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CmopKabusen Llenrpan 6e3 enekTposuTH HHPY3HOHHA eMYJICHS | Kbum Pea. N ,2\{)030 (YA
SmofKabiven Central Electrolyte Free emulsion for infusion
Wil

llllllllllllllllllllllllllllllll

=

Pa3pewenue Ne

BG/MA/MP -

2. KAYECTBEH U KOJIMMECTBEH CbCTAB
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CmodpKabusen Llenrpan 6e3 en1eKTpOJIUTH EMYJICHS 3a HH(PY3HS C€ CbCTOH OT TPHKAMEPHA CHCTEMA
oT cakoBe. BCekM cak chabpika clie/IHUTE NapuUaTHi 00eMH B 3aBUCHUMOCT OT 00EMHUTE HA METTe

OIMTAKOBKH.

493 ml 986 ml 1477ml 1970ml 2463 ml B 1000 ml

Pa3TBOp HAa AMMHOKHCEJIMHH 250ml 500ml  750ml  1000ml 1250ml 508 ml
['mroko3a 42% 149ml  298ml 446 ml 595 ml 744 ml 302 ml
Jlunuana emyJicus 94 ml 18 ml  281ml  375ml 469 ml 190 ml

ToBa cbOTBETCTBA Ha CJI€/IHMS OOl CHCTAB:

AKTHBHH BelllecTBA 493 ml 986 ml 1477ml 1970ml 2463 ml B 1 000 ml
Anaunun (Alanine) 3,5¢ 7.0 g 10,5 ¢ 14,0 g 17,5:g 7.1 g
ApruHuH (Arginine) 3.0g 6.0 g 9.0¢g 12,0 g 150 g 6.1 g
[‘nuuun (Glycine) 28¢g 55¢ 8,2 ¢ 11,0 g 138 ¢ 56 g
Xuctunul (Histidine) 0,8 g 1.5¢ 22¢ 30g 3,7¢g 1,5¢
UzoneBuuH (Isoleucine) 1,3¢g 25¢ 38¢g 50g 6.2 g 25¢g
JleBuuH (Leucine) 19¢ 3,1 g 5,6 g 74 ¢ 94 ¢ 38¢g
JIuzun (kato auerat) (Lysine) (as 1,7¢g 33¢g 50g 6,6 g 8.4¢g 34¢
aceltate)

MeTtuouuH (Methionine) | 22 ¢ 32¢g 43 ¢ 54¢ 22¢g
denunanauu (Phenylalanine) 1.3 ¢ 2,6 g 3.8 ¢g 51 g 6,4 ¢ 2,6 g
[Iponuu (Proline) 28¢ 5.6 g 8.4 ¢ 112 ¢ 14,0 ¢ 57¢
CepHH (Serine) 1,6 g 32g 49 g 6,5¢g 8,1¢g 33¢
laypun (Taurine) 0,25 g 0,50 g 0,75 g 1,0g 1.2 g 0,5¢g
Tpeonun (Threonine) 1,1 g 22¢ 33¢ 44 g S4 ¢ 2,2¢
Tpunrodan (Tryptophan) 0,5¢ 1.0g 1,5¢g 20¢g 259 1.0g
Tuposun (7yrosine) 0,10 g 0,20 g 0,30 g 0,40 g 0,49 g 0,20 g
Banun (Valine) 1,6 g 3;1 g 46¢ 6,2 ¢ 7,6 g 3,1g
['moko3a  (kato ~ MOHOXMJpaT) 63 g 125 g 187 g 250 g 313 g 127 g
(Glucose) (as monohydrate)

CoeBo MacJio, paUHUPAHO 56¢ 113 ¢g 169 g 225¢ 28,1 ¢g 11,4 ¢g
(Soya-bean oil, refined)

Cpe/IHOBEpHIKHHU TPUTITULICPH/IN 5,6 g 113 ¢ 16,9 g 225 ¢ 28,1 g 11,4 ¢
(Medium-chain triglycerides)

MaciauHoBOo Macso, paduHUpaHO 4,7 ¢ 94 ¢ 14,1 g 18.8 g 23,42 95¢
(Olive oil, refined) |

Pubeno macno, 6boraro Ha omera-3- 28¢ 5,6 g 8.4 ¢ 113 ¢ 14,0 g 5,7 8

kucenunu (Fish oil, rich in omega-3-
acids)



(C1oTBEeTCTBALIM HA:
493 ml 986 ml 1477Tml 1970ml 2463ml B1000ml

® AMHHOKHCEIHHH 25 ¢ S0 g 75 g 100 g 125 ¢ 51g
A30T 4 g 8 g 12 g 16 g 20 g 8¢
e Bwraexuaparu
- ['nroko3a (be3roana) 63 g i25 g 187 g 250 g 313 g 127 g
o Jlunuou 19 ¢ 38g 56 g 75¢g 94 g 38 ¢
e Auperar” 37mmol 73mmol 110mml 147 mmol 183 mmol 74,5 mmol
e ®doctar? 1. 4mmol 28mmol 42mmol 56mmol 69mmol 2,8 mmol
e EHepruiiHO ChaAbpPIKAHHE
- obu10 (mpudn.) 550 kcal 1100kcal 1600kcal 2200kcal 2700kcal 1 100 kcal

2,3 MJ 4,6 M) 6,7 MJ 9,2 MJ 11,3 MJ 4,6 MJ
-or HebemrpueH npomzxoa 450 kcal 900 kcal 1300 kcal 1800kcal 2200kcal 900 kcal
(npubi.) 1,9 MJ 3,8 Ml 5,4 MJ 7,5 MJ 9,2 MJ 3,8 MJ

D 0T aMHHOKMCENUHHHSA Pa3TBOP
2) oT AMOHOHATA EMYJICHS

3a ITEJIHMSA CITHCHK Ha MOMOILHHMTE BELIECTBA BHXKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA

HNHdy3HoHHA eMyNCHA.

["mox03HHTE H aMHHOKHCEJIKHHH pasTBOPH ca OHCTpH, 6e3uBeTHH N0 Oneo XKBIITH Ha UBSAT U He
CBhABPAKAT YaCTHUH. JIMnMuaHaTa eMyJsicka e Os1a Ha LBAT U XOMOI'€HHa.

Ocmonanurer: npubn. 1 600 mosmol/kg Bona

Ocmonapurer: npuba. 1 300 mosmol/l
pH (crnen cmeceane): mpubi. 5,6

4. KJIMHUYHU JAHHH

4.1 TepanesTHUHH NOKA3ZAHHA

[TlapeHTepanHoO XpaHeHe Ha Bb3pacTHH K Aclia HAa Bb3PacT 2 MOHHYU H IMO-TOJIEMH, KOTATO MEPOPAIHO
WIH €HTEPAITHO XpaHEHE € HEBB3MOXKHO, HEIOCTATHLYHO WIH MPOTHBOIOKA3AHO.

4.2 [Jo3npoBKa B HAYHH Ha DPAJOKEHHE

o3upoBka

Cnea cMeCBaHETO Ha ChIbPXKAHHETO HA TPHTE KaMepH MMPOOYKTHT MMa BH]1 Ha Osla eMyJicus.
JOo3HpOBKAaTa M CKOPOCTTA Ha HH(Y3HATA CIie[Ba fia ce ONPEACNAT OT cnocoOHOCTTa Ha NalfMeHTa Ja

OTHaeNq JIMITHAMTE U Ja MeTaGonu3upa a30Ta M III0K034aTa, a ChH0 ¥ OT NOTPEOHOCTTA OT XPAHUTEIHH
BELECTBA, BX. To4ka 4.4.

OCHOBRA Ha JOITBITHUTE/IHUS NEPOpaNeH/eHTepalieH IpUeM.
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Buv3pacmnu

Hyxnure ca 0,6-0,9 g amunokucenunw'kg 1.17./aeH (0,10-0,15 g asor/kg 1.1./neH) npu HopManeH
XpaHKTE/IEH CTATYC WK NPH CHCTOSHUA HA Jiek kKatabonwureH crpec. I1pu maumMeHTH ¢ ymepeH 1o
TeXCbK MeTabOJIUTEH CTpeC, CbC WK 6e3 HeNOXpaHBaHE, HY)KAKTE Bapupar Mexay 0,9-1,6 g
amMmuHokHcenunw/kg 1.1./oen (0,15-0,25 g azor/kg 1.1./0en). [lpu MHOrO cneu{anHu cbCTOAHUA (Hanp.
M3rapAHHs WIH H3pa3eH aHabonu3bM) a30THHTE HYXKIH MOTaT H a HapacHar.

Jo3upoBKa:

HozopusT unrepean ot 13-31 ml CmodKabusen LenTpan 6e3 enexrponuru/kg 1.1./aeH 1€ ocHrypu
0,6-1,6 g amunoxkucenuuw’kg 1.17./nen (crorBercrea Ha 0,10-0,25 g azor/kg T.17./neH) u 14-35 kcal/kg
T.7./0€H oT ob6mara eHeprus (12-27 kcal/kg r.1./aeH ot eHeprusara ot HebeNnThYeH Mpousxox). Tosa
MOKPHEA NOTPeOHOCTHTE Ha MO-TONAMATAa YacT OT NalyeHTHTe. IIpH MalMeHT! Che 3aTNBCTABAHE
A03aTa TPAOBA J1a ce OMpEAeAs Ha OCHOBATA Ha H3YHCIIEHOTO HACAITHO TETJIO.

CkopocT Ha HHDY3HA:
MakcHMaNnHaTa CKopocT Ha HH(Yy3HuaTa 3a rmokosata € 0,25 g/kg 1.1./h, 32 aMHMHOKHCEHUHUTE -
0,1 g/kg 1.1./h, a 332 nunuppre - 0,15 g/kg 1.1./h.

Ckopoctra Ha MH(QYy3us He Tpabsa aa npeeumasa 2,0 ml/kg 1.1/h (croreercreanu Ha 0,10 g
aMUHOKHMCeIHHY, 0,25 g rmokosa 4 0,08 g nunuaw/kg 1.1./h). [IpenopbunTenHaTa npoabDKHTENHOCT
Ha uH}y3usaTa € 14-24 yaca.

MaxkcruManHa JHEBHA J1034:

MaxkcuManHaTa JHEBHA N032 BApHPa B 3aBUCUMOCT OT KIIHHHYHOTO ChCTOSAHHE Ha NMALMEHTA H MOXE
AOpH J1a ce MPOMEHA OT AeH Ha AcH. IIpenopbunTenHara MakcHMalHa JHEBHa ao3a e 35 ml/kg
T.T./IEH.

[penopsunTenHaTa MaKCHMalHa IHeBHa 103a ot 35 ml/kg T.1./0eH wme ocurypu 1,8 g
amuHokucenuHu/kg T.1./0¢eH (cpoTBeTcTBaluy Ha (1,28 g azor/kg T.1./0€H), 4,5 g rmokosa’kg T.1./A€eH,
1,33 g nurmman/kg 1.1./0eH n 06100 eHepruiiHo ceabpxkanue oT 39 kcal/’kg T.1./nen (cxorBeTCTBaLIM Ha
31 kcal/kg T.1./0€H eHeprus oT HebenThYEeH NPOH3XOA).

Heduampuuna nonynayus
Heya (2-11 zo00unu)

Ho3upoBKa:
Hozara mo 35 ml/kg 1.1./aeH TpaAOBa peAOBHO [1a c€ KOPHrHpa CIOpes HYKUTE Ha MEAHATPHYHUA
NanUeHT, KOUTO BapHPAT IMOBe€ OTKOJIKOTO NMPH BB3PACTHHUTE NALIMEHTH.

Ckopoct Ha MH}Y3HA:

IIpenoprudTEHATA MAKCHMATHA CKOpoCcT Ha MHGYy3uA ¢ 2,4 ml/kg T.1./h (cvoTBeTcTBau Ha 0,12 g
amuHokucenuHw/’kg/h, 0,30 g/rmokosza’kg/h u 0,09 g nunmaun/kg/h). [Ipu npenopsunTenHara
MAKCHMAaJIHa CKOPOCT Ha HH(Y3H4, a HE ce Npuwiara ¢ NPOABDKHTEHOCT Ha HH(PY3UATa NO-ToNsAMa
ot 14 yaca 1 30 MHHYTH, OCBEH B M3KIOYHUTETHM CITY4au U NPH BHUMATETHO NMpOocAeasBaHe.

ITpenopryuTENHaTE MPOABIDKHTENROCT HA HHY3HATa € 12-24 yaca.
MakcHManHa AHEeBHA A03a:

MakcumansaTa JHEBHa 1032 BapHpa crniopefl KIHHHYMHOTO ChCTOAHKE HA MALMEHTa M MOX
IMpOMeHA OT AeH Ha ieH. [IpenoppuuTenHaTa MakcUMaiHa JHeBHa 103a € 35 ml/kg .

‘1":\:.4 f’fl I}H e T "‘..- ’ - hl‘lr'\.
IIpemoppuMTENnHA MAKCHMAJIHA THEeBHA 4033 oT 35 mi/kg T.1./aeH we ocurypu 1,8 13/ f T T \
amMuHokucenuHu/kg T.T./aeH (croTBeTcTBamM Ha 0,28 g azor/kg T.1./0eH), 4,5 g msa/kg T.T./O€H,;, \ T
1,33 g nunuaw/kg T.1./8€H B 00110 eHepruiiHo chabpxkanHe ot 39 kcal/’kg T.1./n€ kcm'me:rcmamn Ha |
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31 kcal/kg T.1./0eH eHeprus ot HeGenTbUEH NPOU3X0a).
IOnowu (12-16/18 200unu)

[1pu roHomKTe CMopKabupen LlenTpan 6e3 enekTponHTH MOXKe [a ce H3I0N3Ba KaTo NnpU
BBL3PaCTHHTE,

HauyuH Ha nprNOXKEHHE
3a UHTPABEHO3HO NPHIIOKEHHE NPE3 LIEHTPaNHa BeHa.

[Terre paznuyHy onakoBKH Ha CModKaburen LlenTpan 6e3 enexTpoNHTH ca nNpeRasHaA4YeHH 3a
MalMEHTH ¢ BUCOKH, YMEPEHO HapaCHAIH HIIH OCHOBHH XPaHHUTENHU HYXAH. C ornea OCHrypsaBaHe Ha
LANOCTHO MapeHTepanHo XpaHeHe, kbM CMo¢pKabupen LienTpan 6e3 enektponuT Tpabpa aa ce
N06aBAT MHKPOEJIEMEHTH, eJIEKTPOSIMTH H BUTAMHHHU ChOOpa3HO € NOTPEOHOCTHTE HA MAUMEHTA.

3a yKa3aHHA OTHOCHO NOArOTOBKATA Ha JICKAPCTBEHUA NMPOLYKT NPEAH MPUIIOKEHHE BIDKTE TOYKA 6.6.
4.3 IIporuBomoxazanus

- CBpBXUYYBCTBHTEITHOCT KbM PHOHM, AliucHH, coeBH Wi d'bCTHUYEHH NMPOTEHHU WIH KbM HAKOE
OT AKTHBHHTE HIH IIOMOII[HH BeilleCTBa, H30OpOEHH B TO4Ka 6.1.

-  Texka XUNEpNUNHACMHS

-  Texka yepHoApoOHA HEAOCTATHYHOCT

-  TexkH HapyLleHHA Ha KPBbBOChHCHPBaHETO

-  Bpozaenu HapywleHHsI HA AMMHOKHUCETUHHHUA MeTabOTH3IBM

- Texka OnOpeyHa HeAOCTATHEYHOCT O€3 ACCTHN A0 XeMOQWITpaliHs HITH AUHANH3a

- OcThp oK

-  HekoHTponupaHa XUIICPriIMKeMHA

- O01mH NMpOTHBONOKa3aHHA 328 KHPY3HOHHA Tepamnua: ocThp OenoapodeH OToK,
XMIIEPXHUAPATALIHA M JeKOMIICHCHpaHa ChpleyHa HEAOCTATEYHOCT

-  XemodarouuTo3eH CHRAPOM

-  HectabunHu CBCTOAHMS (HANp. TEXKH MOCTTPABMAaTUUHH CHCTOSHUSA, HEKOMITEHCHPAaH
3axapeH AHaber, OCTHp MHOKapAeH MH(apKT, MO3bYEH HHCYIT, eMOona, MeTaboNIiTHA
all103a, TeXBK CEMCHC, XUITOTOHHYHA AeXHApaTalus H XMIIEpOCMONapHa KoMa)

-  Kbpmayera H Aeua noj 2-roaMuIHa Bb3pacT

4.4 ChnenmajaH OpeXynpeXaeHRS H NpeAna3ZHH MepKa NpH yuorpeba

CnocobHocTTa 3a OTASNAHE Ha JIMITUAUTE € HHIMBUAYATHA 332 BCEKH OPraHUu3bM, MOPagd KOETo
TpsabBa fa 6bae npocneasBaHa crnopel NMPakKTUKKHTE Ha CHOTBETHHA KIMHHUMCT. [1o npuHiMn Tosa ce
NOCTHIra Ype3 NpocieisBaHe HUBATa Ha TPUIULEPHUIHTe. TAXHATa cepyMHa KOHLICHTPALHA He Tpabea
na HaasHinasa 4 mmol/l no Bpeme Ha HHpy3uaTa. [Ipeno3upaneTo MoXxe a JoBeae 40 CHHAPOMA Ha
npeToBapBaHe C MACTH, BXK. Touka 4.8.

CmodKabusen Llenrpan 6e3 enextponurH Tpadbea fa ce npeArmicsa BHUMATENHO [IPH CBCTORHHUSA Ha
HAPYLICH NMNKAcH MeTaboNu3bM, KOMTO MOraT [a Bb3HMKHAT IPH NalMeHTH ¢ 610peuHa
HENOCTATHYHOCT, 3aXapeH AHabeT, NaHKpeaTHT, HapyileHa YepHoaApoOHa PyHKIHA,
XMIIOTHPEOHAUIBM U CETICHC.

To3u nexapcTBEH MPOAYKT CHOBPXKA COEBO Macio, pubeHo Macio U AideHM GochOoNHIHaH, KOUTO
MaKap M pAOKO, MOTaT Zia MMPeH3BHUKAT ajlepruyHy peakii. Habmoznasanm ca Kpb ~
aJIepriyHA peakiHMHd KbM COCBH U PBCTRYEHH AIKH. ,.;.r SRR

C ornex u30ArpaHe Ha pUCKOBETE OT TBBpAE OBP30TO BhBEXKIAHE HA Hﬂ¢y3mrra eefnpemt)p'bqﬂa

npuwiarale Ha MPOABL/DKKUTENHA K 100pe KOHTpOoNHpaHa UH(Yy3Hs, Mo Ehamomnow C nomom'ra Ha'.,- -
BOJTYMETPHYHA MOMIIA. [N / N




Toit KaTO U3NOI3BAHETO HA KOATO W Ja € LEHTPAJIHa BeHA CE€ CBbP3Ba C MMOBULIEH PUCK OT UHGEKLIMA,
TpabBa a ce B3eMaT CTPOry aCeNTHYHH Npeana3Hu MEpKH, 3a Ja ce uiberte zaMbpcsBaHe, 0coOeHo
1IpM BLBEXJAHETO HA KATeThPa BbB BEHATa Y MAHUITYJIHPAHETO C HEro.

Tpabra aa ce npocneasaBaT HABATA HA CEPYMHATa IIOKO3a, €NEKTPONHTHTE H OCMOJIAPHTETET, KAKTO
1 6aNaHCHT HA TEUHOCTH, ATKATHO-KACENHHHOTO ChCTOAHUE M YePHOAPOOHUTE EH3UMHH TIpodH.,

[Tpn npoAB/DKHTENHO BbBEKJaHe Ha JHNHAH TpAOBa Aa ce npocneasBaT KpbBHATa KapTHHA H
KOAaryJaLMOHHM CTaTyC,

CMo¢KabuseH LlenTpan 6e3 eIeKTPONHTH Ce€ NPOM3BEXAA NMOYTH U3LI0 O€3 eNeKTPONIHTH 32
NalKHeHTH ChC CIIELMATHA W/IUTH OTPaHMYE€HH CNEKTPOJIMTHH HY KU, B 3aBHCHMOCT OT KITHHHYHOTO
CHCTOAHHME Ha NMaLMeHTa TpAOBa Aa ce noOaBAT HATPUH, KATHH, KaTIHHA, MArHe3HK H JOMBJIHUTEHY
kosnuecTsa pocdaT npH Y4ECTO MpocacAIBaHe Ha CEPYMHMTE UM HHBA.

[Tpu naigieHTH ¢ 6B0peuHa HENOCTATHYHOCT, NpUeMBT Ha docdar TpsOBa aa ce KOHTpOIHpa
BHHMATE/HO, 3a Aa He ce AOMYCHE pa3BUTHE Ha xunepdocdareMus.

Konu4ecTBOTO Ha OTAENHHUTE EEKTPOJIMTH, KOHTO TpaOBa na 6baaT nobaBeHM, ce onpeaens ot
KIHHHYHOTO ChCTOAHHUE Ha NMalMeHTa U ¢ MOMOLITA Ha 9€CTO MPOCACAIBaHE Ha CEPYMHUTE HUBA.

ITapeHTepanHoTo XpaHeHe TpAOBa Na ce npuiara ocobeHo BHUMATENHO MPH M/IeYHa allua03a,
HEJOCTATHEYHA NIOCTABKA HA KUCIIOPOJ B KJICTKHTE M NOBULLEH CEPYMEH OCMOJIaPUTET.

ITpu BCEKH NPH3HAK WIH CUMIITOM Ha aHAQWIAKTHYHA peakuus (KaTo NMoBHLIEHA TeMIIepaTypa,
CTYACHH TPBIKH, OOpUB WIH AUCIIHEN) clie/iBa He3abaBHO MpeKpaTsBaHe HA HHQY3UATA.

JIunuaHoTo crabpkanue Ha CModKabusen LleHTpan 6e3 eneKTPOSIMTH MOXKE Ja OKAXKE BAMIHHE
BBPXY HAKOH JIaDOpaTOpHH Moka3aTeiny (Hanp. OWnupyOHH, JIaKTaTIEXUAPOreHa3a, KHCIOPOAHAa
caTypanmia, XeMorjioOHH), aKo KPBbBTa € B3€Ta Npe/H NUMUIXATE 4a Ca MPOYUCTEHH OT
KpBbBOOOpALIEHUETO B AOCTATHYHA cTeneH. IIpH nosedyeTo NalHeHTH JTHITHAKTE C€ NPOYHCTBAT CNIC]
cBo0O/IeH OT JIMMMMAYW UHTEPBAN OT 3-6 4aca.

HuTpaBeHo3HaTa MHQY3UA HA aMHHOKUCENIHHM Ce NMPUAPYKaBa OT NMOBHILIEHA EKCKpELHA ¢ YPHHATa Ha
MUKpPOENEeMEeHTH H 0co0eHO Ha MeX U muHK, ToBa TpsaOBa na ce KMa ANpeABU ITPH AOIHPAHETO Ha
MHKpPOENEMEHTHTE, 0COOEHO NMPH MPOOBL/DKHTENHO UHIPABEHO3HO XpaHeHe.

IIpu nauHeRTH ¢ HEAOXPAHBAHE, 3aII0YBAHETO Ha MAPECHTEPATHO XPaHECHE MOXE Aa YCKOPH
npepasnpeaejJeHHETO Ha TEYHOCTHTE B OpraHu3Ma, KoeTo Ja Aoseje Ao 6enoapobeH OTOK H 3acTORHa
ChpAeYHa HEJOCTATHYHOCT, KAKTO ¥ HAMA/ISBAHE HAa CEPYMHHTE KOHLICHTPALIWH Ha KaiHi, ¢pocdopa,
MarHe3us W BOAOPA3TBOPUMUTE BUTAMMHH. €34 IIPOMEHH MOFAT Aa HACTBIIAT B paMKuTe Ha 24 10 48
yaca; €To 3alL0 IIPH Ta3H rpyna NaluueHTH ce IIPenopbyBa BHUMATENHO H OaBHO 3al04BaHe Ha
MapeHTepaNHO XpaHeHe, 3a¢AHO ¢ NpocaeasBaHe oTONM30 U MOAXOAAIIH HIYHCIIEHHS Ha
KOJHYECTBOTO HA TEYHOCTHTE, EEKTPONHTUTE, MUHEPATUTE H BUTAMHHHTE.

CmodpKabuseH 1lenrpan 6e3 enextponuty He TpsAOBa fa ce BbBEX1a eAHOBPEMEHHO C MpeIUBaHe Ha
KPBB B CHIIAA HH(Y3HOHEH CaK NOpajH PHCK OT NCEBA0ArTyTHHALMA.

[TpH nalMeHTH ¢ XHUIEPTIHKEMHA MOXXE J1a CE HAJIOMKH NPUJIAaraHe Ha eX30T€HEH HHCYIIMH,

[leguaTpUyHA MOMyNaLUs
[Topanu cbeTaBa Ha aMMHOKHCEMUHHUA pa3TBOp HA CModpKabusen Lenrpan 6e3 €/ICKTPOJIUTH, - .. ..

NPOAYKTHT He € NOIXO0AAL 32 yrorpeba NpH HOBOPOASCHH HAHM Lena A0 2-roQHIlHa B}:&’ﬁ&cT‘...HHMa

KIMHHYeH omHUT oT yriorpebata Ha CmodpKabupeH Llentpan 6e3 enexkrponutu npu g,eua ()ia p;bzpﬁvn”
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4.5 BiauMogelcTrBHe ¢ APYIrH JIEKAPCTBEHH HPOAYKTH H APYIrd ¢OpMH HA B3aHMOAEHCTBHE

Hskou nexapcTBeHH NPOLYKTH, KATO HHCYIHH HallpUMep, MOraT dd OKaKaT BIIUAHHE BbPXY
NIMNAa3HaTa CHCTeMa Ha opraHuiMa. Marnexna obaue, 4e TO3H BU/ B3aUMOJICHCTBHE € C ONPaHHYEHO

KJIHHHAYHO 3HaA4YCHHC.

XenapyH B KIMHHYHH A03H BOAM [0 NPEXOJHO OTACHAHE B KPBBOOOPALIEHHETO HA NUIIONPOTEHH
aunaza. Tosa MoXKe 1a TIpeAH3BUKA MbPBOHAYAJIHO IMOBHIIEHA IUI&3MEHA JIMITOAU3a, NOCNEIBaHa OT
NPEXOAHO HAMAJICHUE HA TPHITTHLCPHIHHSA KIHPBHC.

CoeBoT0 Macno ChAbpXKa ectecTBeH BUTaMuH K. KoHueHTpaumara my B CmopKabusen LleHTpan 6e3
eNIEKTpONTUTH 00aye e TOIIKOBA HUCKA, Y€ HE CE OYaKBa Aa NOBJIMAE YyBCTBHTENHO NPOLECa Ha
KOAry/iaaLms MpH MalHeHTH, 1eKyBaHH C KYMApHHOBH NPOH3BO/HH.

4.6 Pepraanrer, OpeMEHHOCT H KbpMEHE

JIuncpat AaHHHU 3a ynorpeba Ha CmodKabupen llenrpan 6e3 enexrponuryu npu OSpeMeHHH WU
KbpMellM keHH. He ca nposex1aHH npoy4BaHHA BbpXY PENPOAYKTHBHATA TOKCHYHOCT IIPH
»HBOTHH. [Io BpeMe Ha 6pEeMEHHOCT U KbpMEHE MOXKE [a C€ HANOXKH NMapeHTEepaTHO XPaHEeHeE.
CmodKabueeH Llenrpan 6¢3 enekrponutu TpAOBa Ja ce NMpeaImMcBa Ha OpeMeHHU U KEPMELIH XKeHH
caMo cliel BHUMATENHA NMpeLieHKa.

4.7 EdexTr BupXy cnocofnocTTa 32 modupane 1 pafoTa ¢ MAIIHAA

Henpuwioxumo.

4.8 Hexenann JeKapcTBEHH PEAKIAH

Hecmu | Heuecmu Peoxu
> 17100 00 <1/10 > 1/1 000 00 <1/100 > 1/10 000 oo
1 <1/1 000
Copoeunu napyutenus Taxuxapaus
Pecnupamopnu, z2pvonu HucnHes
U MeOUACMUHARHY
 HAPYUWIERUR | i
Cmomatuno-upesru 3aryba Ha  amneTur,
 HapyuteHus rajieHe, NOBpbIIaHe
Hapywenus na 3aBHILECHH IU1a3MECHH
memabonusma u HHMBa Ha
Xparexemo YEPHOAPOOHUTE
CH3UMH
Cwvdoeu vapywenus XHINOTOHHSA, XHNEPTOHHSA

Obwu Hapywienua u
ehexmu Ha MACMOMO
HQA NPUROJICEHUE

Cnabo nosuieHHE HA
TeJIeCHATa TeMIepaTypa

BTrpucanus, 3aMagHOCT,

rnapobonue

Peakuuu Ha
CBPBXYYBCTBUTEIHOCT
(Hanp. aHadUIaAKTHYHH
WK aHaQWIAKTOHIHH
peaKkLMH, KOXeH 0OpHB,
YPTHKapHs, 3aUuepBIBaHe,
rnapobonue), ycelllaHe 3a
TOTUIH WJIH CTYACHH
BBJIHH, 611 L, JIU2

noct, oo,
Gonkn pEB Epéﬁ r’aﬁﬁ,r




[Tpu nosBaTa Ha TE3H HexeNaHH peakuuu HHYy3uaTa Ha CmodKabusen Lienrpan 6e3 enekTponutu
TpAOBa a ce MpeKpaTH WK, aKo € HeoOXOAHMO Aa NPOABL/DKH NPH HaMa/leHa [1034a.

Cunopom Ha npemosapeane ¢ Macmu

Hapymenara criocoOHOCT 3a OTAeNsHE Ha TPUIJIMUEPUANTE MOXKE 1a A0BEAE A0 pa3BUTHE Ha
,,CHHAPOMA Ha MPETOBapBaHe C MacTH", KOWTO MOXeE Jia ce AbJDKH Ha npeaosHpaHe. Tpabea aa ce
CJIE€OM 34 NOSBaTa Ha eBEHTYAITHH NMPU3HAlK Ha MeTaboMTHO nperoBaprane. IlpuurHaTa Moxe na
61ae reHeTHUHA (MHIMBHAYAIHE MeTaOONIUTHH pas/iMdui) WIH [TOBJIMABAHE HA JIMITHAHHKA
MeTab0NH3BM OT HACTOSLIYM WIH NpeAliecTBaly 3adonsaeaHusA. To3H CHHAPOM MOXE Aa ce [TOABH MO
BpEME Ha TEXKA XHIICPTPUIITHUEPHAEMHA, IOPH H NPH CTIa3BaHE Ha NMPENopbhYMTENIHATA CKOPOCT Ha
HHQY3H, a CBUIO H BB BPb3Ka C BHE3allHA TPOMAHA B KIIMHHYHOTO CHCTOSHHE Ha NAUHEHTa, KaTo
yBpeXxaaHe Ha OpOpeuHara pyHkunsd WiH HHPekuus. CHHIPOMBT HA NPETOBAPBAHE C MACTH CE
XapaKTepu3Hpa ¢ XHIEPIHIIEMHUS, IOBHLICHA TEMIEPaTypa, THIHAHA HHUATpaLks, XeNaTOMEraIHs
CHC WIH 6e3 HKTep, CIVICHOMErajius, aHeMHsl, IeBKONEHHA, TPOMOOUMTONECHNSA, KOAry/JTAUHOHHH
HapylIEHHUS, XEMOH3a H PETHKYIOLMTO32, aBHOPMHH HepHOAPOOHH €H3HMH H Koma. OGHKHOBEHO
CUMITTOMHTE NpeTHPIABAT 00paTHO pa3BUTHE clie] NpeKpaTABaHe Ha MHQY3HATa HA TUNUAHATA
eMYJICHSI.

Ilpexomepuna un@ysus Ha aMuHOKUCEAUHY

Kakro H ocTaHanHTe aMHHOKHCENHWHHH pa3TBOPU, AMUHOKHCEIMHHOTO ChIAbPXKAaHHUE Ha
CmopKabusen LlenTpan 0e3 enexkTponuTH MOXKe Aa NPHYHHH HEeXeNlaHU peakiiy NPH HaABUILIABAHE
Ha MPeNOPBYUTENIHATA CKOPOCT Ha UH}Y3Hs. Te3u peakumH ca rajieHe, NOBpPbIIAHE, BTPHCAHE H
usnoraeaHe. Undysuara Ha aMMHOKHMCENTHHH MOXe Jia AOBEE AO NOBUIIABAHE HA TENECHATA
TeMnieparypa. [Ipu yepexaane Ha 6n0peunara GyHKUMA, MOTAT Aa Ce MOABAT 3aBHILIEHHM HHBA Ha a30T-
ChABPXKALIH MeTabOMUTH (HAlP. KPEATHHHH, YPEA).

Ilpexomepua ungyzus na 2nwoxosa
AKO Ce MPeBHLIH NIOKO30TONIEpAaHCHUA KATIALIMTET Ha MALMEHTa, 1Ie Ce pa3BUe XHIePTITHKEMHUs.

Cro01naBaHe Ha NoI03UpaHH HEXENAHK PeakiIni
CrobmaraHeTo Ha NMOAO3KPAHH HEXKENAHM PeakLMM cnell pa3pellaBaHe 3a ynorpeba Ha JIEKApCTBEHHA

NMPOAYKT € BaXHO. TOBa NO3BONABA A4 NPOAL/DKY HabMIOASHUETO Ha ChOTHOLIEHHETO MOJ3a/pUCK 32
NeKapCTBEHHUA NpoAYKT. OT MEAUIIMHCKHTE CIIELMANIUCTH C€ U3HCKRA Ja ChOOIaBaT BCAKa
NOA03HPAHA HEXellaHa peaKiiMg Ype3 HallHOHANTHATA CHCTEMA 3a ChoOllaBaHe:

H3mmenHrTEIHA areHIIMA M0 JIeKapCcTBaTa
yn. ,,Jdamian I'pyeB® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitr: www.bda.bg

4.9 Ilpenosupane

Biokte Touka 4.8 ,,CHHAPOM Ha mpeToBapeaHe ¢ MacTu", ,.JIpexkoMepHa HHDY3HA HA AMHHOKHCEIMHH
H ,JIpekoMepHa HHPY3UA Ha ITTIIOKO3a".

[Ipu nosaBa Ha CHMIITOMH Ha NMPERO3HpPAHE Ha IMMHAKTE WM aMHHOKHCEJIHHHTE, CKOPOCTTa Ha
uH}y3usaTa TpOBa Aa ce HaManH HiIH HHQY3HATA H3LUIO Nia ce npekpaTH. Hama cneumduyeH
aHTHIOT NpH npeno3upaHe. CrielIHUTEe MEPKH TPAOBa Ja BKIIOYBAT NOAABPIKALIH MEPONPHUITHS OT
o011 xapaxTep, KaTo ce 0ObpHE CIELMATHO BHHMAaHHE Ha JHXATETHATA ¥ CHPACYHHO-CHAOBATA
cucteMd. OT H3KOYHTETHO 3HAYEHHE € BHUMATENHOTO KOHTPONUPaHE Ha 6H0xmmnme )
MOKA3ATEIH H NPAaBAIHOTO TPETUPAHE Ha CNELM(PUUHHTE OTKIOHECHHA.




OcBeH TOBa, peao3HpaHeTo MOXe Aa AoBeae A0 00EMHO NPETOBApBaHE, CAEKTPOJIUTEH AUCDaaHe K
XHIIEPOCMOAIUTET.

[IpH HAKOH PEOKH U TEXKKH CHCTOAHHA MOXeE [ia ce OOMUCIH NpHIaraHe Ha XeMOAHAaJTH3a,
xeMopUNTpallUA HIH XeMoauadunTpauus.

5. ®APMAKOJIOITHMYHH CBOHCTBA

51 ®apMakoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTH4Ha rpyna: PaiTBopH 3a napeHTepanHoO XpaHeHe.
ATC xon: BOSBA10

Jlunuona emyacun

JIunuaHaTa emyacus Ha CModKabusen LienTpan 6e3 enexrpoautu ce cberod ot CModnunya U
NpUTEKaBa roJeMHHA Ha YaCTHLIMTE H OHOJIOrHUHY CBOMCTBA, CXOOHH € TE3HM HA CHOOTCHHHTE
XWIOMHKpOoHH. ChecraBkuTe Ha CMOQUIMTIIMA: COSBO MAacio, CPEIHOBEPHKHH TPHUIJIHLIEPMIH,
MACJIHHOBO MAacjo M pHOESHO Macio, OCBEH €HEPrHIHO ChbAbPXKAHHUE MPUTEKABAT U COOCTBEHH
(papMaKOJHHAMHYHH CBOHCTBA.

CoeBoTO MAacio € ¢ BHCOKO ChAbP)KaHHE HA €CEHUMATHY MAaCTHH KUCEMHHH. OMera-6 MacTHaTa
KUCENHHA, JTHHONOBA KHCEITHHA € ¢ HaH-BUCOK npoueHT (npubi. 55-60%). Anda-nuHoneHosaTa
KMCENHHa, OMera-3 MacTHa KMCeIUHa, npeacTaBnsaBa okoyo 8%. Ta3n yacT oT npoaykKra OCHIrypsBa
HEeOOXOANMOTO KOJHYECTBO OT €CEHUHAIHH MACTHH KHCEJIHHH.

CpenHOBEPIDKHIATE MACTHH KUCENUHM OBP30 C€ OKMCIIABAT M OCHTYPSBAT Ha OpraHM3Ma H3TOYHHK Ha
NECHOAOCTBHITHA CHEPTHA.

MacnHHOBOTO MacJio OCHIypsBa eHeprua noa ¢opmara Ha MOHOHEHACHTEHH MacTHH KHCEJIHHH,
KOUTO ca [10-c1abo noAaT/IMBH Ha MEPOKCHAALIMA, OTKONKOTO CHOTBETHOTO KONHYESCTRO
NOJIKHEHACHTEHH MAaCTHH KHCEITHHH.

PrbenoTo Mac/o ce xapakTepu3upa ¢ BUCOKO CbhAbpxkaHue Ha elko3aneHTacHoBa kuceauHa (EITK) u

nokoszaxekcaeHopa kucesmHHa (JIXK). JIXK e BaxxeH CTPYKTYpeH KOMIIOHEHT Ha KIeThbYHHTE
memOpanH, gokato EIIK ce ABsBa nmpeIlIeCTBeHHK Ha eHKO3aHOKWIUTE, KaTO NpocTarmaHauHu,
TPpoMOOKCAHH M NEBKOTPHEHH.

IlporeneHH ca ABE NPOYUYBAHHA NPU NALMEHTH, HY>KJA€lIlH Ce OT ABJINOCPOYHO NMapeHTepaniHo
XpaHeHe B IOMALIHK YcnoBys. OCHOBHATAa LieJl IIPH JBETE NPOYYBAHHUSA € JIa C¢ MOKAXeE
6e3zonacHocTTa. EprikacHOCTTa € BTOpaTa Lies B €HO OT NPOYYBAHHATA, KOETO € HAIIPABEHO ITpH
NeAMATPHYHM NMAIHEHTH. TOBa MpOyYBaHe € CTPAaTHPHLHPAHO 110 BE3PaCTOBH IPyNH

(1 Mecell - <2 roauMHH 1 2 - 11 roauHm choTBETHO). JlBeTe npoy4yBaHus rokassat, ye Cmodnunua
HMa chilMs mpodmwt Ha 6e30MacHOCT, kKakTo obekra 3a cpaBHeHue (Uutpanunuyg 20%). EdukacHocrTa
B MEAUATPHYHOTO NPOYUYBAHE € H3IMEpPEHA Ype3 HAANAGHO TEerio, BUCOYHHA, HHIEKC HA TeJIECHA Maca,
npeanbyMHH, peTHHON-CRBP3BALL IPOTEUH U Npodun Ha MacTHUTE KucelIuHU. Hama pa3nuka Mexnay
IPYIMTE NPU BCEKH OT MApaMETPHTE, ¢ H3KMOYEHHE Ha MpodHa Ha MACTHHTE KUCEIMHM CliE
4-cepMHYHO JieyeHne. CHCTABBT HA BIMBAaHATA JAMMHIOHA eMYJICHA C€ OTpa3dBa Ha nNpodunia Ha
MACTHHTE KHCETHHH NPH NauueHTH Ha CMOQUIMITHA Ype3 YREJIIHYCHHE Ha OMera-3 MacTHHMTE KUCETHHH
B IUIa3MEHHUTE JTHIOMPOTEHHH H GOCHOMMIMANTE B YEPBCHUTE KPBEBHU KJICTKH.

Amunoxucenunu
AMHHOKHCEIIMHHATE, CbCTABKH Ha OenTbhka B OOMKHOREHATA XpaHa Ce H3IOJ3BAT 34
B THKAHHTE H BCAKO KIIMINECTBO CE€ HACOYBA KbM OrpeneneH 6poi MeTabOIHTHH
[IpoyuBaHusATa ROKA3BAT TCPMOreHHHA €)EKT Ha AMUHOKHCEIIHHHATA UH(Y3H.

I'moxoza




['moko3ata He O cneapano na uMma papMakoAHHAMHUYHO JEACTBHE OCBEH MPUHOCA 32 NMOAABPKAHE
WIH Bb3CTaHOBABAHE HA HOPMAaNHUA XpaHHUTEJIEH CTaTycC.

5.2 PapMaKOKHHETHIHH CBOHCTBA

Jlunudna emyacusn
OTaeNHUTE TPHIMMLUEPUIU B CbCTaBa Ha CModnUnu npyuTeXKaBaT pa3jiMuHa CKOPOCT Ha

eTHMHHHpaHe, Ho CMOQUIMITUI KATO CMeC C€ eNIMMUHHPA NO-0BP30 OT ALJITOBEPIKHUTE
tpuravuepuan (JIBT, LCT). MacnuHOBOTO Mac/io € KOMIMOHEHTBT ¢ HAK-HKUCKA CKOPOCT Ha
eMMMUHHPaHe (B U3BECTEH CMHCHJ NMO-HUCKa oT Ta3u Ha LCT), a cpeaHoBepHXHUTE TPUTNTHLCPHAH
(CBT, MCT) — ¢ Haii-ronama. Pubenoto Macno, cmeceHo ¢ LCT, uMa chiliara CKOpoCT Ha
enTHMUHHpaHe kaTo camocTosaTeaHuTe LCT.

Amunoxucenrunu

OcHOBHHTE (PapMaKOKHHETHYHH CBOHCTBA Ha BIMBAHHTE AMHHOKHCEJIMHH Ca NMPHHLMITHO CHLIMTE
KaTO Te3U Ha MPHEMAaHUTE aMHHOKHCEIIMHH ¢ 00HyYaiiHaTa XpaHa. Bce nak obaue, aMMHOKHCEIHHUTE
Ha AMETHYHHTE OeThLUM Hall-HamNpe MUHABAT Mpe3 NopTaTHATA BEHa, eABa Cli¢] TOBA 1pe3
CHCTEMHOTO KpBEBOOOpallleHHe, NOKATO HHTPaBeHO3HO HHY3UpaHMTEe AMWHOKHCEITHHH MONaaaT
Hampaso B CHCTEMHOTO KpbBOOOpaleHue.

I'moxoza
(DapMaKOKHHETHYHHTE CBOHCTBA Ha HH(Y3UpaHaTa IMII0K03a ca Ha NPaKTHKA CHIIMTE KAaTO Te3H Ha
MpueMaHaTa rMoKo3a ¢ obuyaiiHaTa xpaHa.

5.3 IIpeaxnnAEBRvHE AaHHH 33 HezonmacHoCT

He ca npaBeHH Mpoy4BaHHA Ha NMpeakinHH4YHaTa 6e3onacHocT Ha CmopKaGueeH IlieHTpan Ge3
enexrpoauTd. Bee nak obaue, HEKTMHHYHHTE JaHHK 3a CMOGNMAKI, KAaKTO U 3a pa3TBOPHUTE Ha
aMHHOKHMCEJIMHH M IJIIOK03a ¢ Pa3/IMYHA KOHLIEHTPaLUsA, HE MOKa3BaT 0co0eH pHUCK 3a XopaTa Ha
6azara Ha KOHBEHUMOHANTHUTE ()apMaKONOrHYHH U3NHUTBAHHUA 3a (€30MaCHOCT, TOKCHYHOCT IIPH
MHOTOXpPAaTHO NpHJIAraHe H reHOTOKCHYHOCT. [lIpH 3aifin He ce HaOnmoaaBaT TepaToreHHH eeKTH WiH
IpyrH eMOpPHOTOKCHYHH BB3ACHCTBHA NPH €KCNO3HLHA HA AMHHOKHCE/IMHHH Pa3TBOPH H HeE Clle/Ba
Ia c€ OYaKBaT MPH NpHJIaraHe Ha JIMMHAHK €MYJICHH, KOraTo C¢ JaBaT KATO 3aMeCTHTEIHAa TEpAIHs B
npenopburanuTe A034. [loaxpaHBamy npoaykTy (pasTBOPH Ha AMUHOKHMCEIUHH M JIMITHIHM
€EMYJICHH), H3MTON3BaHH 3a 3aMECTUTEIIHA TepaniAa BLB PHU3HONOIHYHH HHBA He ClieiBa Ja NMPOABAT
eMOPHOTOKCHUYHOCT, TEPATOTeHHOCT WIH Aa MOBJIHABAT PEeNPOAYKTHBHATA CIOCOOHOCT HITH

dhepTHIHTETA.

IIpu npoOH BBPXY MOPCKH CBHHYETA {ITpoda 33 MAKCUMH3ALMA) eMYJIcHATA ¢ pHOeHO MAacJIO NMOKa3Ba
yMepeHa nepMajiHa ceHCHTH3aLMa. CHCTeMHHUTE aHTHNeHHH TECTOBE HE JaBaT HHAHKALIMH 33
ana(UNaKTHYEH NOTEHIUAT Ha pHOEHOTO Maco.

Ilpu npoyuBaHe Ha NTOKAIHATA TOJNIEPAHTHOCT kXbM CModaunua npu 3aiim ce Habmonaea nekxo,
IPEXOAHO BBL3NaleHNE NP HHTPAapTepUanHo, NapaBEeHO3ZHO WM MOAKOXKHO BEBexAaHe. Cnen
MHTPaMYCKY/IHOTO MpHJIaraHe mpH HIKOM )KMBOTHH ca Hab/MIOJaBaHH YMEPEHO, MPeXOAHO BH3MATICHHE
H TbKaHHa HeKpo3a.

6. PAPMAIEBTHYHH JAHHH

6.1 ChnEchbK HA DIOMOIIEHTE BelIeCcTBA

I'nuuepon

[IpeuncTenu aituenn pochorunuau
a-ToKOodepon panemar

Harpuer xuapokcua (3a KopexkuMs Ha pH)
Hatpuer onear




Jlenena ouerHa KucenuHa (3a kopekuus Ha pH)
XnopoBoaoponHa KucenuHa (3a kopekuus Ha pH)
Boza 3a HHXXEKLUH

6.2 HechBMECTHMOCTH

CvodKabusen LlenTtpan Ge3 enekTponuTH MOXE Ja CE€ CMECBa €AHHCTBEHO C APYTH JICKapCTBEHH
NPOAYKTH 3a MAPEHTEPATHO XpaHEHE, C KOMTO HMA JOKa3aHa CbBMECTHMOCT, BIDKTE TOUKA 6.6.

6.3 Cpox na roaaocrt

Cpoxr Ha 200HOCM HA 1eKaPCMEEHWL NPOOYKM 8 MbP20BCKAMA ONAKO8KA
2 TOOKBHHU.

Cpox Ha 200H0CM Cned cMmeceane xamepume HA caxka

XuMH4yHaTa H PHU3HuHA cTabUITHOCT MpH ynoTpeba Ha CMECEHHUA TPUKaMEpeH Cak € oKa3aHa 3a

48 gaca npu 20-25 °C. Or MHKkpoOHONOrMYHa rneaHa To4ka NpoAYKTHT TpAOBa za ce M3non3sa
BefHara. AKO He Ce H3I0/13Ba BeIHAra, CpOKOBETE H YCIIOBMATA Ha ChXpaHEeHHUe NpeaH ynorpeda ca
OTrOBOPHOCT Ha NpHWiaraiius NpogyKra ¥ OOHKHOBEHO He HaAXBBPJAT 24 yaca npH 2-8 °C, ocBeH ako
CMECBAHETO HE € W3BBPUIEHO MPH KOHTPOIHPAHH K BATHAHPAHHU aCETHUYHH YCIOBHA.

Cpoxk na 200H0Ccm caed cmecéane c dobagxume

Hoxa3saHa e ¢dH3MKOXHUMHYHA CTaOHIHOCT npH ynoTpeda Ha CMECEHHs TPUKAMEPEH CakK ¢ 100aBKH
(BrokTE TOUKA 6.6) 10 8 AHM, T.€. 6 AHM npn 2-8°C, nocneasanu ot 48 yaca npu 20-25°C,
BKAIOUHTETHO NPOABLJDKHTEHOCTTa Ha npuioxkeHue. OT MUKpOOHONIOrMYHA IIeAHa TOUKa,
NPOAYKTHT TPpsAOBA Aa ce M3M0M3Ba BeJHara ciesl A0OaBAHETO Ha BELIECTBATA. AKO HE C€ M3MOI3Ba
BEHAra, CPOKOBETE H YCIIOBHATA Ha ChbXpaHEHHE npeu ynorpeba ca OTTOBOPHOCT Ha npunarauys
MPOAYKTa H OOMKHOBEHO He HaaxBupAAT 24 vaca npH 2-8 °C, ocBeH ako 06aBgIHETO HE € H3BBPIIECHO
IpH KOHTPOJIMPAHHU U BATMAMPAHH aCENTHYHH YCIOBHA.

6.4 CpnemHajaHu YCIOBHA HA ChbXpPAHEHHE

Jla ce cpxpauHaBa npu TeMnepaTtypa noa 25 °C. a ne ce 3aMpa3sgsa. [la ce cbXxpaHaBa BEB BLHIIIHATA
ONaKOBKa HA Caka.

Cpok Ha 200HOCM Cle0 CMECBaHe Kamepume HA caxa: BXK. TO4Ka 6.3.
Cpox na 200r0cm cned cmeceane ¢ fobasxume: BiK. To4ka 6.3.

6.5 B#Ha | cpAbPXKAHHE HA ONAKOBKATA

OrnakoBKaTa ce ChCTOH OT MHOTOKaAMEPEH BETPEILUCH CaK U BHHIIIHA ONIAKOBKA. BLTpElIHHAT cak e
pa3jieneH Ha TPH KaMepH C MOMOLITA Ha OTICNBAIM ¢ nevyaTd. Mexay BLTpELIHHS cak U BHHIIIHATA
00BHBKA HMa abcopOep Ha Kkucopoa. BRTpelIHUAT cak € H3paboTeH 0T MHOrOIUIACTOB NMOIUMEPEH
¢unm Biofine,

Brrpelunust koHTelHep Biofine ce crcton o1 nomm(mponuieH-Ko-€THNEH), CHHTETHYEH KaydyK
nonu[ctupes-6nok-(6yruneH-ko-erunex)] (SEBS) u cuHTeTHYeH Kayuyk nosu(cTupeH-6m10k-
usonpeH) (SIS). UEdy3HOHNA M CMECHTEIHHA NIOPTAIH ¢4 HAIIPABEHHU OT IOJIHIIPOIIKIIEH U
CHHTETHYEH KAayJyK NojH[cTapeH-6nok-(0ytunes-ko-etiwieH)] (SEBS) u ca cHabaeHu cue
3anmyuIalikK¥ OT CHHTeTHUYEeH nonuusonpeH (6e3 narexc). CKpUTHAT OTBOP, KOKTO ce M3MO3Ba caMa_
MO BpeMeE Ha MPOM3BOACTBEHMSA NPOLEC € HAIIPAReH OT NMOJIUIIPOITHIIEH H € cHabneH cﬁp/:*.’anymma
OT CHHTETHYCH NMOoJHK30MNpeH (6e3 narekc).
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Buooee onaxoexu:

1 x 493 ml, 6 x 493 ml
1 x 986 ml, 4 x 986 ml
1x1477ml,4x 1477 ml
1 x1970mil,4x 1970 ml
1 x2463 mi, 3 x 2 463 ml

He BcHuKHM BUAOBE OMAKOBKH MOTaT fa ObhaaT mycHaTH B npoaaxoda.
6.6 CrhenHalHH NPeANa3ZHH MEPKH [IPH H3XBLpJistHe H paboTa

Hucmpyxyuu 3a ynompeba
Ila He ce M3MOI3Ba NpH NTOBPEieHa onakoBKa. Viznon3saiire e AMHCTBEHO, aKO AMUHOKUCEIHHHHAT H

FMOKOIHHUAT Pa3TBOPH ca OUCTpH, Oe3UBETHH HIIH O/1eA0 XXBJITH Ha LBAT, a JIKIAAHATA EMYJICHA €
Oana ¥ xomoreHHa. [Ipeau ynorpeba u npeau npubaBAHETO HA JOITLJIHHTENIHH BELIECTBa Ipe3
CMECHTENIHUA NopTall, TpAbBa 1a CMecHTe ChAbPKAHHETO HA TPHTE OTAC/HH KAMEPH Ha Caka.

Cnejn OTAENAHETO Ha OTAEMNBAIIUTE Ce NEYaTH, CAaKbT TPAOBa J1a ce 0OBPHE HAKOJIKO MHTH C Orex
OCHTYPSBaHE XOMOT€HHOCTTa Ha cMecTa 6€3 npU3HalK Ha OTAEJIsHE Ha (a3uTe.

Cyemecmumocm
Hanuunu ca JaHHHK 32 ChBMECTHMOCT € IMOCOYEHHTE IEKAPCTBEHH NpoaykTH Dipeptiven,

Addamel N/Addaven, Glycophos, Addiphos, Vitalipid N Adult/Infant u Soluvit N g onpeaeneau

KOJIHYECTBA W 'eHEPUYHH JIEKAPCTBA HA €JIEKTPOJIMTH B ONpeleneHH koHleHTpatMu. Koraro ce nobassar
eJIEKTPOJIUTH, KOJIHYECTBATA, KOMTO Beue ca HATMYHHM B caka, TpA0Ba Jia ce B3eMar NpeABUA, 3a a ce

OTrOBOPH Ha KJIMHHYHHTE HY)XIM HA nauyenTa. OnucaHUTe AAHHH NOJKPENAT JOOaBIHETO KbM
aKTHBUPAaHHA CaK, ChIllacHo 06061eHara Tabnuua no-nomy:

JI4anasoH Ha CbBMECTHMOCT, cTabuneH 3a 8 AHH, T.e. 6 JHH chXpaHeHue npu 2-8°C, nocneasaHo OT
48 yaca mpu 20-25°C

Epnnnnu Maxkcumanno odmo cuabpxande
paMp R Ga R L ml 493 | o986 | 1477 | 1970 | 2463
eNeKTPOJIUTH
NobaBka | Obem
Dipeptiven ml| 0-100 | 0-300 | 0-300 0-300 0-300
Addaven/Addamel N ml | 0-10 0-10 0-10 0-10 0-10
Soluvit N (JIAKOH 0-1 0-1 0-1 0-1 0-1
Vitalipid N Adult/Infant ml 0-10 0-10 0-10 0-10 0-10
I'papsne Ha elexTpoanTa’ KonanuecTBo B cak
Harpwii mmol <75 <150 <225 <300 <375
Kanuii mmol <75 <150 <225 <300 <375
Kamuii mmol <2,5 <35 <75
MarHe3ui mmol <25 <5 <715
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H&opraﬂmenﬁcba'r -

(Addiphos)

HWIH

Opranuyen gocdar mmol <75 | <15 <225 <30 <37,5
(Glycophos)?

HuHk mmol <0l <0,2 & <0,25 <0,3 <0,35
Cenen umol <l <1 <1 <1 <115

. pK/II0YBA KOJMYECTBA OT BCHUKH NMPOIYKTH.
2 nobaesHero Ha Glycophos MoXe Aa ce yABOH ¢be cTabWmocT oT 7 HH, T.€. 6 IxH chXpaHenHe npH 2-8°C, nocneapaHo
ot 24 1aca npu 20-25°C

3abenexka: Tasu TabiMiia HMa 3a e A& TOCOYH CHBMECTHMOCT. TOBA HE € PHKOBOACTBO 34
AO3HpaHe,

3a JexkapcTBeHH NPOAYKTH, MpeaH NpeAIIHCBaHe, BIDKTe HAllHOHAITHO 0g0o0peHaTa IIPOAYKTOBA
HHQOopMatMi.

CBBMECTHMOCTTA ¢ OCTRHANHTE JOOABKH M BPEMETO HA CHLXPAHEHHE HA PATHYHUTE NIPHMECH e
61A8T MpeaOCTABCHH MPH NMOHCKBAHE.

HNomenawreay BemecTBa TpAOBA na ce nobaBaAT acenTHYHO,

Camo 3a egHOKpaTHa ynorpeba. HemsnonspaHaTa 4acT OT pa3TBopa cnen uH(py3us Tpadra aa ce
H3XBBITH.

Heu3noa3paHUAT IeKAPCTBEH MPOAYKT WIH OTNIATBYHHTE MATCPHAITH OT Hero TpAOBa a ¢e H3XBBLPIAT
B ChOTBETCTBUE C MECTHUTE H3UCKBAHMA.

7. HNPHTEXATEJI HAPA3ZPEINNEHHETO 3A YIIOTPEBA

Fresenius Kabi d.o.o.

Radnicka Cesta 37a, 10 000 Zagreb
XBpBaTHA

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA

Perucrpanmored Ne 20080141

9. JATA HA ITBPBO PA3PENIABAHE/MIONHOBSIBAHE HA PA3SPEMEHHETO 3A
YIIOTPEBA

Jata Ha mepBo paspemarane: 25 ronu 2008 r.
Jata Ha rocjieAHO MoaHoBABaHe: 25 Mapt 2014 r.

10. JATA HA AKTYA/IM3UPAHE HA TEKCTA
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