KPATKA XAPAKTEPUCTHKA HA IPOAYKTA PRV >,

1. WME HA JEKAPCTBEHHS NPOAYKT

OJIUMEJI N7E undy3HOoHHa EMYJICHA
OLIMEL N7E emulsion for infusion

2. KAYECTBEHH KOJIMYECTBEH CBCTAB
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12 -05- 2025

OJIMMEJI N7E ce npeniara noj popmara Ha 3-kamepeH cak. Bceku cak ChAbpia pasTBop Ha IJIIOKO3a H
KaJILIMiA, pa3TBOP Ha aMMHOKHCEITMHH H IPYTH e/IEKTPOJTUTH M MYJICHS Ha JIUITHIH, KaKTO € OIMMCAHO MO-0ITY:

ChbabpxKaHHe B €1HH CaK
1000 ml | 1500 ml | 2000 ml
35 % pa3TBOP Ha IJII0KO03a (CHOTBETCTBA Ha 35 g/100 ml) 400 ml 600 ml 800 ml
llnll._.)] % pa3TBOpP Ha AMHHOKHCEIIMHH (cpoTBeTcTBa Ha 11, ] g/100 400 ml 600 ml 200 ml
20 % eMyJicHsl Ha JIMTIHIH (cvorBercTea Ha 20 g/100 ml) 200 ml 300 ml 400 m]

Cnen cMeCBaHE Ha ChbAbPAKAHHETO Ha 3-T€ KaMepH CBbCT aRbHT Ha roropaTra €MYJICHA € JaJ€H Ha clieHara

tabMLa 3a BCEKH OT pa3iM4HUTe pa3MepH CakOBe.

AKTHBHH BellecTBa 1000 ml 1500 ml 2000 ml
PahHHUpaHO MacCIHHOBO MAacilo + padHMpaHO COEBO macno® | 40,00 g 60,00 g 80,00 g
ATaHUH 6,41 g 961 g 12,82 g
ApruHuH 4,34 ¢ 6,51 g 8,68 g
AcrnapToBa KMCeJIMHa 1,28 g 1,92 g 2,56 g
['1yraMHHOBa KMCEJIHHA 2,21 ¢ 332 ¢ 442 ¢
I muumH 3,07 g 4,60 g 6,14 g
XUCTHAHH 2,64 ¢ 397¢g 5,29 g
H3oneBuuH 221 g 332 g 442 g
JleBLIMH 3,07 g 4,60 g 6,14 g
JIu3uH, 348 ¢ 5,23 g 6,97 g
(eKBUBAJIEHTEH Ha JIM3MHOB alleTaT ) (4,88 g) (7,31 g) (9,75 g)
MeTHOHHH 2,21 g 3,32 ¢ 442 g
deHuNaNaHHH 3,07 g 4,60 g 6,14 g
[IposiuH 2,64 ¢ 397 ¢ 529 ¢
CepuH 1,75 ¢ 2,62 ¢ 3,50 g
TpeoHHuH 2,21 g 3,32 g 442 g
TpunrodaH 0,74 g 1,10 g 1.47 g
Tupo3uH 0,11¢g 0,17 g 0,22 g
BanuH 2,83 ¢ 425¢ 5,66 g
Hatpues auerar, TPUXHApAT 1,50 g 2,24 g 299 ¢
Harpuer rnuuepodocdar, XuapaTHpaH 3,67 g |
Kanues xJiopull 224 ¢
Marse3ueB XJIOpU/, XeKcaxuapar 0,81 ¢g
Kanuues XJ0pUa, AMXKHapaT 0,52 g
["moko3a 140,00 g
(eKBHMBAJICHTHA Ha ITIOKO3a MOHOXH/IpaT) (154,00 g)




2 Cmec OT padMHHpAHO MaCIHHOBO MAcdlo (mpubmmsuTento 80%) M padMHHPAHO COEBO Macilo (IpHONU3UTENHO
20%), CHOTBETCTBAINA Ha CHOTHOMICHHC 20% MEXIY HE3AMEHHMH MaCTHH KHCTHHN KbM TOTAIHH MACTHH KHCEJIHHH.

1000 ml 1500 ml 2000 ml

JInnuau 40 g 60 g 80 g

AMWHOKHCE/THHH 443 ¢ 66,4 g 88,6 g

A3oT 7.0g 10,5 ¢ 140 g

I 'moko3a 140,0 g 2100 g 280,0 g

Enepruiina CTOHHOCT:

O61a KANTOPHHHOCT, ITPHO. 1140 keal 1710 kcal 2270 kcal
HebenTbuHa KaTOpPHAHOCT 960 kcal 1440 kcal 1920 kcal
KanopHiAHOCT OT IIII0K032 560 kcal 840 kcal 1120 kcal
KanopuifHOCT OT v 400 kcal 600 kcal 800 kcal
CLOTHOLICHHE He-6eTThuHa KaNOpHHHOCT/a30T 137 kcal/g 137 kcal/g 137 kcal/g
CrotHowenHe KanopuiHoct ot 58/42 58/42 58/42
FTIOKO38/KanOpHAHOCT OT JIKITHH
JIuruaw/o61a KANOPHRHOCT 35% 35% 35%

EneKkTpONNTH:

Harpuil 35,0 mmol 52.5 mmol 70,0 mmol
Kanu# 30,0 mmol 45,0 mmol 60,0 mmol
Marxesn# 4,0 mmol 6,0 mmol 8 mmol
Kantui 3,5 mmol 5,3 mmol 7.0 mmol
doctaru 15 mmol 22.5 mmol 30,0 mmol
AueraTty 45 mmol 67 mmol 89 mmol
XopHau 45 mmol 68 mmol 90 mmol

pH 6,4 6,4 6,4

OcMonapuTeT 1360 mosm/l  |1360 mosm/l _ [1360 mosm/|

2 BKIOYBA KANOPHH OT MPEIHCTEHH AHIeHH dochonuIuaH
b Brmodea GocdaThTe, OCHTYPEHH OT eMYJICHATA Ha JUTIHIH

3. JIEKAPCTBEHA ®OPMA

Cnen NpUroTBAHE!
UndysuoHHa eMyJICHA.

BuHuleH BH NMpeay IPUroTBIHE:

4.1 TepaneBTHYHH NOKAa3AHHHA




OJIMMEJI N7E e rioka3aH 3a MapeHTepaito xpaHeHe Ha BB3PACTHH H JIClia O-rOJIEMM OT 2-TOJHILHA
BB3PACT B CIyHAHTE, KOraTo NEpOpaiHoTo MM EHTEPATHOTO XpaHeHe Ca HEBB3MOXHH, HeNOCTATHYHHE H/H

4.2 JIo3upoBKa A HAYHH HA NPHIOKEHHC

Ilo3MpoOBKa
He ce mpenopbuba ynorpebara Ha OJIAMEJI N7E npu Aeua oA 2 TOAHHY, MOPaaH HEMOIXOAAIIHA MY

cBLCTaB H 0beM (BupkTe ToukH 4.4, 5.1 M 5.2).

He Tps6Ba Aa ce MPEBHILABA JOTYIOCOUCHATA MaKcHManHa AHepHa no3a. [Topaan HEMPOMCHIMBUA CBCTAB
Ha MHOroKamMepHHus Cak € Bb3MOXHO fia HE Morat na ce 3aJ0BOJIAT €JHOBPEMEHHO BCHHIKH XpaHUTEJHH
HY)KAY HA TalHeHTa. BLiMOXKHH Ca KIMHMYHH CHTYyallud, NpH KOWTO fauMeHTHTe ce HYXARAT OT
KONMYECTBA XPAHHTE/IHH BEILeCTBa, KOMTO CC pasiMyaBaT OT HEMPOMEHITHBHA ChCTAB HA caka. B TaKbB
cydaii MPpH KOPHUTHPAHETO HA obema (mo3arta) TpAOBa 1a ce B3¢ME NPEBHA KpalHUAT e(eKT, KOHTO TOH
Lt KMa BBPXY JO3UPAHETO Ha BCHUKH OCTAHATH XpaHHUTETHH KOMIIOHCHTH Ha OJMUMEJI N7E.

Ilpu ev3pacmuu

JT03HPOBKATA 3aBHCH OT eHepruitHUTe NOTPeGHOCTH HA NALMEHTE, OT KIIMHYYHOTO ChCTOAHHE, TEJIECHOTO
TerIo M OT CIOCOBHOCTTa Aa MeTabonH3Hpa ChCTABKUTE Ha OJIMMEJI N7E, KaxTo H OT JOITHJIHHTEIHO
BHECEHHTE MEpOPalHO/CHTEepalHO €HEprud HilH nporerHH. ETO 3aUlo0 ofeMbT Ha caka TpsOma ja ce
noabKpa crobpa3no.

CpenHMTe JHEBHH HYX/IH Ca.

- 0,16 po 0,35 g asor/kg TenecHa Maca (lmo2g aMHHOKHUCENMHWKE) B 3aBHCHMOCT OT XPaHHTENHHA
CTATYC Ha MauMeHTa M CTeTeHTa Ha KaTaboNMKUTeH CTPEC;

- 20 ao 40 kcal/kg;

. 20 g0 40 ml Teqnoct/kg un 1 10 1,5 ml Ha Bcaka m3pasxoaaHa keal.

MaxkcuManHaTa AHeBHa Jo3a Ha OJIMMEJ] N7E ce onpeaesis o1 obuiara KasopHitHa CTOHHOCT, 40 kcal/kg,
pHeceHa ¢ TeunocTH ¢ obeM 35 ml/kg, koeTo CHOTBETCTEA HA 1,5 g/kg aMMHOKHCENHHH, 4,9 g/kg rmokosa,
1,4 g/kg nunuay, 1,2 mmol/kg Hatpuii 1 1,1 mmol/kg kanuii. 3a MAaLMeHT ¢ TenecHa Maca 70 kg T4 we
6bae paBHa Ha 2450 ml OJIAMEJ] N7E aHeBHO, IIPH KOETO C€ BHACHT 108 g aMMHOKHCEIIHHY, 343 g
rmoKko3a ¥ 98 g nunua (1.e. 2352 HENpOTENHOBH kcal 1 06w 2793 kcal).

O6HKHOBEHO CKOPOCTTa Ha BlIHBaHe TpAGRa Na ce yBeMiana [IOCTEMERHO IMpe3 MBPBHA 4ac, cell ToBa 13
ce pery/Hpa, TaKa e a Ce OTYHTAT NPHJIaraHaTa 1034, XHEBHHAT 06EM Ha BIIHBAHE M NIPOXBIDKHTEIHOCTTA
Ha UHpY3HATA.

MaxcKManHaTa CKOpOCT Ha BIHBAHE Ha OJIMMEJI N7E e 1,7 mi/kg/4ac, K0€TO csoTeercTea Ha 0,08
g/kg/yac aMHHOKHCEITHHH, 0,24 g/kg/uac rimoxosa u 0,07 g/kg/4ac MAMTHIH.

IIpu deya na eb3pacm Hao 2 200UHU_ U IOHOWY
He ca npoBexAaHH NpOY4BaHHA IIpH neaMaTpUYHA NOMyJIalys.

JTo3KPOBKATA 3aBHCH OT EHEPrHAHMTE noTpeGHOCTH Ha MALMEHTa, OT KIHHAYHOTO CBCTOSTHHE, TENIECHOTO
Terio K OT criocofHocTTa a MeTaGonH3Hpa CHCTABKHTE Ha OJIAMEJI N7E, KakTo H OT AOITBIHATEIHO
BHECEHHTE [epOPATHO/CHTEPANHO eHeprus WK TMPOTCHHH. Eto 3amo oGeMBT Ha caka TpaOpa aa ce
noabHpa cho0pasHo.

OcpeH TOBA JHEBHUTE HY)IH OT TEYHOCTH, 830T H CHEPTHiA HaMaQIABAT HEMPEKBCHATO C HA
pp3pacTTa. B3eTH ca npeBHA ABS BH3PACTORH rpynu oT 2 a0 11 roguHu M oT 12 00 18

IMpu OJJUMEJI N7E u 3a AgeTe OMHCAHH I10-TOPS neJuaTpUYHU BB3pacTOBH I'p o rps e VLN h{n‘;.\
(hAKTOp € MArHE3UEBOTO ChHABPKAHHE 3a AHEBHA N03A. U 3a JBETE BH3PACTOBH fherasanuot.
daxTop 3a CKOPOCTTAa Ha MPHIOKEHHE HA HAC © KOHLIEHTpaLMATa Ha [JIOKOo3a
pe3y TTAaHTHHAT NPHEM!




Ot 2 oo 11 ronunn Ot 12 no 18 roAHHH
OJIMMEJIN7E OJIMMEJI N7E
CuncTaBka [Ipenopbuana axCUMATIeH [IpenoprHana AKCHMANEH
CTONHOCT obeM cToMHOoCT ofeM
MaxcHMAJHA JHSBHA 1034
Teunoct (ml/kg/neH) 60 —-120 25 50 — 80 25
AMMHOKHCECITUHHA
1 -2 2.5 1,1 1-2 1,1
(g/kg/neR) (no 2,3)
I'moko3a (g/kg/aeH) 1,4—8,6 3,5 0,7-5,8 3,5
Jiurgu (g/kg/neH) 0,5-3 1,0 0,5-2 (mo 3) 1,0
O611a eHepruifHOCT B a
(keal//kg/nem) 3075 28,5 20 —55 28,5
MAaKCEMAJIEA CKOPOCT HA REPYIAS
OJIMMEJI N7E 5 6 17
(ml/kg/4ac) ’ ’
A”‘;‘“‘"‘“m“““ (/ke/ 0,20 0,11 0,12 0,08
qac - b > »
I'mioxosa (g/kg/ 4ac) 0,36 0,36 0,24 0,24
Juman (g/kg/ 4ac) 0,13 0,10 0,13 0,07

* [IpenopbuaHi CTOHHOCTH OT 5018 ESPGHAN/ESPEN/ESPR Guidelines
OGHUKHOBEHO CKOpPOCTTa Ha BIHBAHC Tps6Ra Ja ce yBeJaH4aBa MOCTCNEHHO MPe3 mepBuA Yac M TpAOBa Ja
ce pery/vpa Taka, 4e ia ¢e OTHHTaT nprnaraHaTa 103a, JHCBHHAT o6eM Ha BIMBAHE K MPOAB/DKHTEIHOCTTA

Ha HHDY3HATA.

Tlo TPHHLKMN Ce MpefopbyBa NpH MAJKK Jcla uHdy3MsTa A2 3aMoYyHe C HUCKH JHEBHH JO3H M JIa C€
yBEIMYABA NOCTENEHHO [0 JOCTHIaHE Ha MAKCHMAIHATA JIO3MPOBKA (BYDKTE MO-TOpPE).

MeToa ¥ NPOALIDKMTENIHOCT Ha IPWIOKEHHE

Camo 3a eIHOKpaTHa ynotpeba.

TIpenopbuBa ce Cliejl OTBApPAHE Ha Caka CBABPIKAHMETO Jia CC H3MO3BA He3abaBHO M [ia HE ce ChXpaHABa
3a nocneapaina HHy3ud.

Cnea IpUroTBAHE, BRHIIHKAT BHI HA CMECTTA © XOMOreHHa, NoAHOOHA Ha MIISKO €MYJICHIL.
3a yKxa3aHus 38 MPUTOTBAHC U pabota ¢ HH(pY3HOHHATa EMYJICHA BIDKTC TouKa 6.6.
[Topanu BUCOKMSA CH OCMOJIAPUTET OJIMMEJI N7E Moske Aa ce MpH/ara camo npes HeHTpanHa BEHA.

[MpenopbYHTE/IHATA MPOTB/DKUTENHOCT Ha uH(y3UATa Ha €/IMH CaK 34 napeHTepaTHo XPaHEHE € MEXILY 12
1 24 uaca.

TIpuiaraHeTo Ha MAPEHTEPANHO XpaHeHe MOXE Aa MPOMBL/DKH TOJKOBA ABJrO, KOJKOTO € HEOOXOMMO
criopesi KITHHWYHOTO ChCTOAHME Ha MALIMEHTA.

4.3 JlpoTRBOnOKAIAHHN

[TpunoxeHHeTo Ha OJIMMEJI N7E e NpOTHBOMNOKA3HO MPH CIACAHATE CBCTOAHMA!

- Tlpn npexaeBpeMEHHO POACHH pebeta, xbpMayeTa H AcLia oA 2-roAMiliHa Bb3pacT,

- CBpBXYYBCTBHTEHOCT KbM AHEH, COEB WK bBCTEYCH TPOTEHH, WIH lapeBHLia/
(K. TOUKA 4.4), WY KBM HAKOEC OT aKTUBHMTE KM MOMOLIHHMTE BELIECTBA, u3b § =

- BponeHH aHOMAaIHH Ha mMeTabouiMa Ha AMHHOKHCE/THHH, S/ o

. TexKa XHMEPIHIHACMHAS KN TEXKKH HapyLICHHS Ha meTaGoH3Ma Ha JIHT Ay
ce ¢ XHIEPTPHUTIHLIEPHACMHEA, '

-  Texka x¥nNeprivKeMu;




. T1aTONOTHYHO BMCOKH ILTA3MEHH KOHLEHTPALMH Ha HaTpHH, KATMH, MArHE3HH, xanuis u/unu gocdop;
4.4 ChenBajHi nperynpeXKIeHdsd B npeinalan MepKH NpH ynoTpeda

[TpexoMepHO GBP3UAT MPHEM Ha Pa3TBOPH 33 TOTAHO NapeHTEPATHO XpPaHEHE (TTIX) moxe na aosene Ao
TexKH WiH (paTajiHy MOCACACTBHA.

Undyauara Tpabea He1abaBHO Ja ce CMpe NpH Mosiba Ha MATONOTMYHH IpH3HALM WIH CHMITTOMH 38
a/leprUyHa peaKiys (KaTo HINOTABAHE, BHCOKA TeMIIepaTypa, BTPHCAHE, rnagobonue, KOKHU OOpPHBU WIH
nucnHes). To3u JieKapcTBeH NMPOAYKT CBIBPAA coeBo Maco W aiiueHH ¢GochHoTHNMAN. CoeBHTE H
giiucHMTE TIPOTEMHM MOTaT 3 MPHIMHAT peaxuMd Ha CBPBXYYBCTBUTE/HOCT. HabmonasaHH ca
KPBECTOCAHHM allepriyHH peakii MpH ynotpe6a Ha COCBH H G BLCTHYEHH MPOTEHHH.

OJIUMEJI N7E cbabpika Iiioko3a, H3BIedeHa OF LapeBMLIa, KOATO MOXE A2 MpUIMHH peaKkiiH Ha
CBPBXUYBCTBHTEIHOCT MPH MALHEHTH C AlEpTHA KbM LapEBHIIA H LAPSBHYHH ITPOTYKTH (K. TOUKA 4.3).

lledTpuakcon He Tpsabpa na ce CMecBa WIK TpHiara €IHOBPEMEHHO C MHTPABEHO3HH pa3TBOPH,
ChOBPXKAINM KAILHMA, AOpPH Dpe3 PasiviHA urdy3MOHHH CMCTEMH HIH MeECTa Ha uH(y3UpaHe.
LledrprakcoH ¥ pa3TBOPH, ChABPHKAIIH KaILMil, MOTAT Ja Ce MPHIAraT MOC/IeOBATENHO, AKO CE W3MOJ3BAT
pasTHuHN HHQY3HOHHH CHCTEMH Ha pa3iM4HH MECTa HiH uHy3MOHHHTE CHCTEMH C€ TIOAMCHIT WK ce
OPOMMAT LIATENHO ¢ (QH3HONOTHHYCH COJICBH pasTBOp MEKAY pH(Yy3uHTe C LT MMPEAOTBPATABAHE Ha
npeupnurauyi. [Ipy MauHeHTH, HIACKBAILA HenpekbCHaTa HHYy3Ms Ha pasTBOpH 33 TITX, cbabpKallH
KaaOuii, C€ MpPenopbYBa MCIHIMHCKMTE CIICLHAIHCTH na obmmMcnaT ynorpebara Ha ATTCpPHATHBHH
AHTUOAKTEPHANHM NeYeHHs, KOMTO HE HOCAT nojobes PUCK OT NpeLMnuTaimd. AKO ynorpebara Ha
nedTpHaKCOH Ce CUMTA 38 HeoGXOHMA TIPH TIALKEHTH, H3UCKBALIH HEMPEKHCHATO XpaHeHe, PA3TBOPHTE 34
TITX u nedTpHaKcOH MOIaT ia C¢ NpHarar eJHOBPEMEHHO, MaKap H pe3 pa3iiitiHh MH(Y3HOHHH CHCTEMH
Ha pa3lTM4HM MecTa. JIpyra BB3MOKHOCT € wHYy3HATA HA PA3TBOPA 34 TITX na ce cnpe, ZOKATO Tpac Tasn
Ha Ue(TPHAKCOH, KaTo Ce MMa MPEeNBHA CBBETRT 12 POMHBAHE Ha WHQY3HOHHHTC CHCTEMH MEXTY
pa3TBOpPHTE (BXK. TOUKH 4.5 mn 6.2).

Crobmapa ce 3a 6enoApoOHOCHAOBH TNPELIAITATATH, mpuuKHABamy GenoApoOHOCHA0BA eMbonua H
pECUPATOPEH AUCTPEC, MPH NALMEHTH, MPHEMALIIA NapeHTepaTHO XxpaHeHe. B HAKOM CITyHaH ce CTHIE ao
netanen m3xoi. IIpekoMepHoTO A0OaBAHE HA xanumi ¥ GocdaTy yeennyaBa pHCKa OT obpa3yBaHe Ha
peLMIHTaTH oT Kanyes Gocdar (BoK. TOuKa 6.2).

CrLoBIIaRa Ce ChIUO 32 ChMHEHHE 3a 00pazyBaHe Ha MPELMITUTATH B KpLBOOOpalIeHUETO.

Ocen Oriena Ha pasTBopa, MHGY3HOHHATA CHCTEMAa W KaTeTBPRT TpaGBa CHUIO Ja ce MpoBepsBaT
NEPHOAMYHO 32 [IPELIMITHTATH.

AKO ce MPOARAT NPH3HALIM Ha PECTIHPATOPCH MCTPLS, undy3usTa TpaGBa Ja ce CTpe H Jia cC OCBHIIECTBH
MEIHLHHCKY Tperiel.

Jla He ce nobaBaAT APYrH MpOAYKTH WIiH CyGCTAHLUMH KbM HAKOH OT KOMIIOHEHTHUTE Ha caka WIH KbM
NpUroTBEHaTa eMyJsicus, 63 TMpeaH ToBa Na cc NOTBLPAM TAXHATA CHBMECTHMOCT M cTaOMIHOCTTA Ha
mosyyeHara cMec (B 4aCTHOCT, cTaGIIHOCTTA Ha MacTHaTa eMyJichs). OOpasyBaHeTo Ha MpeLMNHTATH UITH
NecTabIIM3MPaHETO Ha MaCTHATa eMyJICHA, MOXE Aa NPHYHHH CHAOBA OKITy3HA (BIDKTE TOYKH 6.2 H 6.6).

TeskKK HapYILEHHA HA BOINHO-ENEKTPOJIHTHHS GasaHC, TEKKM CHCTOSHHA Ha NPETOBApBAHE C TCHHOCTH, 4
CBIIO M TEXKKHA METaOOIHTHH HAPYILICHHA Tpa6Ra J1a ce KOPHIMpAaT MPEAy 3anoHBarc Ha MHQY3UATA.
[Ipu 3anoyBaHe HA HHTPABCHO3HATA urby3Hi € HEOGXOAMMO CTIELHMATHO KIHHIHHO HabmoneHne.

MHdeKLKa K CEINCHC OT MACTOTO Ha ChI0B I0CTEI © YCIIOXKHEHHE, KOETO MOXE /1a HACTHITH TIPH NalMeHTH
[IONy4aRAlM MApEHTEPaIHO XPaHCHE, 0cOBEHO MpH CITy4aH Ha JIOWIO NOAIBPKAHC Hg SATCTPHIS
MMYHOCYIIPECHBHM BB3AEHCTBHA Ha aGongBaHe WIM MeJMKaMEHTH. BHHMATENHO KOMADYNTTL™ €
MpU3HALM, CHMITTOMH H pe3ylrard of naGopaTopHi TeCTOBE 34 BHCOKA TCM }ﬁf -
IeBKOLMTO38, TEXHHUYECKH YCIOKHEHHUS C HIICTHETO 32 I0CTRI M XHTIEPIIHKCMHA MOTKTE

MPEAPa3NONOKEHH KbM uHGEKLMO3HU YCIIOKHEHHA TOpaiH HeIOXpaHBaHe W/HIL
ouiexamoTo UM 3aGonspase. HacTBIIBAHETO HA CENTHMHH YCJIOKHEHHMS MOXE /1A OB




sacHieHo HabaAraHe Ha aCENMTHYHH TEXHHKH TpH OCTABIHETO M TOALPKAHETO HA KATETHpA, KakTo H
aceTTHUHU TEXHMKH TIPH MOJrOTOBKATA Ha XPAHWTC/IHATA dopmMyna.

[To BpeMe Ha JIEYCHUETO Tpa6GBa Aa ce CAEAAT BOAHO-ENEKTPOIMTHHAT Gananc, cepyMHaTa OCMOJIApHOCT,
CepyMHHTE TPHTJIHUCPHIH, CMCEIMHHO-JIKAIHHAT GanaHc, KpbBHATA THOKO3a H yepHOApoOHHTE H
6BOpeUHKHTE MOKa3aTe/H, (HaKTOpHTE Ha KpBBOCHCHPBAHE H OpOST HA KPBBHUTC KIETKH, BKIIOUYHTENHO Ha

TPOMOOLIATHTE.

TloBHIDEHH YepHONPOOHH EH3HMH H XO0NeCTala ca 6K HAGIOJaBaHH MPH NOJOOHH MPOTYKTH. Tpabra aa
ce OGMMCIH TpoceisBaHe Ha CepyMHHA AMOHAK, aKO 1Ma CHMHEHHE 3a YepHOAPOOHa HEOCTAaThYHOCT

MoraT Ja PE3HHKHAT MeTaGOIMTHH YCIOKHEHHA, AKO XPAHWTETHUAT IPHEM HE € afalTHPaH KbM HY>KIHTE
HA MALMEHTa WIH MeTabONMUTHHAT KamauMTeT Ha Ja/eHa XpAHMTE/IHA CBCTaBKa HE € MPAaBHJIHO OLEHCH.
HeskesiaHH MeTabONHTHH e(peKTH Morar Ja BBL3HHWKHAT TPH NPUIOKEHHETO HA HEJOCTATHYHO WITH
NPEKOMEPHO KONWYECTBO XPAHWTE/IHH BelecTBa WM MMpH HechoOpaseH ¢ KOHKPETHHTT HYKIM Ha
nalMeHTa ChCTAB Ha XPAHMTEIHATA CMEC.

TIpiioMeHHETO Ha PA3TBOPH Ha aMHHOKHMCETHHH MOXKE 18 YCKOPH OCTBp Ae(HILMT Ha ¢onat, KoeTo 18
HAJIOMKH JOITBIHUTENIEH €XKeAHCBEH MPHEM Ha ¢onuera KKCETHHA.

Excrpasa3atins

O6nacTTa Ha KaTeThpa TpabBa PEOBHO Aa ce HabMmoaBa 38 MPH3HALE Ha €KCTpaBa3aLiyil.

AKO BL3HMKHE €KCTpaBa3alus, MpHI0KCHHECTO TpaGea j1a ce cripe He3a0aBHO, KATO NOCTABEHHUAT KATETHP
WM KAHIONA OCTAHE Ha MACTO 38 HEMOCPEACTBEH KOHTPOI Ha NAlMCHTA. AKO € BE3MOXKHO, TpAOBa j1a ce
M3BLPIIM ACTUPHPAHE Mpe3 NOCTABCHHA KaTeTHP/KAHIONA, 33 /1A Ce HAMANTH KOJHECTBOTO ha HAJIMYHATA B
TEKAHHTE TEYHOCT, MPEH KATEThPHT/KAHIONATA A8 6nle U3BaEHA.

B 38BHCHMOCT OT eKCTPABAZHPAHHA NPOAYKT (BKIIOUNTEIIHO cmecennre ¢ OJIMAMEJTI N7E mpoXyKTH, aKo
¥Ma TAKMBA) M CTEMEHTA/pa3Mepa Ha YBPEXKIAHCTO Tps6Ba [a ce B3eMaT ChOTBETHHTE KOHKPETHH MEPKH.
BapuaHTHTe 3a KOHTpPOJIMpaHe Morar Ja RIUTIOUBAT He(apMaKoJIOoruyHH, (papMaKoIoTHIHH u/ Uy
XUpYypru4H# uHTepBeHUMH. B cry4at Ha roJAMa ekCTpaBa3allus Tps6Ba Aa ce MOTHPCH KOHCY/ITAls C
[U1aCTMYEH XHpYpr A0 72 4yaca.

[pes mupeuTe 24 yaca 06N1aCTTa Ha EKCTPABA3AIMA Tps6ea aa ce HabonaBa NOHE Ha BCEKH 4 yaca, a cnel
TOBA — BEIHBX XHEBHO.

HUndy3uara He TpAGBa Aa ce MOAHOBABA B ChHIUATA LIeHTPAJIHA BEHA.

YepHoapobHa HeAOCTATEYHOCT

Ia ce mpuiiara BHHMATEIHO NPY NalHEHTH C yepHOAPOGHA HEJOCTATHYHOCT NOPAH PUCK OT pa3BUTHE WIH
BIIOLIABAHE HA HEBPONOrHYHH 3a00/ABaHKA, CBBP3AHH C xunepaMoHemuara. Heobxoaumu ca peAOBHH
KITMHHYHHM ¥ 1a6opaTOpHU H3CHEABaHHA, B HACTHOCT Ha napaMeTpHTe Ha yepHoapoOHara ¢yHKIHS, KPbBHA
3axap, eJICKTPOIHTH U TPHIJIHLCPHH.

brOpeyHa HEAOCTATEYHOCT

Jla ce mpuiara BHMMATeTHO NP NALMEHTH ¢ 6n6peuHa HEeAOCTATHYHOCT, ocobeHO aKo € HajHue
XHIEePKATHEMHs1, TIOPAJH PHCK OT PA3BUTHE Wik anomasaHe Ha METAOOIMTHATA AlIH103a H XHIIEpa30TCMu,
aKO He Ce TPOBEKIA SKCTPAPCHAIHO OUHCTBAHE. [Ipu Te3d NALMEHTH TpAOBA CTPOro na Ce KOHTPOJIHPA
CLCTOSHHETO HAa TEYHOCTH, TPHIVIKLIEPHIH H CJIEKTPOIHTH.

X eMaToJIOrHYHH
Jla ce mpwiara BHUMATENHO NPH MAIHCHTH € HapyllieHHs Ha KPbBOCHCHPBAHETO M aHeMua. KprBHaTa
KApTHHA ¥ M0KA3aTeNTe Ha KPBBOCHCHPBAHETO Tps6Ba ia C& KOHTPOJIMPAT CTPOTO.

EHpoKpHHHY B MeTaboNNIBEM

Jla ce npunara BHUMATENHO NMPH MALMEHTH C.

' MerabonuTHa alMao3a. IlpanaraseTo Ha BBIJIEXHAPATH HC ce Mpenopby
nakTauunoza. Mauckear ce peAOBHH KNIHHHYHH H nabopaTOpHH H3CICABAHMA.

- 3axapen nuaber. KonTpomMpadTe KOHUICHTPALHHTC Ha MIOK03a, MNHOKO3YP
KBIETO € Bh3MOMKHO, KOPUrHpaiTe J03HTe Ha HHCYJIHH.
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. XunepiaunuaeMus, JpDKalla ce Ha HaTMUMETO HA JIMNKAKU B HH(Y3HOHHATa EMYJICHL. HeobxoauMH ca
DEJOBHH KITHHUYHH U nabopaTOpHH H3CIEIBAHHUA.
- Hapymenus B oOMAHaTa Ha aMHUHO-KHCENTHHUTE.

XenaToOuaHapHy HApYIICHHA
WspecTHO €, 4¢ TNpH HAKOM TAUNCHTH Ha IMapEeHTEPAHO XPaHCHE ce pa3BUBAT xenaToOunuapHH

HApYIIEHHs, BKIIOYHTEIHO XOJIECTa3a, yepHOApoOHA CTEaT03a, ¢ubpo3a ¥ LMpPO3a, KOHTO € BBH3MOKHO 8
noBeAaT A0 uepHOApoOHA HEMOCTATHHHOCT, XONELMCTHT K XonenuTHasa. CmAta ce, e eTHOJIOTHATA Ha
Te3d HApYLIEHHA 3aBHCH OT MHOTO daxTopH M MOXEe Ia € palidyHa NpH OTACTHHTE nalMeHTH.
[MauHeHTHTe, Ppa3BHBAINM OTKAOHCHHA B naGopaTOpHMTE NApaMeTpd WiH Apyrd TpH3HaUM Ha
xenaToOuIHapHHd HapYIICHH, Tpa6Ba Oa ce OLECHABAT HABPEME OF jeKap ¢ MO3HaHHA M0 yepHOAPOOHH
1aGONABAHMA, 32 5 C€ YCTaHOBAT Bh3MOXKHHTC NpHUHHHH K JOTIPHHACAINH hakTOPH, KAKTO ¥ BE3MOXKHHTE
TepaneBTYHHH H MPOQHIaKTHIHHA MHTEPBEHLIMH.

PegorHo Tpabea fa ce H3cac/Bar KOHLIEHTPALMHTE Ha CEPYMHHTE TPUIIHLIEPHAN ¥ criocoOHOCTTA HA
OpraHu3Ma Ja OTCTPaHABA JTHIHINTC.

KOHUEHTpALMHTE Ha CepyMHH TPHIITHICPHIM TIO BpeMe Ha MH(}Y3HATa HE 6uBa na Hagsuiasat 3 mmol/l.

Axo MMa CHMHEHME 3a AHOMAIMHM B JIHIMHIHUA MeTa6OIM3EM, TNpEnopbyBa Ceé CepyMHHTe HUBA Ha
TPUIJIHLEPHMTE [a C& HIMEPBAT eskeIHEBHO CIIEA 5- A0 6-4acoB MEPHOL, B KOWTO He ca TpWiaraHH
nunugM. IIpu BE3pacTHH CEPYyMBT Tps6ea aa 6bae GUCTHP B CPOK IO 6 uaca cnej CMpaHe Ha HHOY3HATa,
ChOBPKAIIA €MYJICHATA HA JIHITHIH. Crnenpaniata MHpY3us MOXe na ce NpPHIoKH caMo cliell KaTo
KOHLICHTPALIMMTE HA CEpPYMHHTE TPHIITHUCPHIH ROCTHIHAT OTHOBO M3XOJHHTE CH CTOHHOCTH.

C1o61aBa ce 32 CHHAPOM Ha MaCTHO MpETOBApBaHE C nogo6Hu npoaykTy. HamarneHaTa Ky 3aTPyAHEHA
cnocoBbHOCT 3a MeTaboJIM3HpaHe Ha JNTUMHUIHTE, ChOLPXKallA ce B OJIMMEJI N7E moxe na nosence oo
_,CHHJIDOM Ha MACTHO npeToBapBaHe®, KOHTO MOXKCE J1a 6bae MPHUMHEH OT MPEAO3HUpPaHe. [Ipu3HaLMTe W
CUMITTOMMTE Ha TO3H CHHIPOM, 06aye, MOrar fia ¢¢ NpoABAT ¥ KOTaTO MPOLYKTHT € MPHIOoHKEH CHINACHO
MHCTPYKLMUTE (BWXKTE ChIIO Taka TOHka 4.8).

B ciryuail Ha XMTIEpriIMKeMHsA CkOpOCTTa Ha undpysus na OJIMMEJ] N7E Tpabea fa ce KOpHTHpa W/vnM Ja
ce MPHII0KH UHCYJIIUH.

JIA HE CE ITPUJIATA ITPE3 [IEPUOEPHA BEHA.

BLapeku 4e B MPOJYKTHT HMa MHKPOCICMEHTH H BHTAMMHH, HMBATa Ca HEJIOCTATHYHH, 32 /8 3aJ0BOJIAT
HyXAMTe Ha opraHusMa. MHKpOEICMEHTH H BHTAMHHH TpAGRa na Gumar nobGaseHu B AOCTATHYHO
KOIMUECTBO, 3a [a 3aJ0BOJAT HHAMBHIYAIHHTe HYKIH Ha alHeHTa U Ja ce MpeJOTBPATH Pa3sBUTHEC Ha
HeXOCTHIa WM. BIDKTe HHCTPYKUMHTE 33 TPHAArane Ha no6apkH KbM TO3H NPOAYKT.

OJIUMEJI N7E Tpabea Aa ce mpuiara ¢ ocoBeHo BHUMaHHKE TpH MAlUWeHTH ¢ MOBHIICH OCMOJNIApPHUTET,
HanGBE6peuHa HEAOCTATHYHOCT, ChPACHHA HEAOCTATHLYHOCT WIH HapyYLICHHE Ha 6enoapobHara GyHKUHMA.

[lpy nNauMeHTH C HEAOXPAHBAHO AaOUBAHETO Ha TAPCHTEPAHO XpaHeHe MOXe Ja aoseae HO
NpELMNATHPAHE HA PEPalNpPeNe/ICHHCTO Ha TeqHOCTHTE, KOETO BOJM A0 OTOK Ha Oenus apob H 3aCTOHHA
ChpACYHA HEJOCTATHYHOCT, & CBINO H A0 HAMASIBAHE HA CEPYMHMTE KOHLCHTPALUH Ha Kajiui, docdopa,
MarHes3us HWIM BOAHOPA3TBOPHMHTE BHTAMHHH. [Toa06HH MPOMEHH MOXE /13 HACTBILIT B PAMKHTE Ha 24 o
48 vaca, MopajH ToBa Ce¢ MPENopryYBa BHHMATEIIHO y GaBHO 3aNOvBaHE HA MAPSHTEPAIHOTO XPaHeHC
ageHO C UlaTeNHo HaOmofeHHe H TOIXOAMO YTOYHABAHE HA TEYHOCTHTE, eICKTPOJIMTHTE,
MHKPOEIEeMEHTHTE H BHTAMHHHTC.

CakoBeTe Na He ¢t CBBp3BaT B CEpHH C LGN [a Ce u3berie BB3MONKHOCTTA OT
NpHYMHEHA OT OCTATHYHHS BBH3YXa, ChIBPIKALL C& B TBPBHI CakK.

3a 1a ce M3BErHaT PHCKOBETE, CBBP3IAHHM C IIPEKOMEPHO rofsMa CKOpOCT Ha IMPHJIO
UATION3BAHE HA HEMPEKLCHATA H KOHTPOIHpaHa HHDY3HA.



OJTAMEJI N7E Tpabpa ja ce Mpuiara BHHMATCIHC NpH [AIHEHTH ChC CKIOHHOCT KBbM 3a/{bpXaHe Ha
eJIEKTPOJIHTH.

WnrpaBeHO3HaTa HHOY3UA Ha AMHHOKHCETHHH ce ChITbTCTBA OT MOBULIECHO OTACIIAHE Ha MHKPOCIEMEHTH
B YPHHAT4, B YACTHOCT M H IIHHK. Tosa Tpa6Ba Ja ce HMa NpeBA/ IpH AO3MPAHE HA MUKPOCIEMCHTHTE,
0cOBEHO MPH NPOXBIDKHTEIHO HHTPABEHO3HO XPAHCHC

TopnusBaHe Ha 1abopaTopHH W3CIEABAHHA
JIunuoMre, KOMTO c€ ChABPXKAT B TasH eMyJICHs, MOXE Aa TMOBIHAAT Ha pe3y/ITATHTE OT HAKOH
naGopaTOPHHU M3cieABaHus (BXK. pasaes 4.5).

CnieMATHY IpeAna3Hyu MEPKH IPH A&
Koraro ce nmpuiara rmpH aeua [0-TONIEMH OT 2 TOAVHH, € H3KIIIOYHTEIHO BAYKHO Ia Ce H3MON3Ba CaAK C obeM,
CHOTBETCTRALL Ha JHEBHATA A03HPOBKA.

OJIMMEJI N7E He e noaxozsul 3a ynorpeba mpH fetia Ha BB3pAcT 101 2 FOAKHH, 3aL10TO:

. BreceHaTa [IOKO3a € MPEKAIEHO MATKO, KOETO BOAM JI0 HHCKO CHOTHOUICHME [JTH0KO3a / JTATTH/IH;
. JluncaTa Ha UMCTEHH MPaBH HEMOAXOAAULA KOMOHHALMSTAa OT AMHHOKHCEIHHH,

- Kanuusar e TBbpAC MAJIKO,

- O6eMBT Ha CAKOBETE € HEMOAXOMAIIL.

MakcHMaHaTa cKOpocT Ha uHGy3ua € 2,6 ml/kg/yac NpH JeLa Ha BE3PAcT MEXIY OT 2 1o 11 rogyHHA H
1,7 mi/kg/4ac npH AeLa Ha Bb3pacT OT 12 no 18 roAnHM.

BLB BCHYKH CIIy4aH € HeoOXoauMo noGassgHe Ha BHTAMMHM H MHMKPOCJICMCHTH. TpsGra na ce MOJ3BAT
niekapcTBeHH HOPMH, TIOAXOAALIH 38 MPUIIOKEHHT IpH JeLa.

["epuaTpUyHa NOmyJsi

Karo uano w36opsT Ha A03aT4 PH BB3PacTeH MauucHT Tpa6Ba a 6bAc Npenas/ike, KaTo Ce UMa npeABKHI
o-rojiaMaTta 4ecToTra Ha HaMajleHa yepHOApoGHa, 6pOpeuHa WK ChpAeHa (GyHKIIHS U HA CBITBTCTBALIOC
3a601ABaAHEe WIK APYTa JICKAPCTBCHA TCPAITHA.

45 BiamMonelicTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH A APYTH ¢opmu Ha B3aBMO/ieHicTBHE
He ca npoBexaHy NMpOYYBaHHA 38 B3aHMOACHCTBHATA.

OJIUMEJI N7E He Tpa6Ba na ce npujara 3a8¢AHO ¢ KpbB 1pe3 elHa M CHIA KAHIONA Ha WHOY3IHOHHATA
CHCTEMa, TTOPaJIM OTIACHOCT OT NCEBA0ATTy THHAITHA.

JIunuaMTe, KOMTO C€ CHABPKAT B Ta3H EMYJCHA, MOKC 1A TNOBMMAAT Ha peE3yNTaTHTe OT HAKOH
nabopaTopHM M3c/enBaHus (HampuMep 3a SuIMpyOwH, JIAKTAT JEXMAPOreHasa, HaCHINAHE ¢ KHCJIOPOA,
KpbBeH XeMorjioOuH), aKo npobaTa Kpbe € B3eTa Mpeiy eNHMHHHPAHE Ha munuaute (o6M4alHO TE CC
eJIMMHHHDAT 38 CPOK OT 5 110 6 vaca, 1pes3 KOMTO HAMA NPHEM Ha JIUITHIH).

[lpu cMecBaHeTO Ha LedTPHAKCOH C Pa3TBOPH, CBOBPIKAINK Kamui, B €AHa H ChHld CHCTEMA 38
HHTPABEHO3HO NMPHIIOKEHAE MOXKE A2 BB3HHKHC npeLMnUTanys Ha uepTPHAKCOH-KaIIWH. LledrpuakcoH
He TpaOBsa Ja ce cMecBa WM mpuiara eJIHOBPEMEHHO C MHTPABCHO3HU PasTBOPH, ChABPIKALIM KAILHA,
srmoyurenno OJTMMEJI N7E, npe3 enHa H ChHia uny3MOHHA cHCTeMa (Hamp. V-obpaseH KOHEKTOP).
ITedTpHakcoH H pasTBOPH, CHABPHKALIA xannuii, morar obade fia ce TPUIAraT MOCNCAOBATENHO, aKo

uH(bY3IHOHHKATE CHCTEMH C€ IIPOMHAT LIATEIHO C [TOAXOAALIA TEHHOCT MEXIY HHPYIHHTE (BK. TOUKH 4.4 H
6.2).

OJIMMEJI N7E chaspia BuTaMuH K, eCTeCTBEHO IPUCHCTRALL B TTUTTWIHHTE EMYJICHH. 4 w‘ v’
puraMMH K B TNpEnophyBaHMTE AO3H OJIMMEJI N7E se ce ouaksa Aa NOBIWLLY 75 ’

KyMAPHHOBHTE ITPOH3BOAHH.



[Topagu CHABPKAHHETO HA cannii 8 OJTAMEJ N7E cnenMalHo BHHMAaHHC Tpabea na ce oObpHE MpH
[alMeHTH, JTEKYBaHH ¢ KaTA-ChXpaHiBalld AWypeTHLH (KaTO HanmpHUMep, aMUIOpHI CITMPOHONAKTOH,
TpUaMTEpeH), HHXHOHUTOPH 1a aHTHOTEHIHE KOHBEpPTHPAIIHA CH3HM (ACE), aHTATOHHCTH Ha pELIENTOPHTE
ua aHrHOTEH3MH 1l WIM MMYHOCYTIPECOPHTE TaKpONUMyC WIM IMKJIOCTIOPHH, NpeABHA pHCka OT
XMIIEpKaicMH.

HsKOH JIEKAPCTBEHH MPOAYKTH, KATO HHCYNHH, MOraT Ja NORIMAST Ha JIMTIA3HATA CHCTEMAa Ha OpraHH3Ma.
Tosu THI BlaMMoeicTBHe 0baue M3riexa ¢ OrpaHAdeHO KITHHHUYHO 3HAYCHHE.

XenapuHBT MpUEMaH B KIMHHYHA JO3H MPEAH3BHKEA MpexoAHO OcBODOXKIaBAHE HA JIMIIONPOTEHHOBA
Mnaza B KphBooGpauenvero. ToBa MOXe ITBPBOHAYARHO 1a NOBeAe A0 MOBHLICHA MUTAa3MEHA JIMIOJH3A,
[oc/enBaHA OT PEXOAHO HAMAJIBAHE Ha KITHPBHCA Ha TPUITHLICPHAKTE.

4.6 eprunnTeT, GpeMEHHOCT H KBPMEHE

bpeMeHHOCT

Hsma KIMHHYHM JaHHM 38 ynorpebata Ha OJIMMEJI N7E npu GpeMenHH xend. He ca MpOBEkaHH
npoyupanns Ha OJIMMEJI N7E 3a periponyKTHBHA TOKCHYHOCT ITPH XHBOTHM (BIDKTE TOYKA 5 3). [lpeasun
ynoTpebaTa H MOKa3aHHATa Ha OJIMMEJI N7E, npy Heo6X0OANMOCT MOXKE Jia Ct OOMMCITH NMPHIJIOKECHHUE HA
npodyKTa No BpeMe Ha GPEMEHHOCT. OJIUMEJI N7E tpabea na ce npunara npH 6peMEHHH KEHH Camo
cnell BHUMATEHa IMpeLieHKaA.

KtpMeHe
MMa HeJOCTATEYHA HHGOPMAIMA 38 EKCKPELIHATA HA OJIMMEJI N7E/Metabonutute B kppmara. 11o Bpeme

Ha KBPMEHE MOXE [a C€ HaJlOXW [apCHTCPAITHO xpanene. OJITAMEIJ] N7E Tpabea ga ce mpuiara IpH
KBPMEIIH XKEHH CaMO CJIC]| BHUMATEIIHA fpeLieHKa.

PDepTIHTET
Hsama A0CTAaTHbYHO HAHHH.

4.7 [EdexkTH BRpXy cnocobnocTTa 38 modupane # pabora ¢ MAIIAHH

HerrpuioXxXuMo.
4.8 HexelaHH JCKAPCTBCHH DEaAKIHE

Br.aMOKHH HEXCIAHH PeaKiii MOKe A8 Bb3HMKHAT B pe3yJTaT Ha HerpaBuiiHa ynotpeba (HanpuMep
Npe03HpaHe, MPEKOMEPHO BUCOKA CKOPOCT Ha HHQY3UATa) (BIKTE TOUKH 4.4 1n4.9).

B Haya1oTo Ha HHY3HATA BCEKH €IMH OT CICAHKTE AHOPMATTHH mpu3HaLM (MOTEHE, BHCOKA TEMNEPATYPa,
BTpUCaHe, rnaBoboiue, KOXKHH oGpuBH, AKCTHes) TpAOBa a ce NMPHEME KATO NpHYMHAa 3a He3a0aBHO
npeKpaTABaHe Ha HHQY3HAT.

HesxenaHuTe peakUMH NOKIa/IBAHU C OJIMMEJT N9-840 B paHIOMM3HMPAHO, JBOHHO CIIAMNO, AKTUBHO
KOHTDPOHPAHO IMPOYYBaHE 38 M3CNC/IBAHE Ha edexTupHOCTTA ¥ Oe3onacHOCTTa Ca MOCOYEHH MO-A0NTY B
rabnKLaTa. BKIIOUEHH Ca K Ca JISKYBaHH [IBAAECET H OCEM ALMEHTH C pasNiuHK 2a6onsBaHHA (HATPHMEP
NOCTOMEPAaTHBHO [1afyBaHe, TEXKO HENOXPAHBAHC, HeJOCTaTbYeH WiM 3a0paHeH EHTCpPaJICH MpHEM);
nauMeHTHTE B rpyrnara, JICKyBaHa C OJIMMEJ] ca mony4apajd JEKapcTBEHHs MPOAYKT B 71034 ao 40
ml/kg/feH B IPOTLIDKEHHE Ha 5 JIHH.




IIpeanoYysTaH TEPMHH IO
MedDRA

PeakLIMHM Ha CBPBXYYBCTBHTEIHOCT,
BKJTIOUMTETHO XHNEPXHAPO3A,
MUpeKCHsl, BTPHCAHE, rapobone,
KoXeH oOpHB (€pHTEMAaTO3EH,
fary/1apeH, MyCcTynapeH,

MaxynapeH, reHepajiu3HpaH
o6puB), CbpOEK, TOIUIH BBITHH,

CrcremMo-oprafes Kiac

HapyLeHus Ha HMYHHATA CHCTEMA C Hen3BeCcTHa YecToTa’

JAUCITHEA
ChpheyHH HapyLICHHA Taxukapaus YecTH®
HapymiesHs Ha MeTabonusMa 4 HamaneH ancTHT Yectr’
XpaHCHETO XunepTpUrinuepuacMua Yectw®

Kopemna Ooika YecTi®
CroMallHO-4YpeBHH HapyILICHHAA Auapus Heomt

["aneHe YecTH®

[losprilaHe C HeH3BECTHA YeCTOTa’
Cp0BY HApYUICHHA XunepToHUs Yecrn®

ExcrpaBaalidiaTa MOXe Jia IOBCAC
B o6acTTa Ha HHPY3UATa AO!

Oonka, pa3ipasHCHHE,
O61M HapylieHHS ¥ e(EKTH Ha [oyBaHe/OTOK,
Lk HApYT® ee a C HewsBecTHa uecToTa’
MACTOTO Ha NMPHIIOKEHHE epUTEMA/3aTOIULIHE, HEKPO3a Ha

KOYKATa, MEXYPH/BE3IHKYJIH,
RBANAICHHE, yAcOenaBate HiTH
CBHMBAHE HA KoXKaTa

' QecTOTaTa Ce onpeneld Karo MHOro 4eCTH (>1/10); uectu (=1/ 100 a0 <1/10); HedectH (>1/ 1000 mo <1/100);

peaxu (>1/10000 go <1/ 1000, muoro peaxu (<1/10000) wiH ¢ HEA3BECTHA gecToTa (HE MOXKe A3 C€ OIpeaeid OT
HATWIHWTE JaHHH).

6: HexkenaHH IEKAPCTBEHU PEaKIiH, ChOOMEHH OT NOCTMAPXETHHIOBHSA OITHT C OJIUMEJI N7E

CieHATE HEXESIaHH peaKIMM XapakTepHH 3a Klaca ¢4 OIIMCAHM B APYTH N3TOUHHLM BbB BPB3KA C noaodHU

MPOXYKTH 3a MAPEHTEPantio XpaHeHe. YecToTATA HA T€3W CHOMTHA € C HEU3BECTHA HECTOTA.

- HAPYIIEHWS HA KPBLBTA H JIAM®HATA CUCTEMA: TpoMbousTONICHHA

- XENMATOBUIMAPHHU HAPVYILIEHHUA: Xonecrasa, XenaToMeraimi, WhITCHHIIA

_  HAPVIIEHHUA HA UMYHHATA CUCTEMA: CBpBXUyBCTBHTCIIHOCT

. HAPAHSBAHHMSA, OTPABAHUA H [TPOLIEJYPHHU YCJIOXHEHMA: [NapeHTEpalHO XpaHEeHe,
aCOLMMPAHO ¢ YepHOAPOOHO saGonaBane (Bx. pasgen 4.4, noapasnel _,XenaTobwmapHH HapylueHHs )

. W3CJIEABAHMA: TlopniieHa KpbBHA alkaiHa docarasa, NOBHIIEHH TPAHCAMMHA3M, NMOBHIIECH
KpbBeH GwiHpy6HH, MOBHLICHH HMBA Ha 4yepHOAPOOHHTE EH3HMH

. HAPVILIEHUA HA BBBPELIMTE H [MAKOUYHUTE TBTUILLIA: A30TeMHS

. CBbJOBHU HAPYUIEHWIL: BenoapoGHOCHAOBH MPELHIHTATH (6enoapobHocHAOBE eMOONHA M

DECTIHPATOPEH JIHCTPEC) (pk. TOUKa 4.4)

CHHAPOM Ha MacTHO NPETOBAPBAHE (MHOTO PAJIKO)
CHMHAPOMBT Ha MACTHO NPETOBAPBAHE € cHOOIIEH MPH MOJOOHH MPOAYKTH. Topa MoOxe Aa 6bAe NPHIHHEHO
OT HEMPABHIHO TPHIOKEHHE (HAMp. MPeAO3UPAHC /WK TIO-BMCOKA OT TpenopbYMTeNHaTa CKOpOCT Ha
HH(Y3HA — BIKTE TOUKA 4.9). [Ipu3HALMTE H CHMIITOMHTC Ha TO3H CHHIpOM 00aue MOTaT JEBHIM THaT M
B HAYAIOTO Ha MHQY3KATA, KOTaTo MPOXYKTET CC npuaara croOpasHoO MHCTpYXuKHTe, JAagAACTE
3aTpy/AHEHA CIIOCOOHOCT 32 MeTaGoNU3MpaHe HA JIMITHIKMTE, ChIBPXKALIM CC B OJMM 'y
y/IB/DKCH MNa3MEH KITHPBHC, MOXKE Ja JOBeAe A0 CHHAPOM Ha MAaCTHO HpeTOBapBE i 33 £

RHe3alHO BIOIABAHE Ha INTHHHYHOTO CHCTOAHHME HA [alMeHTa 4 Ce XapaKTepH3Hpa Cl ‘r' (B KT #:l'_'"
TeMmepaTypa ¢ BTpHCaHe, aHCMH, IeBKOTIEHHS, TPOMGOLIMTONEHHA, HAPYIICHHA He AR @ign ABAHE

WY et *
XHTIEpIHTIHAEMHA, MacTHA MHQHUATpALMA HA YEPHHUA apob (xenaToMeranud), BIO jefa\ve bjﬁ)o/ﬁ

e

,4%;7"-,.. - Q}F‘hr v
YEIMKASY.
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pyHKLMA ¥ MPOABH HA LIEHTPANHATA HepBHa cMcTeMa (Harmp. xoMa). CHHAPOMBT OOMKHOBEHO © obpaTHM
clie/l CiMpaHe Ha HHQy3uaTa Ha EMyJIcHATa OT JTUTIBIH.

Cnob e HA MOJO3HPAHH HEXENaHH pe H

Cro6ILIABAHETO Ha TIOJIO3MPAHH HEXKENAHH PEakiuy CICH paipeliaBaHe 3a ynorpe6a Ha JIEKAPCTBCHHA
NMPOAYKT € BakHO. ToBa MO3BO/ABA A4 NPONLIDKH HalMIOASHHETO HA CBOTHOILEHUETO TION3a/pHCK 32
flexapcTBeHMs MpOAYKT. OT MEAMIHHCKUTE CTICIIAATMCTH Ce M3MCKBa Jla ChoOIaBaT BCAKA NoAO3NpaHa
He)KEJIAHA Deakums 4pe3 HAlOHanHaTa CHCTEMa 34 cpobuiapaHe B M3IMBAHMTENHA AreHuHs Mo
jlexapcTBata yii. ,,JlaMaH I'pyer* Ne 8, 1303 Codus, Ten.: +35928903417, yeOcaHr: www.bda.bg

4.9 Ilpenozmpane

[TpexomepHo OBp3aTa yHGY3Hs WIH PKIOKEHHETO Ha HEMOAXOAAILO rofisM 06eM OT MpOAyKTa MOXE /i
NPUYMHAT rajieHe, MOBPBILAHE, BTPUCAHC, rnaBoBO/IHe, ropellid BBIHH, XMIEPXHAPO3a H HapylleH
enexrponuTeH GanaHc. B Takupa CiTyda uH(y3HATa HE3a0aBHO TpaAOBa Ja ce CIpe.

AKO CKOPOCTTa Ha MHQY3us Ha TNoko3aTa HAJABHIIH KJHPBHCA H, MOXeE Jia C& Pa3BHAT XMIEPTAAKEMHIL,
FAIOKO3YpHS H XHTIEPOCMOJIAPEH CHHAPOM.

HamaneHaTa WiK 3aTpyAHEHa CNOCOOHOCT 38 MeTaboIM3MpaHe Ha JIMNUAMTE MOXE a IOBEMIC N0 ,,CHHIPOM
Ha MaCTHO MpeToBapBaHe™, KATO HETOBUTS edexTH OOHKHOBEHO Ca o6GpaTHMH Clle]l CIMPaHe Ha JINITHAHATA
uHY3HA (BIDKTE CBHUIO H TOYKA 4.8).

B HAKOM TEXKO MPOTEKIM Ciy4aH MOXe [a ca HEOBXONMMH XEMOIMAaH3a, XeMOQWITpauna WIH
xeMoaradHITPaLIVA.

5. @OAPMAKOJOIHYHH CBOMCTBA
5.1 ®apMaxo{HHAMEYHH CBOACTBA

dapMakKoTepaNesTRIHA IPyHa: PazTBOp 32 NAPEHTEPAIHO XpaneHe/cMecH
ATC xon: B05 BA10.

A30THOTO (L-8MHHOKHCEIIHHH) M eHEPTHAHOTO (TOKO3a W TPHIHUEPHIH) CHABPKAHUS HA QJIMMEJL
N7E 103801484 4 ce NMOUTbPKa 8IeKBATHO CHOTHOLICHHE a30T / eHeprHHHOCT.

Ta3u iekapcTBeHa GopMa ChALPXKA M EJICKTPOUTH.

EMyncusiTa Ha JTHIIMAH, ChAbpikKaiila ce B OJIAMEJ] N7E, ¢ cMec oT padHHHpaHO MaCIHHOBO MAcJo H
paMHHpPAHO COEBO MACIO (8 crorHouleHue 80/20) c MpHONM3UTENIHO CIECAHOTO pa3npeac/icHHEe Ha
MACTHHTE KMCEJIMHH:

- 15% HaCHTEeHH MACTHH KHCCJITHHH (HMK);

. 65% moHoHeHacHTeHH MacTHH kucesnuny (MHeMK);

- 20% MOJIMHCHACHTEHH €CeHIMATHN MAaCTHH KHCC/IHHH (ITHeMK);

mprem Ha [THeMK nonprHacAT 3a nono6psapase Ha npodwia No OTHOLIEHHE HA BUT
HaMaIIBaHe Ha MePOKCUAUPAHETO Ha JTHNHANTE.

PasTBOpLT Ha AMHHOKHCEJIMHH ChIbpia 17 L-aMHHOKHCEIHHH (BKIIOUHTEN
AMMHOKHCEIMHH), KOHTO ¢ HE3AMEHUMH NpH CHHTE3a Ha GeJThLM.
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AMUHOKHCEIHHUTE ¢ U3TOUHHK Ha €HEepPrus, KaTo TIXHOTO OKMCIIEHHE BOAM [0 EAMMHHHPAHETO Ha a30T
noz dopmaTta Ha yped.

MpodwrsT Ha AMUHOKHCEIHHHTE € CIIE/IHMIT.
. eceHIMaTH¥ AMWHOKHCEITHHH/001110 aMHHOKHCeTUHH: 44,8%

. eCeHLMAaTHH AMHHOKHMCETHHH ( g)/ob11 a30T (g): 2,8%
- aMHMHOKHMCENHHH ¢ PA3KIOHCHA BepHra/o0II0 aMUHOKHCETHHH. 18,3%.

N3ToyHMK HA BRIJIEXHAPATH € INIHOKO3aTa.
5.2 <DapMaKOKHHCTH'IHH CBOHCTBA

Crcrapkure Ha OJIAMEJ] N7E (aMHHOKWCENIMHH, EICKTPOIHTH, [IOKO3a H JIMNHIH) c€ PasnpeasiIatr,
MeTaGOITH3MPAT ¥ eTMMHHHPAT 110 CHIIIHA HaHH, KAKTO ako CC NpHIAraT CaMOCTOATENHO.

5.3 TpeaxkBAHHEYHE JAHHH 33 Ge30naCHOCT

TIpeAKIMHUYHHTE H3NUTBAHHA 32 TOKCHIHOCT, NpoBe/IeHH C EMYICHATA, ChABPAALIA CC B QJIMMEIJINE,
ca NaIH JAHHM 33 TIPOMEHMTE, KOHTO MO NMpaBhio C< HaGIIONABAT TIPH MPHEM Ha rOJIeMH KOTHYECTBA
eMYJICHA Ha JIKMHAM: MacTHa uHGHITPALHA HA YCPHHA apo6, TpoMOOUHTONEHHA H MOBHIICH XOJIECTEPOII.

npelIKﬂHHH'-IHHTG y3NUTBAHMA, 32 NMPOBEKAAHCTO HA KOHTO Ca NMoJI3BaHH pa3TBOPHTEC Ha AMHHOKHCCJIHHH

H Ha [H0KO3a, yyacTBallM B CbCTaBa Ha OJIUMEJI N7E, B paziu4yHM KaUCCTBCHH H KOJTHYECTREHH
CHLCTABH, HE Ca MOKa3aId JaHHH 34 HAKAKBA cnenHIHa TOKCHYHOCT.

6. GOAPMAIEBTUYHHN JAHHH

6.1. CnHCHLK Ha NOMOIIHHATE BeIECTBA

KaMepa ¢ eMYJICHA Ha N1 .
mpeducTenH aiveHn GOChHONHITHIN;
ITHLIEPOIT;

HaTpHUER OJEAT;

HATpHEB XMIPOKCH (38 peryIHpaHe Ha pH);
BOJA 33 MHIKCKI{HH;

Kamepa ¢ pa3TBOp Ha aMHHOKHCCIVHU M CJIEKTPOIHTH:
necHa OLIeTHA KHCenHHa (3a peryiMpaHe Ha pH);
BOAA 34 UIDKEKIIAH,

KaMepa ¢ pa3TBOp Ha [JIIOK034a C KAJILIMH:
XJIOPOBOAOPOAHA KMCE/THHA (3a perynupaHe Ha pH);
BOJA 338 HHXKEKLMH;

6.2 HecLBMECTAMOCTH

He npubassitre ApyTH NEKapCTBCHH POXYKTH KK BELIIECTBA KbM HAKOS OT CHCTABKHTC Ha
roToBaTa eMyJscus, 6e3 NpefBapHUTeIIHO Aa CTC MOTELPAWIH TAXHaTa CBBMECTHMOCT H
noydeHaTa cMec (B 4aCTHOCT cTaBUIHOCTTA Ha MACTHATA EMYJICHA).

HecLEMECTHMOCTH MOTAT /18 BR3HHKHAT HAIIPUMED, TIOpajH NMpeKOMEPHO BHCOKa KHC

CTOMHOCTH) M/ HEMOIXOAAUIO ChIbpXAaHHE Ha JBYBANCHTHH xatdonu (Ca’’ u M
necTaCHIH3KHpaT eMyJICHATA Ha JIMITATIH.
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KakTo TpHd BCAKa CMEC 38 MApeHTEPATHO xpaHeHe, TpabBa fa ce OTHHMTAT CHOTHOILUEHHATA Ha KAIIMH H
docdatu. IIpexoMepHOTO noGassHe Ha xanwi B docdart, ocobeno moa Gopmara Ha MUHEPATHH COJIH,
Moxe fa gopene 1o GopMHpaHe Ha kanureBo-pochaTHH MPEUHNHTATH.

OJIAMEJI N7E chabpika KalleBd HOHH, KOHTO KPHAT JOIMBJIHKTENEH PHCK OT NMPELUMITMTHPAHE Ha
CHCHpPELIH B KPBB HIIH KOMITOHEHTH, TpeTHpaHK/KOHCEPBUPAHH C AHTHKOAryJIaHTH.

LledhTpHakcoH He TpsAbBa fa ce CMECBa MK fpuiara €JHOBPeMEHHO C Pa3TBOPH ChBPXKALLN KalLKh,
axmountenso OJTMUMEJI N7E, npe3 easa d Chlila undy2uoHHa cucTeMa (HAMD. V-06pa3eH KOHEKTOP)
MOPAJAM PHUCK OT MPELMIHTALIHA HA e TPHAKCOH-KALHEBa COJl (BK. Toukd 4.4 1 4.5).

Tlopaau pHcKa OT NpelMNHTALHA OJIMMEJI N7E He Tpa6sa Aa ce Ipuiara npes €1Ha 1 Chilla WH(pY3HOHHA
cHCTEMa WM Jia Ce CMecBa ¢ AMITHLANHH WIH doceHHTOHH.

[TpoBepeTe CHBMECTHMOCTTa C PasTBOPH, KOMTO C& BBEEXIAT €IHOBPEMCHHO MpE3 o611 KOMIUIEKT 34
uHbYIUA, KATCTHP HIH KaHIONA.

He npunaraiite npeay, eIHOBPEMEHHO WIH CACA BJIMBAHE HA KPHB Mpe3 ChlaTa CHCTEMA, NOPAJ1 PHCK ot
[IceBaOarTyTHHALHA.

6.3 Cpokx Ha roasocT

2 FOIMHM, aKO 3AIHTHOTO ¢oHO He € TIOBPCACHO.

Cpok Ha roJIHOCT Cjief] IPMIOTBAHE:
[TperiopbyBa c€ MPOAYKTET JA ce M3MOM3Ba He3abaBHO ClieA OTBApsAHC Ha HErOCTOAHHUTE YILTHETHHTEH

MeX(Ly TpUTe kaMepu. BEIpexH ToBa € yCTAHOBEHO, HC paGoTHaTa CTaGHIHOCT HA IPHTOTBCHATA eMyJICHA

e 7 IHK NPH TEMMEPATYpa oT 2 JIo R°C | cyiel TOBA olie 48 yaca NMPH TEMINEPATYPH, KOMTO HE HAABHINABAT
25°C.

Cpok #a FOJHOCT ciie/l BHACAHE Ha noGaBky (€JIEKTPOTUTH, MUKPOCAEMEHTH, BUTAMMHM, BIDKTE TOUKa 6.6):

3a KOHKPETHH MPUTOTBEHH CMECH € YCTAHOBCHO, e paBoTHaTa cTabWIHOCT € 7 AHK MpH TEMNepaTypa ot
2 no 8°C u ciea Tosa oule 48 uaca MpH TEMICPaTypH, koMTO He Haapminasat 25°C.

Ot MEKpOOHONOrHYHA TTIEAHA TOYKA BCIKAKBH MPHIOTBEHH CMECH TpaGBa Ja ce Moj3BarT He3abaBHO. AKO
He Ce M3M0/3Ba He3abaBHO, OTTOBOPEH 38 BPEMETO H YCJIOBHATA 34 paboTHO CBXpAHEHHE NpeaH. ynotpeda
e IOM3BATENAT, KATO OBHKHOBEHO TO He MOXE ia HAIBUIIIaRa 24 yaca NPH TEMIEPATYpa OT 2 10 8°C, ocBEH
axo mpubGapsHeTo Ha A00ABKH HE € OCBIIECTBOHO NPy KOHTPOJIMPAHN ¥ JOKA3aHO aCeTHHH YCIIOBHA.
6.4 CpnenBEajHR YCJIOBRY EAa CHXPAHCHEAC

Ila He ce 3aMpa3ABa.

Ia ce cpXpaHsBa B NOKPHBHHA ILTHK.

3a yCJIOBUATA HA CHXPAHEHHE Ha MPHIOTBCHHA JIeKapCTBEH TMPOAYKT, BHDKTE TOUKA 6.3.

6.5 BraH CLALPKAHAE HA ONAKOBKATA

CakbT ¢ 3-Te Kamepd € TOpba OT MHOTrOCJIONHA IUIacTMaca. BBTPEIUIHHAT (KOHTAKTHHAT) CNIOA HA
MaTepHana, 0T KOHTO € w3paboTeH CAKBT, € CMeC OT no/MoneGHHOBY KOMIONUMEPH H € CBBMECTHM C

pa3TBOpa HAa aMMHOKMCENWHH, C (IIOKO3HMS PA3TBOP H C JIHITHIHATA CMYJICHA. Ipyrugg e-.ca
HAMpPaBEHH OT MOJHETHIICH BUHUIALCTAT (EVA) H OT KONOTHECTEP.

Kamepara ¢ aMHHOKHCCITHHHTE € cHabneHa ¢ MACTO 33 BBBEKIAHE, Ha KOCTO CE
MH(Y3MOHHATA CHCTEMA.
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3a na ce MPeACTBPATH KOHTAKT ¢ BB3AYyXa, CAKBT C OMaKOBaH B MpEANAa3Ball OT OKHC/ABAHE TOKPHBCH
[JTHK, KOUTO CHABPXKA IITHKYE C abGcopbeHT 3a KMCIOPOA.

ToneMKHH Ha OMAKOBKATA.

AWVt A e ———

cak 1000 ml: 1 xauoH c 6 caka
cax 1500 ml: 1 xaioH c 4 caka, ] KamoH C 5 caka
cax 2000 ml: 1 kamoH c 4 caka; 1 xallloH ¢ 5 caka

1 cak ot 1000 ml, 1500 ml u 2000 ml
He BCHUKM BHAIOBE OMakOBKH MOrar Ja &bIAaT MyCHaTH B Mpoaxda.

6.6 CrennaJHRA NpeANa3En MEPKH NPE HIXBLUIAHE H paboTta

3a 13 OTBOpHTE

OtcTpaHeTe npeAnasHisa MOKPHBEH ILTHK.
UzxebpnieTe INHKYETO C abcopOeHTa Ha KUCIIOPOA.

VBepeTe ce B LIEIOCTTa Ha caKa d Ha HeroCTOSHHUTE YIUTETHUTEH. [lon3BaiTe Camo, ako caKbT HE €
MOBpEJICH, 8KO HETOCTOSHHHUTE YILUTLTHHTENH ca HETOKHTHATH (T.. HAMa CMECBAHE Ha ChIBPAKAHHETO Ha
3-Te KAMEPH), aKO PasTBOPHT HA AMUHOKHCEMUEH H pa3TBOPBT Ha INIF0K03a Ca GucTpH, Oe3LBETHHA HIIH JIEKO
CHITTEHMKABH, H MPAKTHYECKH He CHABPKAT BHAMMH HaCTHIH, H aKO eMYJICHATA Ha AUIHJIH € XOMOTCHHA
TEYHOCT, NoaoOHa Ha MIIAKO.

CMecBaHE Ha PA3TBOPHTE H EMYJICHATA

Koraro pa3KECBATE HEMOCTOAHHWTE YILTETHHTCITH, yBepere ce, 4e MPOMYKTBT € ChC CTaliHa TeMNEpPaTypa.

HapuiiTe caka OKONO CAMMA HEro, KATO 3AMOYHETE OT BpBXHATA My 4acT (oT Kpas 3a 3aKa4YBaHe).
HerocTOSHHHMTE YIUTETHHTEIH 1le H34E3HAT OT cTpaHata B 6m3ocT ¢ BXoaHuTe oTBopH. [Tpoxs/bkaBaiTe
1a HABMBATE caxa, AOKATO YILTETHHTCIIATC CC OTBOPAT NPUOIU3MTENHO AO MOJIOBHHATA OT OIbJDKHHATA CH.

CMecere, KaTo 0OBpHETE CaKa HaA-MajIko 3 mTBTH Harope-HajoIy.

BLHIIHUAT BH Ha CMECTa Ce/l MPHTOTBAHE € KATO Ha xOMOIreHHa, NMoo0Ha Ha MILAKO EMYJICHA.

HobaBkH

OGeMLT Ha caka € JOCTATHYCH, 32 Aa MO3BOMH Jia ce mpubaBaT n00aBKH, HANPHMED BHTAMUHH,
eNEeKTPONHTH ¥ MHKDOEIIEMEHTH.

BesgkakBi J00aBKH { BKITHOYUTENHO BUTAMMHH) MOTaT Aa C€ BKIIOYAT KbM pede NPHIOTBCHATA CMEC (cnen
KATO ¢& OTBOPEHH BPEMEHHHTE YILThTHHTEIH H cliell KATO ¢e CMECH ChABbPKAHHCTO Ha 3-Te KAMEPH).

BuraMuUHITe MONKE Aa e J0GaBAT CHIIO H B KAMEpaTa C IIIOKO34, npeid CMECTa fia ce MPHIOTBH (npean
11a ca OTBOPEHH HEMOCTOSHHHTE YIUTBTHHTEH H TPE/ 21 ce CMeCH ChABPKAHHETO HA TPHTC KaMepH).

Ipu noGapAHe Ha MPOAYKTH KbM PA3HOBHAHOCTHTE, ChABPXKALIH EJICKTPOIHTH, TpsGBa Aa ce B3eME [OA
BHHMAHHE KOJIMMECTBOTO Ha EIEKTPOJIATHTE, BEUE HATHIHH B CAKA-

TipuGasssero TpsGBa fa CTaBa NPH aCEITHHHH YCIIOBMS ¥ OT KBATHQHIMPAHO JTHLIE.
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Kum OJTAMET N7E Moxe fa ce H0DapdT eeKTPONHTH, CLIJIACHO TIOKA3aHAaTa Mo-A0Ny Tabiuua:

Ha 1000 ml
BxiioueHa MaxkcHMAJIHO MakcHMaIHA obma

KORIEHTPAIHS AONMLJHATETHO BHACHHE KOHIEHTPAHES
Harpuid 35 mmol 115 mmol 150 mmol
Kann# 30 mmol 120 mmol 150 mmol
Marnezuf 4,0 mmol 1,6 mmol 5,6 mmol
Kanuu# 3,5 mmol 1,5 (0,0) mmol 5.0 (3,5®) mmol
HeopraHu4HH docdary 0 mmol 3,0 mmol 3.0 mmol
OpranuynM docdary 15 mmol® 10 mmol 25 mmol™

» CTOMHOCTHTE CHOTBETCTBAT Ha J00AREHHTE HeopraHuaHy dochaTH
b BxmogBa GocaTHTE, OCHTYPEHH OT EMYIICHATA Ha JTHITHIK

MuxpoeneMenmu U 6UMaMUKu.
CtaGHIHOCTTa € JA0oKa3aHa ¢ HaMHpailH <€ B npoaaxGa MPOJYKTH HA BHTAMMHH H MUKPOCNEMEHTH
(chABpXKAIIH o 1 mg KeJA30).

TlaHHH 3a CBBMECTHMOCT C ApYTH 06aBKH MOKe Jia Ce TPeOCTaBAT MpH NOHUCKBAHC.

Tpu BHacAHe Ha N0GaBKY KPaHHKAT OCMOJIAPHTCT Ha cMecTa TPA6Ba Ja ce H3MepH NPEeaH MPHIIAraHeTo i
npes nepudepHa BeHa.

3a M3BLPIIBAHE Ha NOOABAHETO!

- TpaGpa aa ce CNa3BaT aCCIITHYHH yCOBHI,

. TloaroTeere MACTOTO 32 HHDKEKTHPAHC Ha Caxa,

- TIpo6oaeTe MACTOTO 38 HIDKEKTHPaHE U yIDKeKTHpaliTe NOGABKMTE, KaTO I10Jr3BaTE UIJIA 33 MIDKEKLIUH
WIM YCTPOHMCTBO 38 paspeiianc,

. CMeceTe ChIbPXAHKETO HA CAKA C A00ABKHTE.

[IpuroTeane Ha HHGY3NATA

Tpabea fa ce cna3par aCCNTHYHHA yCIIOBHA.
Okadere caka.

OrcTpaneTe IUIaCTMACOBATA 3alllMTa OT 0TBOpa 34 IPUIIOKEHHE.
BkapaiiTe 31paBo LIMNA Ha uHGY3MOHHHA KOMIUICKT B OTBOPA 34 MPHIOKEHHKE.

[TpuIIOKEHHUE
Camo 3a eTHOKpaTHa ynoTpeba.

[IpunaraiiTe MPOAYKTa Camo CNCA KaTo HEMOCTOSHHMTE YIUTETHHTENH MEXIYy 3-T¢ KaMepH Ce OTBOPAT H
cJie KaTO CE CMECH CHIbPKAHHETO Ha 3-T¢ KAMEDH.

Ypepere ce, Ye KpaHHaTa uH(QYIMOHHA EMYJ/ICHA HE MOKA3BA HUKAKEH BHAMMM [TPH3HALIM HA pa3/ICVIgHE Ha
dazuTe.

Crnea oTBapsAHE HA CAKA CBABPKAHUETO MY TpaGBa na ce ynorpedu He3abapHO. OTBOPCHHUAT cak B HAKAKDB
cryyait He TpsGBa a ce CHXPaHABa 34 NOC/IC/ABAIA HHpy3HA.

CakoBeTe [a He ce CBBhp3BaT B Cepud C el ja C¢ H3berHe BBH3MOXHOCTTA OT B
OpUYMHEHA OT OCTATHYHMA BB3IYXa, CHABPXKALL CC B ITbPBHSA CaK.

Heu3no3BaHMAT MPOAYKT M OTIaNLUHWTE MaTepHaiu ot Hero M H3NONI3BAHMTE
TpabBa fa ce H3XBBPIAT B CHOTBETCTBHC C MECTHHYTE HIHCKBAHHA.
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7. TIPATEXATEJ HA PA3PEMEHVETO 3A YIIOTPEBA

Bakcrep Brarapus EQO/L
6yn. buarapua 45
1404 Codusn

brirapus

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA

Per. Ne: 20100292

9. JIATA HA IOBPBO PAIPEIIABAHE/MOIHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEDBA

Jlata Ha ITHPBRO pa3pellaBaHe: 29 ampun 2010 r.

JlaTa Ha NOCIEAHO MOKHOBABAHE 31 mapt 2014 .

10. JIATA HA AKTYAJM3HPAHE HA TEKCTA

02/2025
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