaBHAeH cuires Ha JIHK, NOMUHAHTHW NETaNHKW TECTORE)
HeE MOKa3baT HHKAKbhB FEHOTOKCHYEH MTOTCHIIHAT.

Tpoy4sarus TpA MUILKM NOKA3BAT, te IeBOGNOKCALHH HMa GOTOTOKCHYHA AXKTHBHOCT CaMo TIpH
MHOTO BHCOKH 1031, HCBO@HOKBBI.IHH HE NMOKa3Ba HUKAKBB NrEeHOTOKCHYEH TIOTEHHAN NpH TECTa 34
boToMyTareHHOCT M HAMaNABA TYMODHOTO PAZBHTHE HPH NPOYyYBaHe 32 (OTOKAHLIEPOTEHHOCT.

KaxTo npa npyrute ¢nyopoxHHOTOHH, NeBodnokcaliMi Moka3ea eeKTH BBPXY XPYLIATHTE
(ornereane 1 oGpazyBaHe HA KyXHHH) TIpH NTEX0BE W kyuera. Tesn Haxo KK ca No-H3pPa3enwn py
MITaJIH KHBOTHH.

6. DAPMAUNEBTHYHH NTAHHH
6.1 CnuchK H3 NOMOMIHA BellleCTBA

Chpuepuya va TalneTkara;
Xvmpomenosa (3 cps)
MuxpokpHicTanna nenynosa,
Kpocniopugon (Tvn-B)
Marne3ues creapat

OUIMOBO MOKPHTHE:
Xunpomestoza 2910 (6 cps)
Maxkporon 400

Tomcopbart 80

Turanos guokcun (E171)
Henezes oxcup, gepeen (E172)
HKenezen okcf, ¥uiT {E172)




6.2 HechbBMECTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHOCT

3 TOOHHH

6.4 CneuHaXHH YCJIOBHS HA CEXpPaHeHHe

Jla ce cbXpaHsBa B OpHTHHANIHATA OHaKOBKa, 34 Ja ¢e Ipelina3n OT CBETIIHHA,
6.5 BuiH ChALPAKAHAE HA ONAKOBKATA

Al/PVC Gnuctepu

OnakoBkn ¢ 5 Tabnerku (1 GnHcrep no 5 Tabnetku), 7 Tabnerxd (1 6anctep no 7 Tabnerkm) win 10
TabseTkn (2 6mucTepa Mo 5 TabieTkW) B KapTroHeHa Ky THSL.

He scyuki BujloBe 0OMakoBKK MOTAT Ja OBAaT MyCHATH Ha a3apa.

6.6 CnennaiAN NpeANa3HH MePKHA NPR H3XBLPALHE W padoTa

Hama cnemanial M3HCKBAHAA.

7. TIPHTEXATEI HA PASPEUIEHUETO 3A YTIOTPEBA

EKOGAPM TPVITAJ]

ym. Arafac Jlykos Ne29, er. 3

1407 Codwmist, Buirapus

Ten.: (02) 906 90 70

dake: (02) 906 90 71

8. HOMEP(A) HA PABPELIEHHETO 3A YIIOTPEBA

Per. Ne 20140367

9. JATA HA IThPBO PA3ZPEIUABAHE/MOAHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Hara ra mpBo paspewasane: 03 aekemspu 2014

Harta Ha nociaegHo noanosaBaKe: 20 aexemspu 2019

10. JATA HA AKTYANIHIUPAHE HA TEKCTA

1072020




