KPATKA XAPAKTEPUCTHKA HA ITPOIYKTA

1. HME BA JEKAPCTBEHMSA MPOAYKT

[Iponodon dpeseruyc 1% HHKeKUHOHHA/MHDY3HOHER eMycHA
Propofol Fresenius 1% emulsion for injection/infusion

2. KAYECTRBEH H KOJIHYECTBEH CHCTAB

1 ml emyncua ceaspka: 10 mg nponodon (propofol).

Beaxa ammyna ot 20 ml ceanpxa 200 mg nponodion.

Beexu durakon ot 50 ml ebabpxa 500 mg nponodon.

Bceku dnakon ot 100 ml cpanpxa 1000 mg nponogon.

3a MBJIHUA CTTHCHK HA TIOMOIOHHUTE BENIECTRA BUATE TOUKA 6. 1.

3. JIEKAPCTBEHA ®0OPMA WAL ITHITENHA ATEHLWA 110 NEKAPCTBATA
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4.5, TepaneBTHUHM MOKazaBEA

BieexkaaHe U noaxspikane Ha oblla aRecTe3uA.
Ceaupane Ha MalMEHTH HA M3KYCTBEHO JMIUAHE 110 BpeMe Ha HHTEH3HBHO JIeueHHe,

4.2. lo3upOBKA M HAYMH HA NPRJIOKEHHE

B xofa Ha aHecTe3snaTa ce H3MCKBA HaJIMYHE HA CHOTBETHO PEaHHMALHOHHO ofopyIBaHe,
KaKkTO ¥ Ha anapaTypa 3a IOINbp)KaHe HAa XKM3HEHHTe (DYHKLMH C ornen oBhafsBaHe Ha
CBEHTYATHO BE3HHKHAITH YCJIOXHEHHS. HeobX0nHM € mepHOZHYEeH KOHTPON Ha AMXaTeHaTa
H nMpKynaropHara gyHkuua (EKT, myncoea oxcumerpun).

Hlosata ce HHOHBHAYATH3HpA CHOOPA3HO OTroBOpa HAa MALMEHTA H BUOA HA HAMOA3BAHATA
npemenukaya. Ilponodon @pesennyc 1% OGHKHOBEHO ce MpWIara €IHOBPEMEHHO ¢
aHANTETHYHH CPENCTEA.

Lozupane

¢ AHECTe3NN OPH Bb3PACTHH

Buweeocdane 6 anecmeszun

3a peBexaane B anecteans Iponodon Opesennyc 1% ce npuiara BeHO3HO
10 cek.) B CBOTBETCTBHE ¢ OTrOBOPA HA MAIMEHTA H KIMHHYHO YCTaHOBH
HACTHIIBAHE HA AHECTEIHATA. -




3a noBeyeTO NALUKEHTH HA BE3PACT 1101 55 ronMHH OGHKHOBEHO e JOCTaThYHA Jo3a 1,5 — 2,5
mg Ilponodon/ kg T.M.

HeobxonumaTa 103a npH Mua HaZl TasH BL3PacT OOMKHOREHO & mo—HHcka. [Ipn nankeHTH ¢
ASA III - IV crenen, Haji-Beue NpH TE3H C HAPYUICHA ChpeYHa PYHKUMS, NOTpebHOCTHTE
Hali-00110 Ca MOHIDKEHH H BHBEAIAHETO B AHECTe3HA TPIORA 1a Ce WIBBPUIBA C BHIMOXKHO
No~HHCKA cKOpoCT. Ilpunaranero na INponogon Opesenryc 1% tpabea Ja ce ochImecTesBa ¢
no - 6aeHa ckopoct (cpeano 2 ml (20 mg)/ 10 cek.).

Hodovpoicane na anecmesus
AwnbovnHata Ha aHeCTE3HATa MOXKe A2 BBae NOAALPKAHA NOCPEACTEOM NOCTOSHHA BEHO3HA
HH(Y3Hs MIH Ype3 NOBTOPHO HHXKEKTHPAHE Ha rojlsMa 103a.

3a noAIbpXaHe HAa AHECTE3HA Ype3 NOCTOAHHA HHQY3WS OOMKHOBEHO ¢a HeoGXOaMMH MO
OT nopaawka Ha 4 - 12 mg nponodon/ kg T.M./9ac kato A03aTa H CKOpOCTTa Ha HHMY3UA ce
OTIPEASTIAT HHAMBHYATHO. Peaylmpany noqbpxaly o3 ot cpefino 4 mg nponogon/ kg
T.M./4aC OGHKHOBEHO Ca HOCTATHYHH 38 NO[XBPIKAHE HA AHECTE3HA NPH M0-MAIKO CTPECOBH
XHPYPTHYHH HHTEPBEHLHH, HANp. MUHAMAIHO WHBA3HRHA XHPYPIrHA.

Tlpn nxua B crapuecka BE3PACT, NALMEHTH ¢ HecTabwiHo O6INO CHCTOSHUE, TIPH CHCTOSHHS
Ha xunosoneMHA B natlHeHTH ¢ ASA I - IV cremen ce npenoprysa HaManaBaHe Ha Ko3ara
Ha [poriodon mo 4 mg/ kg T.M./uac.

3a nobpkKAHE HA AHECTE3HS UPE3 TOBTOPHH MEXKEKTHPAKMS Ha TONEMHU 1034 € HeoBXOmuMO
Te fia 6bnat ot nopsabka Ha 25 - 50 mg [ponogon (= 2,5 - 5 mi Mponiodon Gpesenuye 1%).

¢ AHecTesnms npH ena HAJ 3 roAMIMNA BLIPACT

Ilopane nEnca HA JOCTATHYHO KNMHAYEH ONNT € npuero [Iponodoa Opezennyc 1% aa
HE ce IPIIara npu Aena noj 3 roAMIHa Bb3pact.

Buvseowcdane 8 anecmesun

B npaxrukara npu neua 3a BLBexNaHE B aHECTE3HA ce npenopsusa [Iponodon Opeseunyc
1% na ce npunara 6aBHO [0 MOABATA HA WIMHHYHHTE CHMITTOMH, YKA3BAIIH HACTHIIBAHETO Ha
aHecTe3HA.

Mozara TpaGea na Gbje mpenusnpasa cboGpasHO BE3PACTTA w/ WM TENECHOTO TErIO Ha
MauHeHTa.

[Ipn aema Han 8 romwmHa BL3pacT OGHKHOBEHO € AOCTATHYHA cpenHa nosa 2,5 mg
Ilponodon/ kg T.M. 32 BEBemaHe B amecTesusi. [Tol Ta3H BE3PACT € BHIMOKHO [4 €
HeoGxoauMa no-8Hcoka acsa. [epsoxauankara fosa Tpabsa na Gbae 3 mg nponotgon/ kg
T.M. AKO € Heobxoaumo, monbiHuTenHH gozu or 1 mg [Tponodon/ kg T.M. Morar za ce
BKII04AT Ope3 ONpeesNeH nepuoy, oT BpeMe,

Hopanw HepocTaTs4eH KNMHUYEH OnMT, Npu Jeua ¢ nosumed puck (ASA M-IV crenen) ce
NpenopBYBAT MO-HHCKM JO3H.

lloddvpacane na anecmesus
3a nopavpKane Ha @HECTE3MA MOCPEJCTBOM NOCTOAHHA MHDY3HA ca HEODS
nopaabKa Ha 9 -15 mg nponoton/ kg T.m./uac.

bl CGI[!IPRHE HA BLIPACTHH O BpeMe Ha HHTE3IUBHD JeYeHHAe



Hosata Tpsbea na 63ae npeumsupana cpo0pasHo MOCTHIaHE XelaHata IbAGOYMHA HA
cenaua. [Ipenopruea ce mpunarate ua 0,3 ~ 4,0 mg Iponodon/ kg T.m./uac non bopmara
Ha MOCTOAHHE BEHO3HA HH(Y3HA CBC CKOPOCT He mo-ronsmMa oT 4 mg/kg T.M./4ac.

AKO MAlMEeHTHT MOTYYaBa HHTPABEHOZHO ADYrH NEKapCTREHM OpPOLYKTH, CBABPKALLH
nunumM, e HeobXoaMMa NpeleHKa Ha OOIOTO KOMHYECTBO BHECEHH ITHIUAM, cBOOpa3eHo ¢
thaxra, ue 1 ml Iponodon 1% cvaspma 0,1 g AumEnu.

Iponodon @pesentyc 1% He 1pabea Ghie M3INOA3BaH 3a CenMpaHe npH aeua mox 16
roJHIlIHA BE3pacT.

Hauwy na npunodicenue

Hponogon @pesenryc 1% moxe na Obie B3n0n3BaH Kato MHDY3MA B HepaspeneH Wi
paspesieH Bri. 3a paspexknane Ce H3NON3BAT PASTBOPH 32 WHTPABEHO3HA HH(Y3HA Ha [IIOK03a
5% wmi HarpueB xnopuz 0,9%, cTekieHH GAaKoHH.

Konretlinepure Tpabea aa ce pasiarar 06pe npeau ynorpeGa.

[lonyuenuTe pa3TROPH Na ce H3NON3BAT CAMO, AKO CA XOMOTEHHH M LIEJIOCTTA HA ONGKOBKATA
HE € HapyIIeHa.

Npeau ynotpeGa wuiikata Ha aMnynata WK rymeHata MeMGpaHa Ha qiakoHa TpsaOBa na ce
MOYHCTBAT ¢ ATKOXOJIEH cipeif WM TaMIIOH, HAaNOEH B CIIHPT.

Ilponogon @pesennyc 1% e MacTHa emyncus, XOSTO He CHABPKA KOHCEPBAHTH H TIOpajH
TORA MO Aa 61aronpHaATCTBa GBP3US PAcTek HA MUKPOOPrAHM3MH,

HyXHOTO KOJIMMECTRBO eMyJ/ICHA ACeNTHUHO CE M3TErNIA B CTEPWIHA COPHHLOBKA H CHOTEMA
HETOCPEACTBEHO CTIeJl OTBAPSHE Ha aMITyaTa WK OTCTPAHABAHE I'YMEHATA Tana Ha OaHKATA.
[Ipunonennero Tpabea a2 3anouHe ReaHara.

Heobxozuwmo ¢ na 6BIaT OCHIYPEHH YCIOBHA 33 aceNTHKA Tpe3 Leus nepHoa Ha HHQY3H4,
KaKTO MO OTHOIICHHE HA W3NOA3BAHHA JIEKAPCTBEH MPOAYKT, TAKA H MO OTHOLICHHE Ha
WAN0TO HHGY3HOHHO ofopynBane. EAHOBpeMEHHOTO NpUIOKeHUe Ha ApYTH NEKapcTea MIH
pasTBop, noGasenn kM ITponodon 1% Tpabea aa ce ocwimecTssBa Npes TEKAPCTBEHUA BXOI
Ha kamonara. Ilponodom @pesenuyc 1% mne 7Tpsbea na 6boe BuBenaH npes
MHKPOSHONOrHYHH unTpm.

[ponopon Ppezennyc 1%, kakTo W unHbyIHORHATA CHCTeMa, ceAbpkama Ilponodon
Dpesenuyc 1% ca NpeaHasHAuYCHH 33 eONOKPAMHA YROMPEHd TIPA BCEKH OTAENEH MALEHT.

Hndyzns na Iponodon Ppesennye 1% kaTo HepazpeneHa eMVIICHS

Koratro Tlponodon ®pesewmyc 1% ce npanara B Hepaspemes Bua, ce npenopsYsa
W3TION3BAHETC Ha MH(Y3MOHHA CHCTEMA ¢ LINPUL-MOMAM WM BONYMETPHYHA MR(Y3HOHHA
TIOMINa C OTNiel KOHTPOIUPAHE CKOPOCTTA Ha HHQY3HATA,

KakTo np noBeuero MacTHH eMyJICHH, TIPOABLKHTENHOCTTA Ha MHY3IMATA HA [Iponodon
@pezennyc 1% nocpeacTsoM eana uHQYIHOHHA CHCTEMA HE TpaGBa A2 HaABHIHARS
Cnen To3m cpok mudyIHOHHATA CHCTEMa M PE3epBOAPST, chabpikaw, [pef
6BIAT MOAMEHEHH.

Hndysua wa pazpenen Nponodion Dpezenuye 1%




PastBopsT MOXe Ja Ce NPUNONK ¢ NOMOIITA HA PAMIHYHN TEXHHKH, OCHTYDABALIKE KOHTPON
BBPXY CKOpPOCTTa W ofema Ha uHQY3Hd, HO W3MIOM3BAHETO HAa OGHKHOBENH HH(YIHOHHH
CHCTEMH He MOxe Aa u3lerne pucka OT CiTyuaiiHa HeKOHTPONHpaHA HH(Y3MA Ha rONEMH
obemu paspener ITponodon @pesennyc [%. WUndysuonnata chctema TpaGea Aa chappka
Gtopera iwiH BOMyMeTpHuHa nomma. PHckLT TpubBa na ce HMa MpeaBHA, KOTATO ce 06CHKIA H
MEKCHMATHO paspeskaaHe B Oroperara.

Paspeinanero ce ocbluecThABa B ACENTHYHM YONMOBHA HETIOCPEACTBEHO  NPeaH
OPHTIOXKEHHETO, KATO CHOTHOLICHHETO TpabBa aa 631e B rpannumte 1 vact Mponodon 1% u
4 uactu rmokosa 5% pa3Teop 3a Mudy3us HIM Hatpues xIopua 0,9% pasTBop 3a MHbY3HS
(naii-Manxo 2 mg [ponogon #a ml). Paspenennst Iponioon 1% Tpebsa na 64 HAMOM3BAH
HEe M0-KBECHO OT 6 Haca cAiell paspemaaHeTo,

Ilponodon @pesenuyc 1% ne TpaGBa na Obae paspexnan ¢ ApYrH HMHQY3MOHHH WIH
HHKEKIMORHA pa3TBopd. Ennoepemennoro npwiarase na [ponodon ®pesennyc 1% c
FiioKo3a 5%, Hatpues xnopua 0,9% WM roKo3a/ HATPUEB XOPHJ, Pa3TBOPH 3a UHpY3ns ce
H3BBPUIBA NOCPEACTBOM Y -06paseH KOHEKTOP NocTaBeH $IIH30 A0 MACTOTO Ha HEDKEKTHPAHE,

3a HamansBane Ha GoKaTa B MACTOTO Ha uHKekTHpare [Tporogon Opezennyc 1% Moxe na
Gblie cMeceH HEIOCPEACTREEHO Npeau ynoTpeba ¢ HechIppkaL KoHcepsauTy JIuaokany 1%
pasteop 33 Wrkekuun (20 wactu IMponodon 1% u 1 uact 1% Jlunokamn pasteop 3a
HHXEKIHHE),

MuopenakcanTi, nono6HH Ha aTpakypHyM M MHBAKYPHYM CE MPHIATAT CAMO clieZ OOHIHO
TIpOMHEBAHE Ha MACTOTO, H3NOMN3BAHO 32 HHQY3us Ha [ponodon Opezennyc 1%.

{Ipodvrcumennocm na npurONCene

IIponBKMTENHOCTTA Ha PHIOXKeHHe He TpsOBa na HanBUIIABA 7 SHH.

4.3. IlpornBonoxaszaHnAs

CBPBXYYBCTBHTETHOCT KBM MPONOGON UK HAKOH OT HOMOIIHKTE BELIECTBA.

Tponoon Opesennyc 1% He TpaGea na Gbae Npunaras np GpPeMEHHH, B HepHoia Ha
KBbPMEHE H B aKyLIEPCTBOTO (C M3KTIOUeHHe HA abopT).

{Iponodon Opezenuyc 1% ue Tpsbea na Gulie U3NOA3BAH 32 O6LIA AHECTEIHA TIPH feua nox 3
FOAMINHA BBIPACT, KAKTO W 3a CeJauHd MpH feua Noj 16 TOAHHM B OTHCACHHATA 3a
HHTEH2HBHO JICUEHHE.

44. CHeuwaaun NpeAynpeKACHHS B NPEINA3HE MEPKH NPH ynoTpeda

Ilpy naumedTH B TEXKO CHCTOAHHE, NALMEHTH B CTAp4ecka BB3PacT, GOMHH CBC ChPAEHHH,
AuxaTeHy, 6s0peyHy U YepHOPOGHH 3a60NTBAHNS, GONHHU ¢ XHMOBONEMHS HITH SITHASICHS,
Hponodion Ppesennyc 1% Tpsbea na Guae NpunaraH BHEMATENHO H ¢ HAMANEHA CKOPOCT HA
HHDY3HA.

ChbCTOAHMA HA ChPAEYHA, LHMPKYNaTOPHA Wid NUXATENHA HEAOCTATHYHO
XHNOBONIEMAS ¢ HeoDxomumo na 6waaT kKOMNEHCHPAHW Npeau MPUIOKeE
Dpezennyc 1%. )

Ilponiodon He npuTe:xaBa BACONMTHYHA AKTHBHOCT M HAKOH ChOOLL
BE3HHKBAHETO Ha GpamHKap/Iis, MOHAKOTa U3paleHa, KAKTO M C ACKHCTON



e CLINECTEYBA BEPOSTHOCT BAryCOBHAT HMIYJC Aa mpesamupa HnH [Iponodon @pesennyc
1% ce u3NON3BAa €NHOBPEMEHHO C JAPYrH JIEKAPCTBEHW IMPOAYKTH, KOMTO GMXa MODTH 1a
Npeu3BUKAT  OpajiHKapiHs, € NPENOPBYMTENHO HHTPABEHOIHO NPWIOKEHHE HA
AHTHXOTHHEPTHYEH NMPOAYKT [PeH YBOAA B AHECTEIUA.

Cneupanso BHUMauue e HEOGXONMMO TPH MAUMEHTH C HAPyLISHUS B  JTATIHITHEA
MeTaGonHzsEM H APYTH CHCTOAHKA, TIPH KOHTO NPHUAOKEHHETO HA MACTHH €MYJICHH Hanara
orpaHirdeHns — 1,0 ml IIponodon dpezennyc 1% cuappska 0,1 g macT.

Crnen 3-IHEBHO NPWIOKEHHE B HHTEH3HBEH CEKTOp € HEOGXONWM DErylapeH KOHTpON Ha
TMTHOHTE,

Ilponodon dpezenmyc 1% He TpaGra aa 6bae npunaran npu Gomuu ¢ H3pa3’cHa ChpACUHA
HEJJOCTATEYHOCT WAW ApYrH CEPHO3HH 3a00NABaHHA HA MHOKApAa, ¢ HIKMOYSHHE Ha
SKCTPEMHH CHTYALHH H NIPH OCHI'YPEH MHTEH3WBEH KOHTPON M Ha0NI0OAeHHE Ha NaldexTa.

H3non3eaneTo Ha BHCOKM JO3H TIPH MHUA C HAZHOPMEHO TErNO Ce ChITBTCTBA OT PHCK OT
HEKENaHH XeMOJHHAMWYHH eeKTH.

Cnennanne BHHMEHHE Ce HANAra IpH MALMEHTH C TIOBHINEHO BETPEYCPENHO HANATAHE H
HHCKO CPeAHO aPTEPUANHO HAJATAHE, THI KATO MPH Te3H KATEropun GonHu € HaMuUE pHCK OT
3HAYHMO MOHIKABAHE HA BHTPEUSPENHOTO Nepdy3HOHHO HANATAHE.

3a za ce Hamanu Gonkata B MACTOTO HAa HHMEKTHpaHE, [PV BhBEXIAHE B AHECTEIUS ©
TIponiodon Ppesernyc 1%, HeNMOCPENCTBEHO NPEIN MAHHNY.IALIMATA MOKE /3 CE HHKEKTHpA
manokanH. Heobxoaumo e Na ce wMa npensun, We TPHIOKEHHETO HA NMIOKAHH e
MPOTHBOTIOKA3aHO NPH NAUKEHTH C HACAESACTBSHA OCTPa NOPhHpPHA.

Ilponodon ®pesennyc 1% He e mokaszaH mpH €JIEKTPOKOHBYJICHEHA TEPAITHA,

[Tponodon Ppesennye 1% TpsaGra na ce NpHIAra W3KIOYHTENHO OT AHECTE3WONO3M MITH
peaHUMATOpPH.

IIpenern HeoGXOAMMOCTTA OT OCHTYpABAHE HA ANEKBATHA OKCHIGHALMS ¥ BEHTWIALHA €
HeoGXO0MMO [1a C& OCHIYPH HeNOCPECTBEH JIOCThI 0 aNapaTypa, NOAAEPIKAINA JKHIHEHHTE
QyHELMM,

Hponogon Opezenryc 1% He TpaGBa na 6Bae NpUAAraH OT NIGKAPH, KOMTO OCHLINECTBIBAT
JHATHOCTHYHA HIIH ONepaTHBHA AeiHOCT.

He ca mokasann edextsT 1 Ge30nacHOCTTA OT NPUIOKEHHETO HA Hponodon ®pesennyc 1%
3a cepupane (oHoBo) npu Aeua Ha Beapact nof 16 rog. Bunpexu ue He e YCTaHOBEHA
TpHYHHHO-CIEACTBEHA BPL3KA, MIPH HEHLIEHSHPAHO NPHI0KEHUE 3a ceupane ((JoHORO) TIpK
leud Ha BE3pacT NMOA 16 rof. ca AOKNAABAHM CEPHOIHM HEXKETAHH JIEKAPCTBCHA peakimn
(BmounTenHO ¢ daTanen usxon) - MetabonHTHa aUKAC3A, XHOCpAWNHAeMud, pabagoMHoaH3a
W M ChpAeYHA HeNoCTaTEYHOCT. Te3n HekeNaH! peakuuy Hali-UecTo ca HaGITIONaBaHy TIpH
Zela © AHQEKIHH HA PECTIHPATOPHHA TPAKT, OPH KOHTO 8 MPHAOKEHH A03H, [IPeBHILABAIIH
AO3HTE, NPENIOPBUMTENHE 3a CEAMPaHe Ha BE3PACTHH B OTAENICHMATA 32 HHTEH3UEHA TEpalHs.
B wskmounrenHo pegku ciyvam ce cpobliasa 3a nosBa Ha MeTaGONHTHA anumosa,
pabnomuonusa, Xwnepkamvemus w wia Gupzo nporpecHpallia ¢bpedHa HEJOCTATHEYHOCT
(BKmounTeNnHo ¢ (aTaneH M3XOA) NPH BBIPACTHH, NekyBauu Haj 58 4. ¢ NO3HHAT X o}
uac, MakcumanHaTa 1033, NpeNopBuMTENHA 3 CEJHPAHE B OTAENCHHNTZ




Ha cneumanucrure, HasHayapam Tepamus ce MNPHOOMHA — aKO € BE3MOXHO — 1Ja He
TpeBHIUABAT m03ata OT 4 mg/ kg/ 4ac, KOATO e HANMBJIHO NOCTATHYHA 3a CEAHPAHE Ha
MEXaHWYHO BEHTWIHDAHH MAUMEHTH B HHTCH3MBHHA CEKTOP (MPOIWDKHTENHOCT HA
neuennero Han 1 peH). IlpepmmcBammpme nekapu Tpafea ga GBLOAT BHUMATEIHM  TO
OTHOLICHHE Ha Te3M CHOMTHA NpH MALMEHTH C NOCOYEHHTE MO-TOPE PUCKOBH (akTOpH
He3aGaBHO Ja NPEYCTaHOBAT NPHIATAHETO Ha NMPONOGhON NPH NOABA HA TOPHHTE NPH3HAIIH.

B usonupann cioydau ce choOliaBa 3a [epPHOX Ha clenonepatueHa 3ary0a Ha c¢hiHaHWe,
CBbp3aHa ¢ MOBHULUCH MYCKYIEeH TOHYC, chej npunoxkenue Ha Ilpomodon @pesennyc 1%.
HesaBucHMo or QakTa, ue CB3HAHMETO C& BLICTAHOBABA CIIOHTAHHO, & HeolxoauMo
TIAUHMEHTLT aKTUBHO A2 ¢ Hadmonaea.

lponodon @pesennyc 1% chbabpka COEBO MAcIo, KOETO B eIMHHYHH Cydad MOXe 1a
TIPHYHHH TEXKKA AIEPrHYHA PEaKIHA.

IlaumeHTsT Ce H3BCHA CIIEN ITBITHO BB3CTAHORABAHE OT oﬁma’ra aHeCcTC3HA.

Cnaseanero Ha M3HCKBAHWATA 3a ACENTHKAR €A 3aXB/DKMTENHH, KAKTO NO OTHOMIGHHE HA
paboTara ¢ JIeKapCTBEHHS NPOAYKT, TAKA M [0 OTHOWICHHE HA HH}YIHOHHOTO obopynsane.
EHOBPEMEHHOTO NPH/IcKeHHe Ha APYTH JICKAPCTBEHH TPOAYKTH WIH Pa3TBOPH 33 HHy3us,
noGaseny xpM Ilpomodon ®pesennyc 1%, Tpatea na ce ochIECTBABA Opes3 JISKapCTBEHHA
BX0A Ha kawwonata. Ilporiojon @Dpeseryc 1% ne TpaGpa a 6he BBBEXIAH npes
MHKpoOHOnoruyHu GUITPH.

ITponodon ®pezennyc 1%, kakTo H WHOYIHOHHATA CHCTEMa, ceappkaiia Ilponodgon
DpeseHryc 1% ca npeamazHadeHd caMo 3a eOHoxpamna ynompefa TIPH €cexu omoeneH
NaLHeHT.

4.5. BaammopelicTBHe ¢ ApyrE JeKADCTBEHH NPORYKTH W apyre  gopmu Ha
B3aHMogeiicTBHe

Hponodon @pesennyc 1% moxe na Gble ynoTpeGsBadH €NHOBPEMEHHO CBC cpencTsa 3a
NpeMEANKalKA, WHXAIAUMOHHH AHECTETHUH, aHANINETHIH, MHOPEJIAKCAHTH HIM JOKANMHM
aHECTETHUH. JI0 MOMEHTA HE € YCTAHOBEHA (PAPMAKONIOrHYHA HECHBMECTHMOCT.

EﬂHOBpEMeHHOTO MpHAarale Ha obLIA aHEeCTE3MA ChC CPCACTEA 334 PerHOHANIHA aHEeCTe3UA 6n
MOrne Ja njoseae N0 HaManAaeaHe Ha AO3HTe.

Hma cpobinenun 3a nponoHrHpaHe Ha aHecTe3mATa | 3a0aBsiHe HA JHXATENHATA YECTOTA opH
COHOBPEMEHHO  MpWIOKeHHe ¢ OeH3oAMasenHHH, MAPACHMNATHKO-IHTHLH  WJIH
HHXANAHOHHH aHECTETHIH,

Hpﬂ €AHOBPEMECHHA TNpeMeaHKauMad ¢ ONHAaTH € BB3MOMKKHO Ja HapacTHaT 4eCToTaTra H
NpOABRLKHTEITHOCTTA HA allHeATa.

Bpanukapaus u chpaeuen apecT MoraT Ia ce HaGTIORABAT Cliel TEPANHA ChC CYKCAMETOHHYM
KM HeoCTHrMuH. Hiakon oT Te3n nexkapcTBeHM MPOAYKTH MOraT Aa NPeaH3BHKAT XHIOTEH3HA
HJIH HapylIaBaHe HA NHLIAHETO - YCHOPENHOTO npunoxeHHe Ha [lpomodon Ppesenuyc 1%
MOXe 113 3a0b1004H Te3u edexrn.

Mlpu ennoBpemenno npuwioxenne Ha Ilponodon @pesennyc 1% o/ ffe
OpeMEaHKaUKsi, HHXANAUMOHHH aHECTETHUM HIH AHAITETHYHH Cp c§ ¢
NOTeHLMpaHe HA AHECTE3MATA WM PA3BHTHE HA HEXKENaHH PeakUHH OT
CBAOBaTA cHcTeMa. (BBMECTHOTO [MPHIOKEHHE ¢ MpPONYKTH, TIOT|




ankoxos, 00K AHECTeTMINM, HADKOTHYHM aHANTETHIH MOXE [a JOBEAE N0 YCHIBaHE HA
TexHute cefatHBHH edextH. [Ipn xomGuuupaHe wua Ilponodon Ppesenmyc 1% c
JEKapPCTBEHH NponyktH, Nnotuckawu LHC, xouTo ce npunarar mapeHTepanHo, € BE3IMOMKHO
A3 ce HabooNapa SHAMMTETHO NOTHCKAHE Ha AMXATETHATA H CHPACYHO-CHIOBATA (DYHKIAH.

Cnex npunoxende Ha dQeHTAaHMA MoXe Oa ce HaGMOZaRa BpeMeHHO NOKAYBAHE Ha
[JIa3MEHMTE HHBA Ha iponodoJ.

UMa cpobmienns 3a pasHTHe Ha nepxoeHuehanonaTvs crnefl NPWIOKEHHE HA MACTHH
eMyNCHH, oA06HH Ha TTponodo1 NPH NALMEHTH, NPHeMALE IMKIOCTIOPHH.

Ilpy mauMEHTH, KOHTO MPUEMAT BAINPOAT, € 0TOeII3aHa HeOGXOAMMOCT OT NO-HUCKK 1031 Ha
nponogon. [pn earoepeMenHa ynorpeba Moxe Aa ce 0OMHUCHH HAMANYBAHE HA 03aTa Ha
nponogon.

4.6. Deprannter, GpeMeHHOCT H KLpPMEHE

Brnpeku ue wicneasanvaTa BbpXy XHWBOTHH Ca NOKA3ATA OTCHOTBHE HA TEPATOreHEH edekT,
npuioxennero Ha Ilporogon e npormsonokasano mo BpeMe Ha Gpemennoct. ITponodon
TpeMHHAaBa TUTaLEHTapHaTa 6apHepa M MOXe a NIPEAH3BHKA HeoHaTanHAa Aenpechs. [Topanu
Ta3M TIpHYHHA NpoNodon € IPOTHBOMOKA3aH KATO AHECTETHK B aKYLIEPCTBOTO, BRIIOYHTENHO
u npH LiesapoBo ceuenue.

TlpoyupaHusTa IPH JKHBOTHH MOKA3BAT PENPOLYKTHEHA TOKCHYHOCT (BIXKTE TouKa 5.3).

[IpoyuBania npHd KEHH, KOMTO KbPMAT MOKA3BAT, 4e MAaJKM KOJNHYECTBa Tponodon
npeMuHaBaT B KbpMara. [Ipenoprunrento € kppMeHero Ja ce npeycTaHOBH 3a 24 4aca cien
aHecTe3nd ¢ nporodon,

4.7. EdexTn BBpxy cnocofnocrTa 32 modupane u pabora ¢ Mamnnu

Cnen npunoxenre Ha IIponopon Ppesennyc 1% e HeoOxofHWMO HAUMEHTET Aa Ohie
NOCTager MO HAOMOZeHHE 3a onpeesicH NepHo/ OT BpeMe [0 ITLITHOTO MY BL3CTAHOBSBAHE.
[Maumenrure Tpsbsa na 6bhaT MHCTPYKTHpEHH Na He WOMHpaT, paboTAT ¢ MAIMHH WK
H3BBPIUBAT ACHHOCTH B MOTEHUMANHO OmacHu ycnosus. He ce jgomycka HalyckaHe Ha
GomuuyHOTO 3aBeeHHe §€3 NPUAPYKUTeI, KAKTO H ynoTpe6a Ha alKoXon.

4.8. HekenaHu AeKAPCTBEHH PeaKIHE

Heskenanute peakiu, cebpsand ¢ ynorpebara Ha IIpomodon 1%, KoHTO OGHKHOBEHO ce
HA0/MON2BaT Ca XUNOTOHUS H peclHpaTopHa fenpecus. Tesu peaklHH 3aBUCST OT pasMepa Ha
MpHIOKEHATa 1038, YnoTpebaTa Ha JICKADCTBEHH MPOAYKTH 3a NpeMenukauud W ApYCd
€JHOBPeMCHHO npunaraHu jekapctea. Habmonaranu ca cnemnuTe cnenMduuHM HexenaHu
NEKAPCTBCHH PEaKLIMM!

Hapymenus Ha HMYHHATA CHCTEMA

Penxu (<1/1 000, =1/10 000)
KITHHHYHH CHMNTOMH Ha aHadWIAKTMYHH PEaKUMH, KOHTO MOXE 1a B
KeHHKe, OpOHXOCTATEM, EPUTEM H XHIOTOHHA.

Mhuoro penku {<1/10 000)

Anepr HYHH PEAKIHH, MPHYHHEHH OT COEeBO MACIO.




Hapymenusa na MeraGoim3zmMa H xpaHeneTo
YecTH: XHNEPTPUIIHUESPHAESMHUA
IHenxu4aun AApymenns

Penxu (<1/1 000, >1/10 000)
Eydopus u HapymeHns B CeKCYaHHTE 3apbiKKH B NMepHOAa HA H3TH3aHe OT AHECTE3HI.

Hapywmenns Ha HepBHATA CHCTEMA

YHecru (<1/10, 21/100)
[lpu BeBekzAaHe B aHecTe3HA € BBIMOXHO 1a ce HAGMOABAT CIOHTAHHM ABMKCHHA H
MHOK/IOHHYHA, NieKa pe36ya.

Penkm (<1/1 000, =1/10 000)
B nepuoga Ha uanmzaHe OT aHectesus ce HaGmonasar rmapoGonme, BEPTHIO, Tpecka H
HYBCTBO Ha cTyA. EmnnenTidopMenn MpHNaxeLy, BKIIOYHTENHO KOHBY/ICHH i OMHCTOTOHYC.

Muioro peakn (<1/10 000)

3abasenn enunenTuHOPMEHH NPHCTHIH, KATO MIEpHOIA Ha 3abaBHe e C MPOIB/DKUATENHOCT
OT HAKOJKO 4aca N0 HAKONKO AHH. CBLIECTBYBA PHCK OT BBL3HHKBAHE HA KOHBYACHMH HPH
GoNHM ¢ emNencHs, P KOUTO Ce TIpRara [Iponogon Mpezennyc 1%.

Cnydau Ha nocromiepaTHBHa 3aryba Ha ch3HaHMe (BWx Touka 4.4. Creuwanuu
NpeaynpesxneHHa U NpeAnasHH MepKe Npu ynotpela).

Copaeynn napymenns / CbaosH napymenns

Yeetn (<1/10. =1/100)

Tlpu BBBexnAHE B aHeCTe3Ms C¢ HAOMIONABAT XMIOTOHMS, GPafHKAPLINA, TAXHKAPINA, TOTUIH
BBJIHH,

Heuectn (<1/100, >1/1 000)

Xunotonus. TIOHKEHHETO HA apTEPUANTHOTO HANATaHE W3MCKBA HAMATABAHE CKOPOCTTA Ha
AHQY3HA H OpH HeoGXOOUMOCT O0EMHO 3aMeCTHTENHA Tepanug, KakTo H NPHIOKEHHE Ha
BA3OKOHCTPUKTOPHH cpezcTea. Tpaea nga ce MMa npemBHi BB3MOKHOCTTE OT OCTPO
AOHIDKCHHE Ha KPBBHOTO HaNAraHe NpH NALMEHTH ¢ HAMATGHA KHCMOPOAHA KOHCYMAus Ha
MHOKapQia, (MPKY/IATOPHU MOIBYHY HAPYLIECHUS ¥ XMIOBONSMHA.

Hoknaneann ca Gpagukapaks No speMe Ha 0B aHECTE3HS C OpPOTPECHPAINO H30CTPsHE
(acuctonud). HHTpaBeHO3HO NPHIOKEHHE HA AHTHXOMHHEPTHYHH JIEKaPCTBEHH TIPOLYKTH
NpEeH BbBEXAHE B AHECTE3HA HAH MO BpeMe Ha MOATBPIKAHE H& AHECTeIHA € HeoOXomqHMo
Aa ce oOMHCIH BHUMAaTenHO (B Todka 4.4. CTieLHaNHH TpeAynpexICHHs | npeanasvi
MEPKH MpH ynotpeba).

Penxu (<1/1 000, 21/10 000)

B nieprona Ha Hamaane OT aHecTe3us ce HabMonasa apuTMuA.
Tlonskora ce HaGmopasar TpomG03a u dnedur.

PecnupaTopnH, rpLIHay M MEAHACTEHAIHR HAPYIEHHS

Yectu (<1/10, 21/100)

B nepuona Ha BbLBEXKAAHE B AHECTE3HA Ce HAGNIONABAT XHITEpPBEHTHIALMA
KalTHUA, CUHHIYIITYC. ;
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Heuectn (<1/100, >1/1 000)

B x0ha Ha aHeCTe2HATA & BE3MOMHA NOABaTa HA KalTHLIA.

Peaxu (<1/1 000, >1/10 000)

B neprona Ha u3iB3aHe OT aHECTe3MA ce HAGIIOJABa KaTHIA.

Muoro peaxu (<1/10 000)
benoapoGeH otoxk.

Cromam#io-4peBHEH napylueHns

Peaiu (<1/1 000, =1/10 000}

B nepuoza Ha u3M3aHe OT 2HECTE3HA MOHAKOrA c¢ Habmoaasa rajaeHe win NOBpbLIaHE.

Mpuoro penku (<1/10 000)

B usonupanu cnyuau cnen mpunoxenue Ha nponodon e HaGmonasan namkpearwr. Ho
NPHYHHHO-CIIEACTBEHA BPB3KA HE € YCTAHOBEHA.

Hapymemm Ha KOXKATA H MOAKRKHHTE THLKAHH

Muoro peaxn (<1/10 000)
[lpn wapaseno3sHO MpUnOKEHWe B SAMHUYHM CJY4YaW MOXKE 1A oe Habmoaara CepHO3HO
3aCHTaHe HA OKORHHUTE THEKAHH.

Hapymenus na 6bOpennTe H THKOYHATE NHTHINA

Penxu (<i/1 000, >1/10 000)
Cry4an Ha NpOMAHA B UBETA HA YPHHATA ClEJl IPONOHIMPAaHO NpHiIoKerye Ha [Tponodon.

O Rapymenns u eeKTH HA MACTOTO HA MPH/IOAKEHUE

Mpuorg veetH (>1/10)
Jlokanua Gonka BBL3HHMKEANA NO BpeMe Ha NIBPBOTO HEKEKTHpaHe. 3a NpodHIAKTHKA H
JIeYEHHE BHK MO-JI0Y.

Jioxannara Gonka, Bb3HHKBAUIA Ceq HEDKekTUpaHe Ha [Iponodon Dpeseanyc 1% moxe aa
Objle HAMATeHa MOCPEACTBOM EIHOBPEMEHHO MPWIOKEHHE ¢ PasTBOP HA JHMIOKAMH (BHXK
Toika 4.2 Haunn Ha npunoxenue, “Hudysus Ha paspenen Ilpomodon Opesennyc 1%™),
KaKTO H M(pH H3BBbPUIBAHE HA MAHMIYMALKMATA B rOJIEMH BEHH HAa NPEIMHUIHMLATA H
MpeAnaKLTHATa sMKA. CHEA CAHOBPEMEHHO NPWIOKEHHEe ¢ JIHAOKAHH MOTAT fa ¢e
Habmomapar pagko (<1/1 000, =1/10 000) cneauure HexenaHu ACKAPCTBCHM DEAKIMM:
3aMalirane, [IOBPBINAHE, CHHIMBOCT, KOHBYJICHH, OPAAMKapIHA, CHPICUHA ADHTMUA H LLOK.

Penku (<1/1 000, 21/10 000)
Cry4au Ha HOCTONEPaTHBHA TPECKA.

Muoro pegkn (<1/10 000)

B usomupany cnyvau ca HabmonaBaHH HEXENAHK PEAKUMH, TIPeNCTABSHH
CHMIITOMH, KOHTO BKmouBat: paGaomuonusa, MetaGonuTHa anmposa,
ChpACYHA HEJOCTATHYHOCT, NoHAkora ¢ daranen uzxon. Ilosedero @ >

*
peakuuy ca HabnonaBaHH KOraro nponoon ce npunara 3a Ceamp ¢ Hat
= |




HHTEHIUBEH CEKTOp B no3H, Npeswmwasamm 4 mg/ kg/ vac. 3a nosede nHOpMauUHUs BIOKTE
Touxa 4.4. CrieuManti npeAynpe;aeHHs K NpeanasHH MepKH MPH yroTpeba.

Crofmapane Ha NONO3UPAHY HeXEAHN PeaKIIMK

CrolluasaneTo Ha MON03WPAHK HEKENAHA PEAKUWMM CAEH PadpelllaBane 3a ynoTpeha Ha
JIEKAPCTBEHHA NIPONYKT € BaXKHO. TOBa no3posniBa Ja NPOABIKH HAOMIOIEHHETO Ha
CBOTHOLUIEHHETO MOJi3a/PHCK 3a TEKAPCTBEHHS MPOAYKT. OT MEAMIHHCKATE CIICLHANHCTH Ce
M3HCKEA 112 cHOOIABAT BesiKa TIOA03Mpata HexenaHa Peakiua dpes HAUHOHATIHATA CHCTeMa
3a ¢poOLIaBaHE:

H3mbHHTEIHA ATCHLHA N0 JIEKapCTBaTa
yi. Jamsan Cpyer” Ne 8

1303 Codua

Ten.: +359 2 8903417

yeGcaiiT: www.bda.bg

4.9. Hpeposupane

fIpenosupanerc Moxke aa AOBeae o MOTHCKAHE HA JULIAHETO © chpaeuHara neiiHoct. B
CHy4aH Ha TUXATENHA HENOCTATHYHOCT € TOKA3aHA W3KYCTBeHa GeonpobHA BeHTHIALMA.
Ilpn napymienus B ChpaeyHO-ChAOBaTa ACHHOCT MALMEHTET Ce TIOCTABA B XOPW3OHTANHO
NMOJOKEHHE, KaTO B TEXKH ClyYad € [0Ka3aHO NPENHBAHE HA I[U1a3MO3AMECTHTENH M
NPpUNAraHe Ha CTUMYNUpAINH KPbBOOOpallleHHeTo CpeacTra.

5. ®APMAKOJOI'AYHM CBOMCTBA
5.1. ®apmakoAWHAMHYHH cBoiicTBA
NO1AX10 — npyru anecTeTHuH ((papMaKo - TepaneBTHYHA rpyna)

Hponopon (2,6-auuzonponunderon) e 06w aHeCTETHK ¢ KPAaTKO M 6®Bp30 HacTbOBaIO
neficteHe — cpeaHo 3040 cek. IIpoAb/DKHTENHOCTTA Ha AHECTE3WATA, B 3ABHCHMOCT OT
VHTCH3UBHOCTTA HA MeTabo/IH3Ma M CKOPOCTTA Ha eHMHHHpaHe € 4 — 6 MuH, B ycioBHaTa
Ha CTaHAApTHO MNOAALPKAHA AHECTe3us, He ¢ Guna HaGmoxapaHa 3HAYMMA KYMYyJalMs IpH
MOBTAPAIIO C& MHXEKTHPAHE HA NONeMH JO3H UK TIOCTOAHHA HHY3us Ha nponodon,
Cvofwenusra 3a pasBUTHE Ha OpagHKapaud M XWIOTOHHA B XOJa HA BHBEKIAHETO B
anecTesns Morat Aa 6bAaT obscCHeHu KaTO pe3yTaT Ha LepeCpaneH BArOTOHUUEH e(eKT WK
TIOTHCKAHE HA CHMOATHKYCOBATA AKTHBHOCT. He2aBMCHMO OT TOBa, XEMONHHAMHYHHTE
HAPYWEHHA Ce BBE3CTAHOBABAT B [IEPHOA HA NOINBPKAHE HA AHECTE3HATA.

5.2, PapMakoKHHETHYHH CBOHCTBA

[iponogon ce cevpssa ¢ mrasMenure npotennu B 98%. Cnel HHTPaBeHO3HO TIPHAOHKEHHE
hapMakokHHeTHKATa Ha mponodon Moxe aa Gbje OMHCAHA MO 3-KOMIAPTHMEHTHHS MOJIEN:
tasa Ha Gup3o pasnpenenenve (11/2 = 1,8 10 4,1 min.), dasza Ha Gupso f-entmunupane (t1/2
= 34 no 64 min.), ¢pasza Ha GaBHo y-enuMuHmMpane (t1/2 = 184 go 382 min.). Bes tazara Ha
0aBHO CITHMHHMPAHE MNOHWKABAHETO HA IUIA3MEHHTE HWBA ¢ GABHO, IOPAM HHCKOTO
pasnpeneacHne oT kommaprumenTa. Hayannuar obem Ha pasnpenenenue (V) e.cpe 22 mo
76 1, obmusT ofeM na pasnpenenenne (Vdp) e 387 mo 1587 1. 3%

SIMMHHHPA OT Oprahusma (o6 kmHpbHe cpegro 2 I/ min).

KinpbHCBT 3aBHCH OT MHTEH3MBHOCTTA Ha METAGOMWTHHTE mpo
CTETICH OT Te3W B uepnua Apob, kbueTo ce ce GopMupar Hes




nponiopon (40%) 1 croTBeTHHTE MM KBHHON B 4-cyadaTaH KOHIOT'aTH, KOHTO C& eKCKPeTHpaT
¢ ypusata (oxono 88%). Ilo-manko or 0,3% or npmnoxkeHata Aosa ce eKCKpeTHpa B
HENPOMEHEH BHA ¢ YPHHATA.

BuonammunocT: npw i.v. npunoxenue — 100%.
53. IlpeaknunuuAH ZanHH 33 Ge10ACHOCT

TTonyseHnTe BB3 OCHOBA Ha CTAHIAPTHH NPOYYBAHHS 33 TOKCHUHOCT CHEA NOBTAPAIIY Ce
AOSH WIH TEHOTOKCHHYHOCT NPEAKTHHWYHA JAHHH, HE TI0KA3BaT ONpEZeNeH PUCK NDH Xopa.
Hscnenpanna 3a kaHUepOTeHHOCT He ¢a Nposexaani. 1o OTHOLICHHE Ha HEraTHEHN edexTH
BBPXY PENPOAYKTHBHOCTTa, BIK T. 6.4, M3cleasaHusTa OTHOCHO JOKATHATA TOHOGUMOCT
TNIOKa3aT, Y€ HHTPAMYCKYNHOTO BBBEHIaHE HA JIGKAPCTBEHHA MPOAYKT BOAH AO THKAHHH
YBPeXIaHUA B MACTOTO HA MPHIOKEHHETO,

HyGnukysanuTe NpoyYBAHHA PH HKUBOTHH (BKIKOMUTE/THO NDHMATH) NpH N03H, BOZELIH A0
JIeKa 110 YMOPEHA aHECTE3HA, MOKA3BAT, Y€ UIMOMIBAHETO HA AHECTE3NPAIM areHTH B IePHONR
Ha GBp30TO HApACTBAHE HA MO3BKA MM CHHANTOTEHE3ATa BOAU O 3aryba Ha KIETKH B
PasBUBALMA CC MOJIBK, KOATO MOKE Oa ObAe CBEP3aHA ¢ MPONBKHTENHH KOTHHTHRHH
HapymeHus. KauHHYHOTO 3HaYeHHe Ha Te3H HEXTHHHYHH HAXOAKH HE € H3BECTHO,

6. PAPMALEBTHYHH JAHHA
6.1. CHACHLK B2 NOMOIMHBHETE BemIecTBA

COCBG Macio, papHHApano
NpevHcTeHH AiyenH gochonnnumau
TTHLEPON

ONEHHOBA KUCSIMHA

HATPHEB XMAPOKCH

BOJIA 32 HEDKEKUHH

6.2. HecnpMecTHMOCTH

Ilponohon Ppesenmyc 1% wue TpaGsa na GwvAe cMecBan NpedH TNPWIOKEHHE ¢ JpYyrH
Pa3sTBOPH 33 HIDKEKLHA WIH HH(Y3UA ¢ MIKTMOYEHHe Ha DI0Ko3a 5% pasteop 3a HHby3Hq |
watpues xnopun 0,9 % pasteop 3a undysna win 1% Jlnmokaun pasTBOp 34 MIKEKIHHK (BHX
T. 4.2. JIo3upoBKa H HayMH Ha TIPHITOAKEHHE), Kpaifnata xonuenrpauus na npomodon B
HOTyHEeHUTE pa3TBOPH He Tpa6Ba na Ovae mo-HUCKa OT 2 mg/ml.

Mropenakcanty, nonoGHu Ha aTpakypHyM H MHBAKYPHYM CE PHIAraT camo crnef oOGunsHo
MPOMHBAHE HA MACTOTO, H3MON3BAHO 32 MHGY3ua Ha [Tponodon Opeseruye 1%,

6.3. Cpok ra roauoct
3 rosMHY B OPHIHHANHA ONAKOBKA.

Hndysuonnara cucreMa, upe3 xoaTo ce npunara HepaspeneHa emyncus IIponodon
Ppeseniryc 1% Tpadpa Aa GhIe MOIMEHEHA He TIO-KBCHO OT 12 yYaca CNER (EBRDBAHE
ammynata win ¢naxoda. Paspexnanero ¢ rirokosa 5% pasTeop 3a HH(x
xnopun 0,9% pasteop 3a undyzus Tpadea 1a ce OCHIECTBABA chriag)
acenTHKa HENOCPENCTBEHO NpEeAH NMPHIIOKEHHETO, KOETO OT CBOA ¢
H3BLPLICHO B PAMKHTE Ha 6 Yaca CNeA paspexaaneTo.
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HeH3nomsBaHOTO KOMHYECTEO OT ChABPKAHHETO el ynotpeba ce yHHLIOKaBa!
6.4. CpenmmanHH yCJI0BHs 3a ChXpanende

Ala ce chxpandga npu TeMnepatypa nox 25 °C. Ja ue ce 3ampasssa,

6.5. BHa B chABpXKAAHE HA ODAKOBKATA

Besugernn cTriienn amnynd (20 ml), crekiao Tun 1.
BesugeThu cThKIeHM (nakonn (S0 mi), creiuio Tun Il ¢ 6poMByTHIOBa ryMera Tara,
Beausethu croknenn duakond (100 ml), crsrno Tum IT ¢ 6pomGyTrnora rymena tana.

OnakoBKH OT 5 CTEKNSHY aMITYNHY, ChAbpxkauis 20 ml eMyncus.

OnakoBkH 0T 1 cThKiIeH $nakoH, chaspxany 50 win 100 ml emyncus,
OnakoskH ot 10 cTekneny ¢rakona, cbaspskaum 50 wm 100 m! emyncus.
Onaxosky o1 15 cTEKIeHH drakoHa, cuappaamty SO ung 100 ml emyncun.

He scwaku punoBE OnaKoBKy MOraT 1a 6uaT mycHaTH B mpoaakOa.
6.6. Cnemmajnwn npexNA3HHE MEPKH NPH HIXBLPASHE H pabota

Camo 3a enHokpaTha ynorpeGa. Besko konmuecTso HemsnonspaHa eMy/cHs TpsOBa na ce
H3XBBPITH.

KontelinepsT Tpabpa ma ce pazknati npenu ynotpeba (srok 1. 4.2.).

Ha He ce U3M1013Ba aKO CrEA Pa3KIALLIAHE HA EMYNICHATA MOTAT Ja CE PA3/IHYaT ]Ba GIToA.

HAa ce mnonsea camo, aKO E€MYJCHATA € XOMOTEHHA M UEJOCTTR HA ONZKOBKATA € C
HEHapyLIeHA LAIOCT.

Ipenu ynotpe6a wriikara Ba aMIynaTa WK rymesara mem6paHa Ha (iaxoHa TpaOBa 1a ce
NOMHCTBAT ¢ aNKOXONEH CMpel WIn TamnoH, Hanoed B cnupT (sexk 1. 4.2 Hauwn ma
OPIIOKEHHE).

Ja ce chxpaHaBa ha MACTO Jasiede OT MOMIeaa H IOcera Ha feva.

7. TIPHTEXATEJI HA PAZPENIEHHUETO 3A YIIOTPEGA

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strasse 1,

D-61346 Bad Homburg v.d.H.,

I'epmanun

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

20011101

9. ATA HA ITBPBO PASPEIIABAHENIOJHOBSIBAHE HA
PASPENMIEHWETO 3A YIIOTPERA / —

Jara Ha mepBo paspeurasade: 12 noemepu 2001 r.
Aara Ha nocneano noaxosaeane: 03 Hoemapu 2016 r.




10. JATA HA AKTYAJNM3UPAHE HA TEKCTA

Jexemepu 2018 r.




