KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA




1. HUME HA JJEKAPCTBEHHUA ITPOAYKT
I'EHTAMMUMIIMH JIC 40 mg/ml uHxkekiiMoHeH pa3TBop
GENTAMICIN DS 40 mg/ml solution for injection

2. KAUYUECTBEH A KOJIMYECTBEH ChCTAB

] m] pasTBOp CHOBpKA KATO aKTHBHO BewlecTBO 40 mg reHramuumHoB cyndar (Gentamicin sulphate
Eur. Ph.).

[ToMolUHY BelecTBAa ¢ M3BECTHO JlelicTBMe: MeTHn  mapaxuapokcubenzoar (E218), npomun
nmapaxuapokcudbenzoat (E216), ratpuer Metabucyndur (E223) u ap.
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4.1. TepaneBTHYHH NOKAZAHUSA

lentamurua AC 40 mg/ml MHXeKLHOHEH Pa3TBOP € NOKa3aH IIPH BB3PacTHU, HOBOPOJIEHH, KbpMayera,
Jela W [OHOLIH 33 KPaTKOTpaiHO JleHeHHe Ha CepHO3HM HHQEKIHH, TIPHYUHEHH OT YYBCTBHTEJIIHH KBM
reHtamulUMH Gr (-) mukpooprannsmu: Escherichia coli, Proteus spp. (indole positive and indole negative),
Pseudomonas aeruginosa, Kiebsiella- Enterobacter- Serratia spp., Citrobacter spp., Providencia spp. v
HAKOH UYBCTBHTEIIHH (Gt (+) MUKPOOPTAHU3MH.

-Texku cHCTEMHM HH(peKIMU: GakTepraiHa CENMTHUEMHA (BKIICUHTECIHO HCOHATAJICH CCIICHC H OakTepHaJIHH
EHAOKAPAWTH ), EPUTOHUTH, HHDEKIUA IPH HMYHOCYIIPECHPAaHH NMALMEHTH, NALMEHTH ¢ TYMOPH, MAUHEHTH
C MH(pEKUHH [IPU U3rapiaue;

~YCnoKHEHH M peuuauBHpAIH HHQCKLMH HA OTHCGIMTENHATa CUCTEMA — YPETPHTH, LHCTHTH, NHE/IMTH,
[IUCTOIMENUTH, MTHEIOHEDPUTH, HHPEKIIHH, BCIACACTBYUEC HepoIuTHA3a, IPOCTATHTH, BKJI. TOHOKOKOBH. I1pu
IBPBOHAYAIHO PB3HHKHAIIH M HEeyCIOXKHEHH WHOEKIMM Ha MUKOYHATA CUCTEMAa IEHTAMHLIMH Ce Ipujara
eMHCTBEHO, KOTaTO MPUYUHUTE/IAT HE € YYBCTBUTEIEH KbM AHTHOUOTHIIM C NO-HUCKA HE(DPOTOKCHYHOCT,
-Texxku HHPEKINAN Ha AUXATENHUTE ITBTHLLA: TEKKH NMHEBMOHWH HMIIH MHEBMOHHA ¢ JIOKa3aH IPUYHHUTEN,
ek3anepOauma Ha MYKOBHCIIH/103a, OPOHXHEKTa3UM Y THOEH XPOHHYEH OPOHXUT, IUIEBpaiEH eMNHEM;
-Uudekuyn Ha IIeHTPATHATA HEPBHA CHCTeMa (BKIIIOYHTEIIHO MEHHHIHT, MEHHHTOEHLC(ATTHTH);

-URdekunH Ha YHIH-HOC-CHPIIO, MAcTounurH, ofitis media ¥ cHHY3HTH, ocobGeno mpuuauMHeHd oT Gr (-)
Oaktepuu (BKIL. Pseudomonas spp.);

-Mudekumny Ha NOJIOBKHTE OPraHM, BKJ1. aAHEKCUTH, FOHOped, POCTATUTH, CTHAWIHMHTH;

-Uudek1MH Ha KOPEMHUTE opraHd (MHGEKIMY HA XITbYHUTE IBTHIIA — XOIaHTUTH, XOJICLIUCTHTH, EMITHEMA
Ha SKITbYHUS MEXYp, NEPUTOHMT, WHTpaaOKoMHHaleH alclec); YCJOXKHEHH KOPEMHH HWHOMCKUUH — B
KOMOHMHaLIKA ¢ METPOHHUAA30] WIH KIHHAAMHULHWH;

-UHdekunn Ha KOXKa U MEKH ThKaHH — MHQEKTUPAHH paHH, adCLECH, LIETYIIHTH,

-Audeknym Ha KOCTH U CTaBH — OCTEOMUEITUTH, CENMTHYHH apPTPHTH;

-bpyuenosa; ¢enunosa (Oonect Ha KOTCLIKOTO OApackBaHe); IpPaHYIOMa WHIBUMHANE, .. JUCTEPHO3a;
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4.2. /M03HPOBKA H HAYHH HA NPHJIOKEHHE

Losuposka

Hayuenmu ¢ nopmanna 6vbpeuna GyHkuus

Bw3pacmnu
IIpenopbyBaHaTa JHEBHA 1034 NPH BB3PacTHHA ¢ HOpManHa OwOpeuHa ¢dhyHKIUs e 3-6 mg/kg TenecHo Terno

Ha JEH, NMPHJIOKEHA eTHOKPATHO (3a IIpeAOYUTaHe) UK pa3aesieHa Ha 2 JO3H.

[eouampuuna nonynayus
[IpenopbuBaHaTa AHEBHA N03a IPH deya ¥ oxHowy ¢ HopManHa 0BpOpeuna ¢QyHKuMA e 3-6 mg/kg TenecHo
TETJIO Ha JieH, TIPHIIOKEHA ¢IHOKPaTHO (33 MPEANOYHTAaHES) UM pa3ienieHa Ha 2 T03H.

JIHeBHaTA 1033 NMpH kbpMauema Cled TbpPBUA Mecel] oT xHBoTa € 4,5-7,5 mg/kg TenecHo Terno Ha IeH,
IIPHIIOZKEHA €THOKPATHO (3a NMpeAloYUTaHe) WM pas3je/icHa Ha 2 JO3U.

JlHeBHaTta n03a npu Hogopodenu ¢ 4-7 mg/kg TenecHo terno Ha ged. llopaau yABTAKCHOTO BpeMe Ha
eJIHMUHALIMOHHNA [TONY>KHBOT TPH HOBOPOAEHHTE, HeoOX0IUMAaTa JHEBHA 1034 C& [IPHJIara €AHOKPaTHO.

Ilayuenmu ¢ cmapuecka 6v3pach - THPBOHAYAIHO ce OlleHABA (yHKIUATa Ha ObOpewute. [Ipn Hapymena
¢yHKUMA BUXK A03UPOBKATA MIPH HapylleHa OBOpeuHa (pyHKIHUA.

Hayuenmuy ¢ napviena 6vbpeuna GyHKYUS
IIpu napyirenwe Ha OnOpeunara QYHKIMS, NMpernopbUBaHaTa JHEBHA /1032 TpA0Ba Aa ObJEe HaMacHA U
npHcnocodeHa kbm OnOpeunara GyHKUMS,
- He ce npenoprpyra ¢qHOKPATHO MpUiaraHe Ha AHEBHATA A034.
- Heobxonumo e 6nOpeuHaTa PpyHKUMA na OpAc MOHWUTOPHpaHa M Ja C¢ TIPHUIOXKM a/ICKBaTHA /1033 B
3aBUCHMOCT OT ChCTOIHHETO H.
- Jo3upoBkata ce onpelens B CBOTBETCTBUHE CBC CTOMHOCTMTE Ha KPCAaTHHUHOBHUA KIHPBHC H

CEPYMHOTO HHBO Ha KpEATHHHHA.

HpHﬂO)KEHﬂTﬂ TH6HHIJ,& JaBa OPHCHTHPOBLYHH AaHHH 33 JO3HpPOBKaTa Had rC¢HTAMHUHWH, B 3daBHCHMOCT OT

TErJI0TO HA OOMHHA U OT CTeneHTa Ha ObOpeiHaTa HEAOCTATHLYHOCT.
Tabnuuara ce uznon3yea MpH HEBb3MOKHOCT Ja CE OHNPEAC/IM HUBOTO Ha | eHTaMHITAHA B CepyMa.

| Terno Ha Hoza Ha KpeaTHHUHOB Cepymen Ypea B YecroTa Ha
OOMTHMS ["eHTAaMULIMH KJIMPBHC KpeaTHHUH KpPBLETA MPHUIAraHETO
(ml/min) (mg %) (mg %)

Han 60 kg 2 ml Hang 70 1,4 36 Ha 8 u.
(80 mg) 35-70 1,4-1,9 36-59 12"
24-34 2,0-2,8 60-79 18"
16-23 2,9-3,7 30-99 24"
10-15 3,8-5.3 100-149 36"
5-9 5,4-7,2 150-200 48"
60 kg unu 1,5 ml KaTo KaTo KaTO KATO
MO-MaTKO (60 mg) rope rope rope rope

[TpH BB3pacTHM MALMEHTH Ha XeMOOMAAH3a ce nperopbuBar xo3v ot | jgo 1,7 mg/kg, npu npeua

npenopwyBaHaTa 103a ¢ 2 mg/kg ciej BCIKa XeMoHanusa.

Yeprnodpobua HeoocmampyHoCcH!

He ce H3MCKBa KOPEKUMS HA MTPENOPHYBAHATA I03UPOBKA.

CEBBET 33 MOHUTOPUPAHE




[Ipernoprura ce npocnemBaHe HA CepyMHHTE KOHICHTPAaUMH HA MEHTAMMLIMH, OCODEHO NPH NAUMEHTH B
CTapyYeCKa Bb3PacT, HOBOPOASHH M TIpH NIAUMEHTH ¢ HapylleHa OpOpedHa ¢ynkuusa. [Ipobute ce B3MMAT B
Kpasd Ha N030BHA WHTepBad. IIpH npunaraHe Ha reHTAMUIMH ABA TBTH JHEBHO, IIIA3MEHATA KOHUECHTPALIHS
He TpsOBa Jla HagBMIIaea 2 pg/ml, a tpu eAHOKpaTHO npunarase — | pg/ml Npemd BCAKO Creapalio
MPHITOKEHHE.

HauuvH Ha NpUITOKEHUE. UHMPAMYCKYAHO, UHIPABEHO3NO.

MunuByayanHuTe OHEBHU JO3HM 3a TEHTAMHIMH ca C©OHAKBU MPU UHMPAMYCKYAHO U UHMPABEHO3HO
NPUITOKEHHE.

IpenopbyYBaHUTE THEBHH J03H CE€ OTHACAT CaMO 3a UHINPAMYCKVAHO U UHIMPABEHO3HO TIPAIIOKEHHE.
Humpaserno3no ¢e npuiara camo B CIydau, 4e € HeBLIMOKHEO HHMPAMYCKYIHO BEBEKAANE.

Humpasenozno npuiarave Ha reHTaMHIIAH C€ TIPENMOpbYBa NpH OaKTepHalHa CENTHUHMMHA HIH IIOK, MpH
MAalHEHTH ChC 3aCTOHHA ChPACYHA HEAOCTATHYHOCT, XE€MAaTONOTHYHH HApYIUCHHA, TCKKH H3rapsHus, NpH
MaluyeHTH ¢ peayLUpala MyCKYyIIHa Maca.

Korato ce npunara unmpagero3no, NpenopeiBaHaTa no3a tpadBsa aa ce BbBexa 0aBHO, B IIPONL/LKCHHE Ha
He MO-MAJIKO OT 3 MHHYTH JIUPEKTHO BbB BEHATA. bbp30TO, AMPEKTHO BBBEKAAHE YBC/IHYABA NbPEOHAYATHO
PHCKA OT MOCTUTAHE HA NIOTEHIIHAIHO BUCOKH HEBPOTOKCHYHH JIO3H.

[puzomesne na uH@y3uOHHUA pAZMEOP

HNHPY3MOHHUAT pasTBOP C€ MPUIoTBA, KATO €QHOKpaTHata a03a ce paspexna B Ao 100 ml crepunen
duzronoruyeH pasteop 0,9 % unn apyr ceBMecTUM pazpenutel (5 % nexcrposa). MHGY3uaTa npoasmkasa
He noBeve oT 20 MUHYTH.

CpenHa NpOab/UKHATENHOCT Ha JieueHdueTo: 7-10 aHM npyu MHTPAMYCKYJIHO TIPHJIOXKCHHE U 5-7 AHH INPH
WHTPABCHOZHO NPUIOKEHHE.

TepaneBTHYHUAT eeKT NMPU YYBCTBHTEITHH MHKPOOPraHU3MHU C¢ NPOABABA 24 no 48 4yaca OT HavYaANOTO HA
MpUIGKEHUeTo. B cryvail, e B pamkure Ha 3 10 5 OHM HAME TEPANEBTHYHA CPEKTHBHOCT € HEOOXOAHMO
NICYEHHETO Aa ce npexkpatd. IIpy HAIM4UMETO HA CENTHYHHM OrHHINA, H3HCKBALIH XUPYPrHYEH APEHAX HITH
[PH PE3HCTEHTHOCT HAa MUKPOPOTAaHH3MHUTE € Bb3MOXKHO HH(EKLIMATA Jla HE Ce MOBHIIE.

B cnyuait va HeoOX0aUMOCT TepanmuaTa Aa NpoaAb/KU noeeue oT 10 qud (fIpH TPYAHO NOBIHUABALLK CC HIH
YCIOKHEHU MHGEKLIMKE) C€ MpelieHABa CHOTHOLIEHHETO 10J13a/pHCK.

JleuenueTo cien 10-us Aen npoawpKasa NPH NIpocnenaBaHe Ha CEPYMHNTE KOHLUEHTPAaUWK Ha T€HTaAMHIMY,
6uOpeuHaTa GyHKIMA H GYHKUMMTE HA CITYXOBHA U BecTHOYJIapHHA anapar.

4.3. IlporuBomoxkazaHHus

- CBpBXYYBCTBMTEJIHOCT KbM AKTHBHOTO BEHIECTBO WJIH KBbM JIPYTM aMHHOTJWKO3HIM (CBIUECTBYBA
KPBCTOCAHA CBPBXYYBCTBUTENHOCT KBM AHTHOMOTULMTE OT TO3H KIAac), HAM KBbM HAKOE OT MNOMOLIHUTE
BSIUECTRA HA NpOAYKTa, W30poeHKn B T, 6.1

- MuacreHns rpaBuc;

- Texxka OBOpeyHa HEDOCTATHEYHOCT.

4.4, Cnenda/Hn OpeIyHpeRIcHAs H NPeANAZHH MEPKH NPH ynorpeda

l'[opaﬂﬂ [IOTEHUWANTHA OMNMACHOCT OT TOKCHYHH peakliH CC [IpCropbiBa MNPHIGKCHUCTO Ha TCHTAMHIIHH Ja CC

U3BBPIIBA TIO NIPLKO JICKAPCKO HAOMOAeHHE.,
[penu samousaHe Ha JedyeHHero TpaGpa Ja ce HanpaBu ckapH@UKauMoHHa npoda 3a YYBCTBUTEIHOCT.
['eHTaMHIIMH He ce Mpuiara, ako aHTUOHOrpaMara Mokazea, ue NMPHYHHHUTEIUTE HE Ca UYBCTBHTEIHH KBM

Hero.
3a f1a ¢e n3berHe MoABaTa HA HEKENAHU CHOMTHS, Ce MPeropbYBA NPONBIKUTEIHO MOHHTOPHPAHE. (HPEI{H no
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BPEME H ClIe/l JIeYeHUe ¢ FCHTaMHMUKH) Ha OBOpeuHaTta ¢yHkums (KIHPBHC Ha KpeaTHHUHA . CapyyR
KOHLCHTPALKs), KOHTPON Ha (JYHKLUMUTS Ha KOXJIEapHHs M BecTHOYJIapHHA arapar, K&}KIQ;'H Hacﬂe,r@ﬂ
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PHCKBLT OT TogBaTa HA OTOTOKCHYHOCT W HEe(pPOTOKCHYHOCT € CRBP3aH C npnema Ha no-BHCQKH,,,
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¢baxkTopH, KOMTO MOraT Aa MOBHMINAT pPUCKAa OT TokcHueH edekrt. llpenopbyea ce MakCHMalHaTa CEPyMHA
KOHUEHTPAUWS HA TCHTAMRUKMHA N3 He Hageuimasa 10 pg /ml, mopany pycK OT OTO - H HEBPOTOKCHYHOCT. 11pH
NpUIATAHE HA FEHTAMULMH JBA IIBTH JHEBHO, IUIa3MEHATa KOHLIEHTpalua He TpsOBa Ja Hagsuwaea 2 pg/ml,
a NpH €IHOKpaTHO Npunarade — 1 pg/ml equH dac mpeaM Beako caenBaiio npunoxenue. llpn vanuaue na
N0Ka3aTeNCTBa 38 HEQPOTOKCHYHOCT M OTOTOKCHYHOCT (IIYM B YIUMTE, I1aBOOOJIHE, CBETOBBLPTEXK, rajgHe,
NOBPBILAHE) Ce HaJlara KOPeKIUa Ha A03aTa WK NPEKbCBaHEe HA JICYCHHUETO ¢ FeHTAMHIIHH,

[Ipy nauMeHTH ¢ HApPYIIEHUS Ha KOXJICApHUSA M BecTHOYJIapHUS anapar, NMpHNaraHeTo Ha MeHTaMHLHH He ce
MpenopbyBa WIK Ce NpMJIara ¢ NOBULIEHO BHHMAHHE.

[Ipy mauuMeHTH B cTap4yecka BB3pacT M HEOOXONUMMOCT OT MpWJIaraHe Ha TeHTaMHIIWH, 3a [10-rosiima
CHUTYPHOCT MpPEARAPHTEIHO ce oLeHABa ObOpedraTa GyHKUMA U ce OIIPERE/IAT CTONHOCTHTE HA KpeaTHHUHA.

[Ipy HOBOPOAEHH M HEAOCEHH [Ield €TMMHHALMOHHHAT IONYKUBOT HA TCHTAMHIIMH C€ YIABJDKARa, IOpanu
HE3PANOCT Ha ObOpeLUTE, KOETO Hanara CTPMKTHO H BHUMAaTeHO 03HpaHe.

MoOHHMTOpHpPaHe Ha TIa3MEHUTE KOHUCHTPAUMK HA FEHTAMMIMH ce NIPEoPLYBa H ITPH NAUKMEHTH, CTPatally
OT MYKOBHCLIM03a H o0e3uTac.,

Tpabea aa ce npueMatr JOCTATHUHO TEUHOCTH M0 BPEME HA JICHEHHE ¢ FTEHTAMHLIHH.

XapakTepHUAT 3a aMHHOMIAKO3MAWTE Kypape-noaobed edekt MOXe Ja JoBeJe JO MHOpeNaKcalus, nopany
KOoeTo TeHTAaMHLHH TpsAOBa Ja ce Ha3HauyaBa ¢ IIOBUIICHO BHUMAHME IIPH I[IALHEHTH, CTPaJalld oT
MapKHHCOHHM3BM MM JIPYTH 3a00JIABaHUSA, XapakTepusHpally ce ¢ MYCKyJIHa cmabocT. [la ce B3eMe mon
BHHMaHHe, 4e Npea- U CA¢HOoNepaTHBHO IpuilaraHe Ha TeHTaMULWH, ocobeHo B Mo-roeMa nosa, MOXKS Ja
34CHJIM M YAB/DKH HEPBHOMYCKYJAHHS ONIOK M AuxaTenHara NapajM3a Ha MUOPETAKCHPALH NPOAYKTH KaTo
CYKUHHUIIXONMMH W TyOOoKypapuH. B TakbB caydail 3a npeogoJisiBAaHETO WM Ce TIpHIaraTt IPOAYKTH,
ChHABPAKAIUH KAJIIHCBH COJIH

PUCKBT OT OTOTOKCHUHOCT ce yBellMuYaBa IIPH CBCTOSHKME Ha DaKTepHEMHA M TPECKA, KAKTO H IIPH NALEHTH
aHacer.

EAHOBpEMEHHO ¢ TeHTAMMUMHA Aa HE ¢¢ TIPHJIAraT APYrH OTOTOKCHYHHM/HE(PPOTOKCUYHH NPOAYKTH KATO
AMHHOIIHKO3HAHHA aHTHOMOTHLM (KaHAMHULIHUH, CTPENTOMHIHH, HEOMHULIMH), MNOMUMUKCHH-B, KOJIMCTHH
(MONUMHKCHH-B), nedanopuIuH, MOIUHHA JHYPETMLM - €TAKPHHOBATA KHCeNWHA M (ypo3eMuaa, OCODEHO
BEHO3HO.,

IIpy mosiBA HA [MJIMHAPHYHM Tejd, EPUTPOIIWTH, JIEBKOITUTH, AJOYMHHYPHS, NOHIDKEH KJIHPBHC Ha
KpeaTUHHHA, NOBHMIWIEHH CTOHHOCTM HAa KPEeaTHHWH B CepyMa, HaMal€HO OTHOCHTEIHO TErJIo, OJIUTYpPH,
KaKTO M IIpOrpecHpallla a30TeMHs, 1€YCHHETO Ce& IIPeKpaTsaBa U NalUeHTHT He3a0aBHO ce XuapaTHpa.

IIpu GoHE © FOIAMO KOJHYECTBO €KCTPALCJIYIAPHH TEYHOCTH M NpH (PeOpHITHM DOTHH, KAKTO M IIPH TEKKH
M3rapsHdAs MaKCHMATHATA CEpyMHAa KOHLEHTPAIMA HA TeHTAMHIIMH MOXE a ObAe pasinnyHa 0T O4aKBAHATA,
3aToBa TPAOBA Aa e KOHTPOIHPA M aKO € HEOOXOUMO 1034Ta [a C& KOPUIHpA.

I[To BpeMe Ha TleYeHHe ¢ TEHTAMMLIMH € Bb3MOMKHO [a ce IMOJIy4aT [POMEHH B PE3yNTaTHTE OT 1aBopaTopHuTe
TECTOBE — IOBHINEHH HHMBA Ha cepymuute TpaHcamuHaszu (COT, CPT), cepymuma LDH u Ounupybun,
HaMajgBAHE Ha CepYMHHA Kanlui, MarHe3Uid, HATpUH U KaJIMH, aHEMHS, JEBKOMEHUSA, IPaHYJIOLHTONCHHMS,
€O3MHOPHINSL, TPEXO/IHA arPaHYJIOLUTO3a U TPOMOOITMTOIICHHUA.

AMMHOTTIUKOZHIUTE €A AKTUBHH B AJIKAJIHA Cpela. N
AHaepoOuTe ca ©CTeCTBEHO PE3MCTEHTHH KBM dMUHOMNIMKO3MAM. € HHCKO HHB(}_;f-r-ng’,'"]';“ﬁc*r”'
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MeTun napaxuapokcubeHzoaT M MPOMNUI NapaxuApoKcHbeH30aT, BIM3ALIM B ChCTaBa HA JICKapCTBEHHA
NMPOAYKT, MOTAT Ja TIPEAN3BHKAT alepriydy peakumu (Bb3MOXKHO € 1a ¢a OT 3aDaBeH THN) W MHOIO PIKO

OpoHXOCTA3LM.
CBABPKALIHAT C€ KAaTO MOMOMIHO BEILIECTBO HATpHeB MeTaOMCYI(UT B PEAKH Clydan MOXKE Ja NPEIU3BHKa
TEXKKH PEaKIMH Ha CBPBLXYYBCTBHTEHOCT U OpoHxocnazbM. [loBuineHa YYBCTBHTETHOCT KBM CYJI(MUTH Ce

HabJr0AaBa No-4€CTO TIPH aCTMaTHIIH.
To3u nekapcTBeH NPOAYKT ChIBPXKA MMO-Mayiko oT 1 mmol (23 mg) HaTpui Ha [03a, T.€. IO CHIUECTBO € D€3

ChABPIKAHHUE HA HATPHH.
4.5. BzaumoaelicTBHe ¢ APYrd JeKapCcTBeHH NPOAYKTH H APYrY ¢GopMH HA B3aHMOJAeHCTBHE

["'enTaMHUMH He TpaGBa J1a ¢& CMECBA B €[JHA CMIPHHIIOBKA WIH B MH(Y3HOHEH PA3TBOP ¢ MNEHHLIUIHHOBY HIH
11ehaNOCIIOPUHOBH AHTUOHOTHLUHM, Thil Kato ce MHakTHBHpar. Ilpy HeoObXomuMOCT Ja OBIaT NpHIaraHH
eTHOBpEMEHHO TpAOBA a ce WHKEKTHPAT Ha pa3fiiuHH MECTa H ¢ OTJEJIHA CIPUHUOBKA HIIM HH(OY3HOHHA
CHUCTEMA.

['eHTaMHIIHH ¢ HECHBMECTHM 33 €JHOBPEMEHHO MPHIOKEHHE ¢ CPHUTPOMHLMH, CyndaanasuH, Qypo3eMus,
XernapyuH W HaTpueB GHMKapOoHaT (MOXKE na ¢ OTAeNM BBIJICPOAESH AMOKCH[), KIABYJIAHOBA KHCEIHHA, C
NMpoAYKTH ¢ ankaaHo pH umu HecTabwiaam npu kuceno pH.

HeobxonuMo € nga ce u3barsa MpUTaraHe Ha reHTAMUIMH C JAPYTH aMUHOIVIMKO3WIHHM AHTHOHOTHLHM
(KaHAMMUHKH, CTPENITOMHLIMH, HEOMHIIHH), MOPaad 3aCHIIBAHE HA OTO- U HEBPOTOKCHYHHTE UM (EKTH.

Heobxonumo ¢ na ce uzbarsa eJHOBPEMEHHO IpUJaraHe Ha MeHTaMHUH ¢ JIPYTrH JICKApCTBCHH IMPOIYKTH,
KOHTO ¢a HE(PpO- H HEBPOTOKCHUHU: OalUTpalnH, HHKIOCHOPHH, IIACTIATHH, aMpoTepaunut B, KOJHCTHH,
BAHKOMHMIIMH, HHIAOMETALMH.

KoMOHHMpaHeTo Ha aMHHOIMIMKO3HAMTE C IOJHMHKCHHH M LedaToCnopUHH (CNeHHaTHO LedaloTHH)
IOBHILABA PHUCKA OT HE(PPOTOKCHHHOCT.

EAHOBPEMEHHOTO NMPHUIOKEHHE HA AMHUHOTIHKO3MAN ¢ (PYPO3EMMI H IPOAYKTH HA CTAKPHHOBATA KHMCEIHMHA
MOBUILIABA PUCKA OT OTO- U HEPPOTOKCUHIHOCT, 0CODEHO NIPH MHTPABEHO3HO MPHIIAraHe.

['enTaMULKA 3ackiBa edeKkTa Ha OOTYIHHOBHS TOKCHH, MOpaiH KOETO TPAOBA Ja ¢ N30Area NPUIOXKeHHeTo
MY NpH DOTYTH3IBM

[‘eHTamMuMH 3acHIiBa ediekTa HA AHTUKOATYNAHTY KaTo BapdapyH ¥ heHnHANOH.

BB3MOXHO € TeHTAMUIMH Jla NpeAH3BUKA TEKKa PecnupaTopHa JierpecHs NPH NaUMEHTH, NpUEMAlly o0y
aHECTETHLIH H OTTHOU/ M (XaoTal, METOKCHIypaH).

[Ipy enHOBpeMeHHO TipMnaraHe Ha TeHTAMHIIMH W mepudepHHd MHOpeJakcaHTH (TyOOKypapuH H
CYKIIMHHJIXOJTHH) Ce 3aCHiBa HEBPOMYCKY/IHaTa OJIoKaga M € BBIMOXKHA alHes (BeHO3HO NPHIIOXKEHHE Ha

KaJILHI NpeMaxBa Te3H ABJIEHHs).

['eHTaMULIMH AaHTArOHU3MpPA XOJIMHEPrHUHKSA €PEKT Ha HEOCTUIMHH W MHPHIOCTHIMHH.
EnnospemeHHarta ynotpeda Ha reHTAMHLUH ¢ OudocdhonaTu MoxKe 1a YBETHUH PHCKA OT XHIIOKATILIHEMHSI.

HabmogaBan € CHHEPrM3bM [0 OTHOIIEHHE HA XUMHOTEPANEBTHYHUA €(EKT MEXKIY aMHHOINIMKO3HAM H
OeTanakTaMHU AHTHOMOTHIH (IEHHALIHIHEN).

[ ' eHTaMHIIUH MOXKe Ja ¢e npunara ¢JHOBPEMCHHO ¢ METPOHHMAA30JT HITH KIIHHAaMHLIKMH HpI«L
,-')’.-

— aHaepOOHU UH(EKUHH. Kf |

(IUHKO3aMHUIIU, TETPALIMKIIMHHA, XJIOpaM(PEHNnKOoN). z_\




4.6. @epTHIHTET, GpeMEHHOCT H KbpMeHe

EpemeHHOCT

[TpoTHBOMOKa3eH 110 BpeMe Ha OpemMeHHOCT (0c0oDeHO NMpe3 TBEPBUTE TPH Mecella), ThH Karo NpeMHUHAaBa Mpes
IUIalleHTaTa U MOJXKe J1a PEIU3BHKA YBPEK/IaHe Ha OCMUS YEPEIHO-MO3BUYEH HEPR HA MJI04a K PUCK OT T0sABA
Ha OTOTOKCHYHOCT Y IUT0/Ia, BKJI. TbJTHA HeoOpaThMa rIyxoTa.

KnpMmeHe
B MaJikH KOJu4YecTBa MPEMHHABA B KbPMATa, MOPaJH KOETO €& H304ArBa NMpHIIOKEHHETO MY IIC BpEeMe Ha
KbpMEHE WIH JIEKApPCTBEHHAT NTPOAYKT Ce IpUiara ciiej npeleHKa Ha CbOTHOLIEHHETO 11033/ PHUCK.

4.7. EdekTH Bbpxy cnocoGHocTTa 32 modupane H paboTa ¢ MAIIHHH

[To BpeMe Ha Jle4eHHue ¢ TeHTAMHLUMH € HeoOXOMMO Ia ce u30ATBa modipane ¥ padoTa ¢ MalHHH, KaKTO H
AeMHOCTH, H3UCKBAILIN [IOBHIIEHO BHUMAHME, NOPAaIH OMACHOCT OT JNOABA HAa CBETOBBPTEXK, LIYM B YIUHTE,

3ary0a Ha paBHOBECHETO.
4.8. HexxelaHn JIeKAPCTBEHH PCaKIUHA

HexenannuTe eKapcTBeHH peaKIlHH ¢a KIacHPHIHPaHU N0 YecTOTa H MO CHCTEMA OPraH-Kiac.
UYectorata no MedDRA orrosaps Ha: MHoro vectd (> 1/10), yvectu (> 1/100 u < 1/10), newectn (= 1/1 000 u
< 1/100), pemxu (> 1/10 000 u < 1/1 000) u MHoro peaku (< 1/10 000), BunoUUTENIHO EAUHAYHHE CHOOUICHUS.

BcHukH aMHHOIIHKO3ZMIAHM aHTHOHOTHIIM MOTAT [Ja npeAH3BUKAT HeoOpaTHMMO HapylleHHe Ha cllyXa ¢
VBpE)KIAHE HA KOXIEAPHHMA M BecTHOYIapHUA HEPB, Ja OKaXKaT TOKCHYHO ACHCTBHE BHPXY OBOpelMTE U na
[peanu3BUKAT HEPBHO-MYCKY/IeH O5oK. Te3d HexkestauW e(eKTH Mo-4ecTo ce Hab/IoAaBar IpH NMAalMEHTH
HapyluleHa Ob0peuHa (yHKIMSA, NMPH CBITBETCTRAIIO JICYEHHE ¢ APYTH OTO- M He()POTOKCHYHHU JIEKAPCTBEHH
NPOAYKTH, TPH NPOAL/LKHTENHO JIeYeHHe ¢ TeHTAMULHH WWIH @pY TIpAJIaraHe Ha MC-BHCOKH OT
IIPSHOPBYAHHUTE O3H.

HapyieHus Ha KpbBTa M NuMQHATa CUCTEMA
Penku — IIPOMEHH B KPBLBHHUTE MOKA3ATENH: I'PAHYIOUUTONCHHUA, TPOMOOLMTONEHH, IEBKOMEHU, aHeMus,
€O3MHOPMINS, XUTTOKATHEMHSA, XUTIOKAILUMEMHS, XUITOMArHe3HEMHAL.

Hapyiienvd Ha MMyHHAaTa CUCTEMA

MHOro peiku — peakuMy Ha CBPBXUYBCTBUTEIIHOCT, NIPOABABAILM C€ C YPTHKapHs, APYTH KOXHH OOpUBHY,
chpOekK;, peakUMH Ha CBPBXYYBCTBHTEIHOCT NMPH acTMATHMLM, TIOPaay HAJKWYME HA CYI(HT B ChCTaBa Ha
POOYKTA; PeaKUdH Ha CBPBXUYBCTBHUTEIHOCT, TMOPaJHd HAJHYHE HA XUAPOKCHOEH30aTH B CbCTaBa Ha
IIPOAYKTA.

Hapvyiuenus Ha HepBHAaTA CUCTEMA

HabnionagaHu ca rmaBoboemnue, mapecTe3uy,
Hegpomoxcuynocm — cnell TIPWIaraHe Ha TEHTAMHIMH € BB3MOXKHO BB3HHKBAHE HAa HEBPOTOKCHYHOCT C

Nposea Ha TiepH(epHU HEBPOMATHH H Ha LEHTPANHH CHMIITOMH, BKJI. eHIedanonaTHsa, KOH(pY3HUs, JeTaprus,
XANIOUWHALINWH, KOHBYJICHM H MEHTAITHA IENPECH.

Hespomoxcuunocm — Hegpomyckyana baokada — NO-pAIKO Moke Aa ce HabIo/1apa pecrupaTopHa ACIpecHs,
anHes W MYCKYJHa Ojnokaga, Topagd HaJM4YHOTO HEBPO-MYCKYNHO OJIOKHMpalo JeHCTBHE Ha
AMHHOTTIMKOZHJIHUTE aHTHOHOTHLN,

CTOMALIHO — YPEBHY HAPYIIEHUS

HeuecTu — cTOMaTHTH, rajieHe ¥ MoBpLIIaHe, AHAPUSL.

Hudexumy n nudecranuu

CBIO0OBH HAPYLICHHS CIL
YecTH — OTOLH.




XHMIIOTEHRHA.

OO0IIIH HapyilleHHd W €DeKTH HA MACTOTO Ha NPUIOKEHHE
ATpodua WiK MacTHA HEKPO3a B MACTOTO Ha IPUIAraHe.

HapyiuieHus Ha yXoTo ¥ 1abMpUHTA
Muoro uect — Hegpo- u omomokcuyHOCH — TOKCHYHHMTE €()EKTH BbPXY OCMHS KPaHHUANEH HEPB CE

NpOSABABAT C HAMAJIECH CJIYX, BEPTHIO, THHHTYC.
KoxsieapHute Hapyll€eHHs B HAYAJIOTO ¢¢ MaHUdecTUpaT chC 3arydba Ha cyxa caMo KbM BHCOKHTE TOHOBE, a

IO OTHOLICHHUC HA BECTH6}’J'I&]JH&TEI CHCTEMA CBbC CBETOBLPTEK M HAPYILICHUC HA PABHOBCCHCTO.

XenaroOunnapHu HapyLISHUS
HevecTH — npexoaHo MOBHIIABAHE Ha cepYMHHA OMupyOKH, TpaHCaAMHHA3HTE W ajtkaiiHara Qocdarasa.

Hapyirenuns Ha 6b6pelMTe H NHKQUHHTE ITHTHINA

MHOro 4ect — yBpeKJaHHMs Ha OnOpeuyHaTa (YHKUMA, HapylleHa TIIIOMepyJHa (PHITpaLMs, HaH-4ecTo
obpaTuMa.

Hegpomorcyunocin — NepBOHAYANIHHTE CHMIOTOMM Ha OBOpPEUHHTE HaApyIIEHWs Ca IOBMINABaHE HA
CTOMHOCTHTE Ha CEPYMHHsSI KpeaTHHUH, ANOYMHUHYpHA, OSABA HA €PUTPOLIMTH, JIEBKOLMTH H IUIHHAPH B
YPHHATA, OJINCYPH, a30TeMus. ToBa BOAM 10 HaMaJleHa rIoMepyJiHa (uaTpaums U eneKTPOJIUTEH AUCOanaHc,
MOCACABAHU OT OCTPA TYOYJIHa HEKPO3a.

MHOro peaku — 6p0peyHa HeJOCTAThYHOCT.

CrobiaBaHe Ha MOA03MPAHA HexKeNaHW PEaKLIUU

Cho0lIaBaHETO HA HOJOIMPAHH HEXKENaHU Peakuuu cnef paspeilllaBaHe 3a ynorpeda Ha JIEKAPCTBEHWS
MPOAYKT € BaxkHO. ToBa MO3BOJMABA A3 TMPOAB/DKH HAOMHOACHWETO HA ChOTHOLICHHETO MON33/pHCK 3a
JEKApCTBEHHUA NPOAYKT. OT MEIMUMHCKATE CMELUMAJIMCTH CE H3MCKBA Aa CboOLIaBaT BCAKA IMOAO3MpaHa
HEXKENIaHa peakiia 4pe3 M3mblHUTeIHA areHIMa no nekapcereara, yia. “Haman [pyes” Ne 8; 1303 Codus;
ten.:+359 2 8903417; yebcaitr: www.bda.bg

4.9. Ilpeaozupane

CuMIToMHu

[Ipu nipenozrpane ce NOSBABAT rajgHe, MOBPBIIAHE, CBETOBBPTEK, HEBPOMYCKY/HA HNI0K0a, allHes.
JleueHue

[Ipu mpeno3upaHe WK HOSBA HA TOKCHYHM PEeaKUMH, OCOOEHO NMPHM MALHEHTH ¢ ObOpeYHH yBpE)KOAaHHI,
OTCTpaHABAHETO Ha FCHTAMMUMH OT OpPraHH3Ma CTaBa ¢ XeMOoJWanH3a HIM MepuroHeaiHa Avanusa. Ilpu
NnosiBa Ha HEBPO-MYCKYJIeH OJIOK Ce HazHa4yaBaT KaIlHEBH COMH MM HEOCTHUIMHH.

[lenuarpuyHa gonyviaauus

ITpu HOBOpOZIEHH MOXKE Aa C€ H3BBPUIM OOMEHHO KPBBOIIPEIUBAHE.

5.  ®APMAKOJIOIHYHHU CBOHUCTBA

3.1. PapMakoJHHAMMYHH CBOHCTBA

(dapmakoTepaneBTHYHA Cpyiia: AHTHOAKTEpHAIHH 32 CHCTEMHO TPHIOKEHHE. AMHUHOTTHKO3HAH.
ATC kon: JO1GB 03.

MexaHH3ILM Ha ﬂeﬁcmue

KO, NoC/IeABalll0 WHKOPNOPHPAHEe HA IPEHIHH MPOTCHHH B UTOIUIa3MCHATa MemﬁpaHgy ﬂeﬂop:aﬁm&@u Ta i

H YCKOP€HO HaBNW3aHC HA aMMHOTTHKO3H/1A B KIICTKaTA. ;/, _,\ \

DapmakoguHaMUYHH e(heKTH GO AL T e / ;
.:-'" - ’:::\ /{r'f:
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['eHTaMMLMH ce OTHacA KbM TIpylnara Ha aMHHOIJIMKO3UIHUTE AHTUOUOTHUM. AMMHOIMIMKO3ZUIWTE Ca
HIHPOKO-CIIEKThPHH aHTHOHOTHLIH, OCOOEHO ePEKTHRHU CIIPAMO aepoOHH ¥ (pakyiTaTUBHO aHaepoOnu 'paM-
OTpUUATENHU OaKTepuu, kato ceM. Enterobacteriaceae w Pseudomonas aeruginosa. Te ynpaxHspar 6bp3
OakTepHIHeH e(heKT BLPXY UYYBCTBHTEIHHTE MHKPOPraHH3MH. ['eHTaMUMLMH OelicTBa OaxkTEpULMIHO Ha:
Pseudomonas aeruginosa, E. coli, Proteus spp. (RHIOJI NO3UTHUBHU W WHAOI HETaTUBHA), Providencia spp.,
Klebsiella- Enterobacter- Serratia spp., Citrobacter freundii v Staphylococcus spp. (BKN., NEHWUMIHH- H
METHLIUITUH- PE3HUCTeHTHH). [eHTaMUIIMH € AaKTUBEH W Ccpelly ClIeaHuTe | paM-oTpuuareSHH
MUKpoopranMsMmi: Brucella, Calymmatobacterium, Campylobacter, Francisella, Vibrio m Yersiniag
Salmonella u Shigella, xakTo ¥ KbM HakoM H301aTH Neisseria.

Ot I'paM-noI0KHTEIHHTE MEUKPOOPraHM3MH ca YyBCTBHTEIHU OIEe Listeria monocytrogenes W S.epidermidis.
Pe3UCTeNTHN HA TEHTAMHIMH ca OOUKHOBEHHO Enterococcus Spp. U Streptococcus spp.

5.2. @apMakKOKHHETHYHH CBOHCTBA

Abcopbyus

['edTaMuiH ce pesopOupa mHoro OLp30 M MBIHO caen MYCKYNIHO Tipwiokenwe. Crnell mapeHTepalHo
NpuiioxKeHHe AUPYHAWpA TJAaBHO B eKCTpaleayjapHATe TEYHOCTM, KaTo IPEMHHABA B Malka CTEIeH B
UepebpocTHHAIHATA TEUHOCT.

Crel HHTPaMyCKYJTHO NPHICKEHHE Ha Jo3a oT 1 mg/kg MakCHManHK cEpyMHH KOHUEHTPAaLHK OT MOpPsAEKa
Ha 4 pg/ml ce gocrurar cneg 30 no 60 MHHYTH, IOJOOHH HA CTOHHOCTUTE ClIE] HHTPABEHO3HO TIPHIIOJKEHHE.
CoblliecTRYBAT 3HAYHTEIHU HHAWBHAVAITHA BapHauri. EdekTUBHATA mna3MeHa KoHuerTpauud ¢ 4-8 ug/ml.

Paznpedeaenue

Cebp3Ba ce cnabo ¢ rmasMeHuTe npoTerHy (< 20 %).

ObeMbT Ha paznpeaecnceHie (Vd) HAa reHTaAMHIMH € €KBUBAJICHTEH Ha 00eMa Ha M3BBbHKIIETBYHATA TENeCHR
teuyHocT. [Tpn HoBOpOeHU TesrecHaTa Boja npeacraenssa 70-75% oT TenecHoTO Teryo, B cpaBHeHue ¢ 50 -
55 % 1pH Bb3pacTHH.

ExcrpanenynapHusT BojeH koMnapTMeHT € rno-roism (40 % ot TedecHOTO Terno B cpaBHeHHe ¢ 25 % OT
TENECHOTO Terjo NIpH Bb3pacTHH). CnegosarenHo Vd Ha reHraMHULMH/KE TEIECHO TErJIO € 3acerHar H
HaMasBa ¢ yBelld4yaeaHe Ha Bb3pactra ot 0,5-0,7 L/kg npu Heponocenn ao 0,25 L/kg npu ronom. [lo-
roneMusT Vd/kg TenecHo Terno 03Hauaga, Y€ 3a MOCTHNaHe Ha a/leKBAaTHA NHKOBA [L1a3MEHA KOHUEHTpaIUA €
HEODXOOMMO NPUIIAraHe Ha [10-BUCOKa 103a/Kg TeNeCHO Tero.

["eHTaMHUMH ce pasnpenens go0pe B ThbKaHHTE — ¢hplUe, OenojpodHa ThbKaH, CILYTYM, OpOHXHUA/IEH CEKPET,
JKTBUKA, WHTEPCTHIHAJIHA, TUIEBpaTHa W CHHOBMATHa TeyHocT. IlpemuHaBa Ownp30 B nepuwiumdara Ha
BBTPELIHOTO YXO U TIpe3 MaieHTapHaTa 6apHepa. JlocTura BUCOKH KOHIEHTPALMH B ypHHaTa. B MaliuHHOTO
MJTIKO C€ OTKPHBA B MajikH Koauvectea. He nmpeMHHaBa HopManHaTa KpERHOMO3bYHA Gapuepa. [ eHTaMULMH
NPOHHKBA BHE BUCOKHM KOHLEHTPAUMH B JIMKBOPA NPH Bb3NalcHW MEHMHIY, IPEAWMHO IIPH HOBOPOJCHH U
MaJiKK aena. Korato ce mpuiara B mpenopbyYBaHUTE JIO3U HAMA JIaHHW 3a KYMYJIHpaHe Ha JICKapCTBEHOTO
BEIIECTRBO MPH MHOTOKpaTHO npHnaraHe. 1logo0HO Ha BCHUKU AMHUHOIIHKO3H/H, T€HTAMHLHH KYMYJTHPa B
cepyMa M ThKaHUTE Ha MAalLMeHTH C HapylleHa WIH Helopa3BHTa OBOpeuHa (QyHKLMA NPU TpHnarade Ha
BHUCOKH JI03H 32 IPOIB/IKUTENEH MEPHO OT BPEME.

buomparcopmayiis
I"'enTaMHULMH He ce MeTaDONU3HPa B OPraHH3MA.

Enumunupane
["eHTaMMIMH Ce EKCKpPETHpa HENpOMeEHEH B MUKPOOHOJIOIMYHO AKTHBHA (OopMa NPEAHMHO Upe3 ObOpeuure.
Ilpu natMeHTH ¢ HopMasiHa OBOpeUHa GYHKUMA ETUMHHALIMOHHMAT MY MONYKHBOT € 2-3 yaca.

[Tpu HOBOpPOIEHH CTENEHTA HAa ENUMHHHpAHe € HamajicHa, MopaaM He3pAJoCT Ha ObOpedHHTE (PYHKLMAM.
EMUMHHAITHOHHUAT TONY)KHBOT € TPHOJH3UTESTHO 8 yYaca NMPH HOBOpOoAEHH B 26 a0 34 recrauMoHHA
ceIMHLIA, B CpaBHEHHE ¢ OKoJ0 6,7 Yaca MpU HOBOPOAEHH B 35 10 37 rectallHOHHA CENMHILIA, CTOHHOCTHTE
Ha KIMPBHCA ca yBenudeHH ¢nLoTBeTHO oT 0,05 L/h npH HoBopoaeHu B 27 recrauuoﬁuafcﬁmqm?\ 0 0,2 L/h
npH HOBOpOAcHH B 40 recTaliMOHHA CEMHLIA. Y T &3 -

[Ipu netia W namyeRTH ¢ HapymeHa 6h0peuna GYHKIUA eMMUHALIMOHHUST no.rly}f:f-f OT-6, }‘ﬂ‘hﬂ}ﬁek’ e&}
Ha 24-ua vac B ypHHaTta ce ycraHosgpa no-manko ot 70 % or HpHﬂG}KeH&T&

ypuHata € noseye ot 100 pg/ml.




5.3. Ilpeaksmnnuns fannu 33 Oe30nacHoCT

IIpu onHTH BLPXY }KHBOTHH CA YCTAHOBEHH CJIeJTHATE CTOMHOCTH 3a LDs¢:
LDsp unrpaBenosHo — 47 mg/kg (Mumkn) u 96 mg/kg (rurexose).
LDsy urrpamyckymHo — 250 mg/kg (Mmuiuku) n 384 mg/kg (mnbxose).

TepaToreHHOCT, MYTAT€HHOCT, KAPIHUHOTEHHOCT, QepTUNHTET:

["eHTAMHIIMH He € TepaTareHeH NP €KCIEPUMEHTH BbpPXY MHLLKHM, MOPCKH CBUHYETA H 3aluM. [1pu in vitro u
in vivo TECTOBe, NeHTAMHMLMH HE € TeHOTOKCHYeH. Hsama naHHM 3a KapUHHOT€HHOCT Ha TI€HTaMMIIMH,
YcTaHOBEHO €, Y€ aMHHOMIMKO3MIWTE HE ¢a MyrareHHd. HiMma NaHHH 3a epeKTHTEe HA IeHTaMHLMH BBEPXY

¢gepTunuTeTa.
[CeHTaMUUMH € GETOTOKCHYMEH MPH eKCePHMEHTH ¢ MHIIKH H 3aiiid B Ao3d Hax 10 mg/kg. I'enramuivA e

Hedpo- U OTOTOKCHYEH (YBpEKAa BeCTHOYIIAPHMA H CITYXOBUA HEPB) IIPH EKCIIEPHMEHTH BBPXY XKHBOTHH.

6. CAPMAIIEBTHYHHA JAHHH
6.1. CHnHCLK HAa NOMOIHHTE BEHIECTBA

Metun napaxuapokcubensoar (E218)
ITponun nmapaxuapoxcudbenzoat (E216)
Hatpures Metabucyndur (E223)
JyvHatpuyes egeTar

Bona 3a HHXXEKUHH.

6.2. HeCbBMECTHMOCTH

HeoOxoauMo € 1a ce M30Arsa cMecBaHETO iR Vifro Ha aMUHOITIMKO3ZHAM W OeTallakTaMHH AHTHOMOTHILIM,

nopaam obpazypaHe Ha HEPA3TBOPHUMH YTaMKU U HHAKTUBHpPAHE.

MzeecTHH ca GUIHKOXMMHYHH HECHBMECTHMOCTH MEXAY TeHTAMHULIUH U CJIEAHHUTE ICKAPCTBEHH CYOCTAHIIMM:
MEHHIMIHHY, UedATOCTIOPHHY, €PUTPOMHLNH, cyndanuasuH, (hypo3eMu, XelapuH, HaTpHeB OuxapOoHAT
(MOXe fla ¢¢ OTAENH BBIJICPOICH JMOKCH/), KNABYMAHOBA KHCENKMHA, TPOAYKTH ¢ ankanuo pH wnu
HecTaOUIHU NIpH Kucenno pH, nopaau KoeTo reHTaMMUKWH HE TPSOBa Ja ce CMecBa C TIX B HHXCKLMOHHH HIIM

UH(Y3HOHHH Pa3TBOPH.
6.3. Cpox Ha rognocrt
3 TOAMHH.

6.4. CrnenMaJIHH YC/JI0BHA HA ChbXpaHeHHEe

[Tpu Temnepatypa noa 25°C, Ha ¢cyX0 M 3aIIHUTEHO OT CBETJIMHA MACTO.
Jla ce cpXpaHsaBa HA MACTO, HEAOCTHITHO 3a Acua!

0.5. BHa ¥ cLAbp:KaHHE HA OIIAKOBKATA
IlopBHYHA OMAKOBKA
Avnynu no 1 ml w 2 ml, camouynemy ce, or OezuBeTHO HEYTPANHO CTBHKIO, | XHWApPOJIMTHYEH Khac.

AmMmynute ce noctaesT B onuctepu ot PVC ¢onuo.

BropuuHa OnakoBKa
KJiMmupaHy, CrbBacMH KYTHH.

6.6. Crrenua/THH Npeana3zHy MepPKH IPH H3XBLPAAHe n padoTa

Hama cnelimansEy H3UCKBaAHUA.
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HeM31on3BaHUAT MPOAYKT WIH OTIIATBYHUTE MaTepHalid OT HEero TpAdBa a ¢e H3XBBPIIAT B ChOTBETCTBHE ¢
MECTHHUTE U3UCKBAHMA.

7. INIPUTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA
JAHCOH-BI OO,
2400 rp. PanoMup, Buarapus, yia. "Oteu [aucuit” Ne26

ten.: 02 451 93 00,
e-mail: office@danhson.bg

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Pernctpanuonen Ne 9800176.

9., JATA HA ITBPBO PASPEITABAHE/TIO/IHOBABAHE HA PA3ZPEINIEHHMETO 3A
YIIOTPEBA

Jarta Ha mBEPBO paspemieHHe: S HH 1998 .
Hara Ha nocneano nojgroBdeade: 27 aeryer 2009 r.

10. JATA HA AKTYA/IUSHPAHE HA TEKCTA

Hoemepu, 2018 r.
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