KPATKA XAPAKTEPUCTUKA HA NPOOYKTA

1. THProBCKO UMe Ha NEeKapcTReHUsI NPOJYKT

Aminoven 10% MUHUCTERCTBO HA 31PABEONASBAKETO

0,
AmuHoseH 10% TIpRAGHKENHE KbM

paspowenne saynorpaBale
2. KorinuyecTBEH U KaueCTBEH CLCTaB Al lrpotely.0.00r

1000 ml pasTeop 3@ NHPY3NS CoABPNAL L5 A%, Dy, 2002

Isoleucin 500 g
Leucine 740 g
Lysine acetate 8931 g
=Lysine 6,60 g
e Methionine 430 ¢
e Phenylalanine 5.10 g
¢ Threonine 440 g
e Tryptophan 200 g
s Valine 620 g
e Arginine 12.00 g
e Histidine 3.00 g
s Alanine 1400 g
¢ Giycine 11.00 g
e Proline 11.20 g
* Serine 6.50 g
e Tyrosine 040 g
e Taurine . 100 g
OBiL0 aMUHOKNCENUHN: 100.0 g/l
Q06110 asoT: 16.2 gfl
06110 kanopuy: 1680 kJ/I (= 400 kcalll)
pH: 558.5
TUTPaLUMOHHE KNCEMUHHOCT 22 mmol NaOHf
TEopeTU4EH OCMONapuTeET 990 mosm/|

3. JlekapcteeHa popma
PasTteop 3a mhdyana
4. KriHW4YHY BaHHM
4.1 Noxka3aHns
VI3TOUHMK Ha aMUHOKUCENMHY Hipy NapeHTepaneH XpasuTeneH pexmum.

AMMHOKMCENVMHHWTE PasTeopK ce npunarar OCHOBHO B KOMGVIHaL’MH C I'IO,D,XOAHLLM
KonndecTsa eHep!'VMHVl [oGaBKW. . SRt
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4.2, lo3npoBKa K HAYUH Ha NpuiioxeHne

3a NpUNoXEeHNe Npe3 LIeHTpaneH BEHO3eH MBT 1of diopMmara Ha NpoAbivkuTeNHa
UHdY3uA.

[lo3MpoBKaTa 3aBUCK OT TEXECTTa Ha KaTabonuTHOTO CBCTOsIHME M OT Hyaara ot
amuHokMcenuuw. Tpn napenTepanHo xpaHeHe He TpsiGea Aa ce mnpeswuasa
MakcUManHaTa iHEBHa 403a 0T 2 g aMUHOKMCENNHN Ha KUITOrpam TeNecHo Terno.

IueBHa poza:

10 - 20 m! Aminoven 10% Ha kr TenecHo Terno {ekevBarnentHa Ha 1.0 -20 g
AMWHOKMCENUHN Ha Kr TErliecHO Terrno), koeto cwoTeetctea Ha 700 - 1400 mil
Aminoven 10% npu 70 Kr TenecHo Terno.

MakcumasniHa CKOpOoCT Ha UHcyaus:
1.0 ml Aminoven 10% Ha Kr TenecHo Tersio Ha 4ac (eksupaneHTHa ha 0.1 ¢
AMUHOKMCENMHN Ha& K TENIECHO TEINO Ha Yac).

MakcumanHa pHEBHaE go3a:

20 mi Aminoven 10% Ha Xr TenecHo Terno (exemBaneHTHa Ha 2.0 g aMMHOKMCENNHU
Ha Kr TeNnecHo Tersio), koeTo cwoTeeTcTBa Ha 1400 ml Aminoven 10% wnn 140 g
apMuHoKMcenuHN pyn 70 Kr TENecHo Terro.

PasTteopbT ce npunara 3a uenms wHTepBan OT Bpeme, npes KONTO € nokasaHo
[POREXAAHETO Ha MapeHTepanHo XpaHeHe.

4.3. MpoTHBONOKasaHus

Kakio 33 BCUMKN aMUHOKVCENMHHY pasTBopy, Mpuroxerneto Ha Aminoven 10 % e
rPOTUBONCKa3aHo MPU CNEQHUTE CbCTOSHUA.

HapylueHus B aMWHOKUCENMHRNS MeTabonuabm, meTabormTHa auvposa, 6L0peyHa
HEJOCTaTBYHOCT 63 XemMoAuanvsa un XemoduaTpalMoHHo neuexye, HanpeaHana
yepHoapoBHa HEJOCTaTBYHOCT, XWUNEPXUAPETALMS, XWMoKcWs, AekoMneHcupaha
CbpAeYHa HELOCTATBYHOCT, LWOK.

Mpunoxexueto Ha Aminoven 10% e npoTUBOMoKasaHo Py HOBOPOAEHU.

3a rapeHrepanHo XxpaHeHe npu Gefeta, mankv fella u geua ce vsnonsear
NEAVATDYHY  AMAHOKUCENMHHK MpOgYKTY, cbofpaseHn CbC  CreundnyHnTe
MeTaBoNUTHA HYXAN Ha JETCKUsi OPraHu3bM.

KnuauuHu nipoyueanns ¢ Aminoven 10 % He ca rnpoBexaaky npyu HOBOPOAEHW,
6ebera unn geua.

4.4. CrieManH1 POTUBONOoKasaHwsa U CrietiManHtm npeaynpexaenus: 3a ynotpeba

HeoBxogumo € Ja ce CcnepsiT CepymHuTe eneKkrponiTy, BOLHWUA GanaHc W

6B6pevHaTa yHKUMS. o

Mpn xunoxkarmemnst wuni XxunoHaTpuemusi, Tpsiosa cBOEBpEMEHHO © fid”

MPUIOKEHN CLOTBETHY KOJTAYECTBa Kanuii w/ unv HaTphil. (;’;“ -
LA
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AMVHOKUCENMHHUTE PasTBOpW MOraT [ia MpeaunsBuKaT ocTpa HEAoCTATBbYHOCT OT
COnu Ha honueBaTa KuceriuHa, Nopagn KoeTo € HEoOXOAUM EXe[JHEBEH npuem U Ha
chonuesa cenuHa.

HeobxoouMo € MOBMILEHO BHUMaHWE Tipy NPWITaraHeTo Ha rosiemy KonuyecTsa
UHDY3MOHHN pasTEoPY NpW NaLMeHTH CbC CbpPAeYHa HEZJ0CTaTEYHOCT.

ViaGopsT Ha nepudpepHa 1K LeHTpanHa BeHa 3aBucy OT KpaliHng OCMONapuTeT Ha
cmecra. OBiwonpueTaTa rpaHnua 3a nepudepta nHgysun e okono 800 mosm/l , Ho
Bapvpa 3HaYMTENHO B 3aBYICUMOCT OT Bb3PacTTa U 0BLWOTO ChCTOAHNE Ha nauveHTa,
KaKTo ¥ oT ocobeHocTuTe Ha nepudepHara BEHO3Ha Mpexa.

SaguikuTenHo ce cebronasa abconiTHa acenTUYHOCT, 0cobeHo NpU BLBEXOAHE
Ha KaTeTbpP B UeHTpanHa BeHa.

Aminoven 10% ce npwunara B pamMiuTe Ha TOTarneH fapeHTepalneH XpahuTeneH
peXvM B KXoMOWMHaUMsi CbC ChOTBETHO KOFIMMECTBO EHepriiiHn  pobasky
(BuImexvapaTHy  pasTBOPYW, MacTHW EMYMicuK), EneKTponuTh, BUTamueu U
MUKpOEneMeHTH.

4.5, [lekapcTEeHN ¥ APYTA B3auMogencTBus

He ca v3BecTHU g0 MOMeHTA.

Bwx pasgen 6.2. “OuanKo-XMMUYHY HECEBMECTAMOCTH .
4.6. bBpeMeHHOCT M KbPMEHE

He ca npoeexpann creundmuty NpoydBaHns 3a oleHka Ha GesonacHocTra npu
waronssaleTo Ha Aminoven 10% no Bpeme Ha OpeMEHHOCT W KbpMeHe.
HezasucumMo oT ToBa, KAMHWYHK ONWTW ¢ MOoRodHW aMUHOKUCENMHHWY pasTBOpU 3a
NapeHTEPanHo XpaHeHe He NMOoKa3saT iaHHW 32 PUCK OT U3NONSBAHETO Ha NpoAykTa
npes Tesu nepuogM. Mpepv ga Gvae npunoxed Aminoven 10% no Bpeme Ha
GpemMEHHOCT W KbpmeHe TpsibBa BHUMATENHO Aa ce NpelieHln ChOTHOWEHNETOo puck/
rnosnasa.

4.7. Edbektu BhpXy cnocobHOCTTa 3a Wwodmpade 1 paboTta ¢ MalumHy
He e npunoxumo.

4.8. HexenaHu riekapcTBEHN peakljum

Mpu NpaBKnHO NPUNOXEHNE He Ca N3BECTHW.

HeXernannTe fieKkapcTBeHN peakLmy, BL3HWKHaMM npy npefoavpate (Blk no-nony)
0BMKHOBEHO ca 06paThMi 1 u3dYesBaT crnef npeycraHoBsiBaHe Ha TepanuaTa. Ha# -
oblio nHbysuaTa Npe3 nepudepHn BeHW MoXe fia NPeAusBuKa Bb3nanekHve Ha
BeHo3HaTa cTeHa u TpoMBodnedunT.

4.9. MpepoznpatHe .‘: W o
Kakto M Npu Apyrn aMuHOKUCENMHHU pasTBOpW, MOraT fa ice -AOABAT CTYASHW.\

TPBIKY, raziele W noepbluaHe, ako Aminoven 10% ce Mpegosyupa ik ce [IPEBULIN -

ckopocTTa Ha BrvBaHe. B Tosu crnydait uHdysusTa Tpﬁﬁsa'-,;-:\‘l;)_eaa\gggi_aqz_f;:(?f.- ce’
npekpaT. BL3MoXHO € fla ce NPOSHLItKY C HaMmaneHa [o03a. REAN \i.. Sy
o g
"h}\‘!.__‘:?:‘. cf)ﬁ% e
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MpexaneHo 6bpsaTa wuHMYsMA MOXEe [Aa NpepusBiKa Xunepxupparauus W
enekrponuTeH gucbanaHc.

Hama crneuMtuueH aHTUZOT Npw npeposupane. CriewHocTia obxeauia obwo
yKpensaliy MeponpusATUs, CbC Cheuvanto BHUMaHue BBPXY AuxatenHara u
CBLPAEUHO - ChAoBaTa cucTema.

HeobxoguMo € CTPUKTHO NpocriefsBaHe Ha OWOXUMUYHMTE fiOKasaTenn Kato
crieumihuuHUTE OTKIOHEHUs TPAOBa Aa Ce fieKyBaT CLOTBETHO.

5. ®apMaKoIOruuHK AaHHN
5.1. ®apMakofuHaMUYHN CBOUCTEA
BO5B AO1 ~ amuHOKMCENWHEH PasTBOP 33 NapeHTepanHo XpaHeHe.

AMNHOKUCESIMHWTE, KOMTO Chabpxa Aminoven 10%, ca eCTECTBEHO ChiLleCTBYBALLN,
hM3NONOTrKYHKM ChCTaBKM. KakTo amWMHOKMCENWHWTE, NOMy4eHn cnep cmunaHe u
YCEOSIBGHE Ha XpaHUTenHWTE NPOTeuHY, Taka W NapeHTEepanHo NpUIoXEeHUTe
aMUHOKUCENNHW HaBnu3aT B Aenata ceoboHY aMUHOKMCENWHK Ha opraHuaMa, crnel
KOETO Ce BKMIOYBAT U B ChOTBETHUTE META0ONNTHN METEKN.

5.2. DapMaKkOKMHETU4YHYM CBONCTRA

AmMuHokcenuRmTe ot Aminoven 10% HaBnnaaTt B MMasMeHoTo [ENio Ha ChOTBETHUTE
ceoGopHy amuHokucenuHn, OT BBTPECHLAOBOTO MPOCTPAHCTBO aMWHOKMCENUHWTE
MPEMMHABAT KbM MHTEpPCTULMANHATa TEYHOCT U OTTaM, MHAMBMAYanHo 3a BCAKA
efiHa OTAENHa aMUHOKUCeNMHa, B UHTPAaLIenynapHOTO NPOCTPaHCTEO Ha pasninynbn
TBKaHY, B 3aBUCMMOCT OT HYXaTa.

KoHueHTpaummtTe Ha cBoGOAHWMTE  aMMHOKWCENWHW B WHTPaUenynapHoTo
MPOCTPaHCTEOC U fNa3MaTta ce perynupar eHROTEHHO B TECHK MPaHnLy, B 3aBUCUMOCT
OT BL3pacTTa, XPaHUTENHNS CTaTYC U NATONOTMYHOTO ChCTOAHNE Ha naumenTa.
BaraHcupaHnTe aMMHOKMCENMHHN PasTBOpW Kato Aminoven 10% He npoMeHAT
3HEUUTENHO (DUBMONIOTMYHAS aMUHOKMCENMHEH CbCTaB, KOrato ce npunarar fof
chopmaTa Ha npoabmkuTenHa 1 BasHa UHpY3NA.

XapaKkrepHy NPOMEH BbB (MBMOMOMMUHNA aMUHOKUCENHEH CBCTaB Ha iasmara
ce ouaKBaT TOFaBa, KOraTo perynatopHUTe (hyHKUMY Ha HM3HEHO BEDKHW OpraHi KaTto
yepeH gpo6 n Onbpelm ca cepuosHo HapyweHn. B TakmBa criyvan 3a
Bb3CTaHOBRABaAHE Ha XOMeOoctasaTa € hpenopeuMTenHo nNpunaraHeTo  Ha
CreLManuaupaHi aMnHOKUCENHHN pasTeopn.

Camo Marika YacT OT BrieTUTe aMUHOKMCENMHN ce enumuHupa npes 6uopeumre. 3a
[OBEYETO AMUHOKUCENNHY € IoKTaaBaHo Bpeme Ha nionyxweoT ot 10 fo 30 munyTv.

5.3. MpepxknuHUYHK BaHHKW 38 Oe30NacHOCT

ChLECTBYBAT NPESKNMMHMYHY TOKCUKONOMMYHU JaHHN 33 OTAENHA a8MWHOKUCENNHY,
kouTo ofaue He ce OTHacAT [0 CMEecHM OT aMWHOKMCenuHW B pasTeopl Kato
Aminoven 10%. He ca npoeexaaHn NPEAKIMHUYHY TOKCUKOSIOTHYHI npquBaHm c
Aminoven 10%, HO npoyusannsa BLPXYy pasTeopy ¢ nonoﬁen aMMHOKVICEHMHEH

CBCTAB He ¢a rokasanin ToKCu4eH ecbex'r A .
13 N H X B 1 -
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6. QapmageBTMYHA AAHHU

6.1. CrUCHK Ha MOMOLLHWTE BEIHECTEA U TEXHUTE KOJIMMECTRE

Glacial acetic acid 47-5.74a
Water for injections 928 g
Nitrogen qg.S.

6.2. PUMNKO-XMMNSHY HECHBMECTUMOCTH

Mopanw noBuileH PUCK OT MUKPOBVONOMMYHO 3aMbpCABaHe W HEeCHBMECTUMOCT,
AMUHOKUCEMHHUTE pasTBOpu He Tpabea ga ce cmecsat ¢ Apyi nexkapcreeHu
cpepciea. Ako e HeobxoauMo ga ce noGaBaT ppyv Xpanutenkn CbCTaBu, BYDK
paspen 6.3. B), 6.4.,6.6.

6.3. Cpok Ha rogHOCT

a) Npeay oTBapsHe Ha CTbKNeHaTa Banka:
2 rogvinn

6) criep oTBapsAHe Ha CThKeHaTa Batka:

Aminoven 10% ce annuumMpa CbC CTEPUITHN MHY3NOHHN crCTEMA HEeNnocpescTBEHO
cnieq ovBapsHeTo. OCTaHanoTo HEeusnor3eaHo kormyecTec TpsGBa pa ObAe
WN3XBBLPIIEHO.

B) Crief CMECBaHe C APYM KOMIOHEHTH:

Mo npwHUMN pasTBOpuTE 3a TOTANHO rapeHTepanHo XpakeHe wmorat Aa ce
cbXpaHaBaT MakCuManHo Ao 24 yaca npn TemnepaTypa 2°-8°C, oceeH ako he €
[OKasaH Nno-genkr NeproA Ha CbxpaHeHne. B 6.4.

6.4 CnenuanHmn ycsioByA 3a CLXpaHeHne

CuxpaHsBaiiTe GaHKTE B TPAHCNOPTHUTE KaLLOHW.
[a He ce 3ampasfBa.

[Mperopbku 3a ChxpaHeHue cned cMeceaHe ¢ dpyau KOMIIOHeHMU:

Aminoven 10% moxe pa Gble acenTuyHO cMecsar ¢ ApYm XpaHurentu fo6asku
KaTO MaCTHN EMYFCUY, BEIMEXuapam U enekrporuTi. Xuympuny 1 husnuHn SaHHn
3a craburiHoCTTa Ha HAKOW TaKMBa CMECH, CbXpaHsiBaHi Npy TemnepTypa 4°C 3a He
rogevue oF 9 HK, MoraT ga 6baaT npefocTaseHn O npoussoauTena Npi nouckeaHe.

OT MukpoGronorMyHa rrieaHa Touka, cMecuTe 3a ToTalta napeHTEepasiHo XpaHeHe,
MPUFOTBEHY NpU HEKOHTpOrmMpaHn unn HepanvavpaHn ycnoeusi TpsiGea pa ce
M3HON3BaT BeaHara. Ako He ce W3ronasaT BejHara, CPOKLT Ha FORHOCT U ycriosusta
3a chxpaneHne npean ynotpeba ca OTroBOPHOCT Ha nonssalms CMecTa, Kato
npuHUMNHO He Tpsabsa pa ce nperebpersa npasuiioTo 3a He noseye ot 24 yaca npyu
Temnepatypa or 2° po 8°C, ocBeH ako cMecBaHeTo He € %gomec'rseﬁo npw
KOHTPOXMpaHu 1 BanMavpaHn acertiHHN YCroBnsi. . ‘{1?‘-}{:’,:  Ig i
N |

6.5. [lankmn 3a onaxkoBKata

CtekneHn Banku 500 ml w 1000 mi.
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Tun |, Ge3LEeTHO CTHKIO, [yMeHa Tana/anymuHnesa kanaduka v TpaHcriopTeH KStlOH.

KonnuecTso B onakoekara: 10 x 500 mi cTbkrieHa OaHKa
6 x 1000 ml crewieHa 6aHka
1 x 500 m! cTereHa 6aHka (MocTpa)

6.6. Mpenopku Npyu ynotpeda

[a ce usrosisea HENOCPEACTBEHO Crep 0TBapsiHe Ha Hankara.
Camo 3a egHokpatHa ynotpeba.
[a He ce nanonaea cnep UaTyaHe CpoKa Ha rofHocCT.

Aa ce usmonaea camo NpW yCrnosue, Y€ pasTeopeT € oucTep, Oes vactiy u
LeocTTa Ha ONakoBKaTa He € HapylueHa.

HensnonssaHMsT pasTeop fa ce uaxBuprm. KonuyecTeoTo, OCTaHano crieq
nHEpy3uaTa, TpsbBa fa ce USXBBLPIA.

Fopaav nosuURIEH PUCK OT MUKPOGMONOMUHO 3aMEPCABaHE U HECHBMECTUMOCTH,
aMUHOKVICENUHHMTE pasTeopy He Tpabea fa ce cmecsat ¢ ApYym nekapeTeeHn
BellecTEa. AKo e Heobxogumo fa ce npnbaBaT APYM XpanuTentn aobaBku KaTo
BLrASXMOPATH, MAcTHY EMYFCUI, EMeKTPONuTY, BUTAMMHEN UITYW MUKPOERNEMEHTW KbM
Aminoven 10% 3a ToTanHO MapeHTepanto XpaHeHe, TpsibBa fAa ce cnegu 3a
aCEenTUYHOCT, LANOCTHO CMECBaHE 1 Hali-Beve - 3a TAXHaTa ChBMECTUMOCT.

3a HSIKOV GMECH NPOM3BOAVTENSAT pasnonara ¢ AaHH! 3a CbBMECTUMOCT.
7. Vime v appec Ha NPUTEXAaTesisi Ha pa3peleHneTo 3a yriotpeba
Fresenius Kabi Deutchland GmbH

D-61346 Bad Homburg v.d.H.

Germany

8. PernctpaumoneH Ne B perucrepa Ho ‘. 28 3NAXM

9. Harta Ha AbpPBO pa3pewntaBaHe 33 ynotpeba Ha rekapcTBeHns NPOAYKT
(nopHOBsIBaHE Ha PaspeweHNeTo)

10. Bata na (yacTMuHa) aKTyanusauwsl Ha TeKCTa
Oxromepu 2001r.

: S :.I;
L 29/01/2002

=3 Page 6 “\\

M3
+,




