KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

N3NLVHUTE TR/

1. HME HA JIEKAPCTBEHUA NPOAYKT

OJIUMEJI N9E undy3noHHa eMyJcCHs
OLIMEL N9E emulsion for infusion

BG/MA/MP - ......Ss. Aa] R B ok Wl O
2. KAYECTBEH H KOJIMYECTBEH CbCTAB | OgOBPOHUL N .....covoevrrcvrcarnnes Y osssvrazis,. iheenilinss

OJIMMEJI N9E ce npemnara noa dopmara Ha 3-kamepeH cak. Bceku cak chIbpka pasTBOp HA IVIHOKO3a H
KaJILMH, pa3TBOP HA AaMWHOKHCEJIHHH M IPYTH €JICKTPOJIMTH M eMYJICHA Ha JIMITHIH, KaKTO € OIMHCAHO NO-10ITy:

ChbabpikaHnue B eJlHH caK

1000 ml | 1500 ml | 2000 ml
27,5 % pa3TBop Ha rmoko3a (ceorBercTsa Ha 27,5 g/100 ml) 400 ml | 600 ml 800 ml
14,2 % pa3TBOp Ha aMHHOKHKceNHHH (cboTBeTcTBa Ha 14,2 g/100 ml) | 400 ml | 600 ml 800 ml
20 % emyncus Ha MUK (ckoTBeTcTBa Ha 20 g/100 ml) 200 ml 300 ml 400 ml

Cnen cMecBaHe Ha ChIbPXKAHHUETO HA 3-Te€ KaMepH ChCTABBT HA rOTOBATA EMYJICHA € NAaJleH Ha clejaHara
Tab/MLA 33 BCEKH OT PallIHuHUTE pa3MEpH CaKoBe.

AKTHBHH BeliecTBa 1000 ml 1500 ml 2000 ml
i:;(cb:(:upauo MAaCJIMHOBO Macno + pa¢UHHUPAHO COEBO 40,00 g 60,00 ¢ 80,00 g
\ANIaHHH 824 g 12,36 g 16,48 g
IAPrHHHH 558¢ 837¢g 1,16 g
IACIapToOBa KUCEJIMHA 1,65g 247¢ 330 g
["1yTaMHHOBA KHCEJIHHA 284¢g 427¢g 5,69 ¢
["nuumH 395¢g 592¢g 7,90 g
X MCTHIIMH 340g 5,09g 6,79¢g
[M3oneBuMH 284 ¢ 427 ¢ 569¢
JleBLmH 395g 592¢g 790 g
UTuzum, 4,48 ¢ 6,72 ¢ 896 g
(eKBMBAJICHTEH Ha JIM3HHOB alleTaT) (6,32 g) (9,48 g) (12,64 g)
MeTHOHHH 2,84 ¢ 427 ¢ 569¢
‘DeHUNaTaHHH 395 592¢g 790 ¢g
Tponun 340 g 5,09¢g 6,79¢g
(Cepun 225¢ 337¢g 4,50g
TpeoHnH 2,84 ¢ 427 g 5,69¢g
[Tpuntodan 095¢g 142 ¢ 1,90 g
THpO3HH 0,15¢g 022¢g 0,30¢g
BanuH 3,64 ¢ 547 ¢ 7,29g
HaTpues auerar, TpHXHApAT 1,50 g 224¢ 29%¢g
Harpues rinuuepodocdar, Xuaparupa 367¢g 551¢g 734 ¢
KanuneB xnopun 224¢g 335g 447 ¢
Marte3ues XJI0pH]l, XeKcaxuapar 0,81 g 1,22 g 1,62 ¢g
[KaniueB XJ10pu, IMXHOPAT 0,52 g 0,77 g 1,03 g
['moko3a 110,00 g 165,00 g 230,0 g
(eXBHMBAIIEHTHA HA MTIOK032 MOHOXHJIPAT) (121,00 g) (181,50 g)




* Cmec or pabunupano MaciHHoBo Macio (npuGmisurenHo 80%) w  paduuupano coeso Macno
(mpubmianTenno 20%), CHOTBETCTRAMA HA ChOTHOWCHHE 20% MeXTy €CCHIIHATHA MACTHH KHCEIHHH KbM TOTA/THH
MACTHH KHCETMHH,

3a ITETHHA CNHCHK HA NOMOIIHHTE BEIIECTRY BIKTE TOYka 6,1,

3a BcexH OT PAUIHIHHMTE MONIEMHHH ONIAKOBKH I'OTOBATa EMYJICHA OCHIYPABA:

1000 ml 1500 ml 2000 mli
UTanmsi au 40g 60g 80g
A MHHOKHCETHHH 569¢g 854¢g 1139g
A30T 90g 13,5¢g 130
["miokoaa 1100 g 1650 g 2200 g
HeprHiiHa CTOHHOCT:
i00ma kanopuiHOCT 1670 keal 1600 kcal 2140 kcal
HefenthyHa kanopuitsHocT 840 kcal 1260 kcal 1680 kcal
KanopuitHocT 0T rmoko3a 440 kcal 660 kcal 880 kcal
KanopuitHocT ot manuau™ 400 kcal 600 kcal 800 kcal
CroTHOmEHNE HebeThHA 93 keal/g 93 keallg 93 keallg
Kanopuiinoct/azor
CporHowenue KanopuiiHocT ot 52/48 52/48 52/48
CIIOKO38/KANOPUHHOCT OT MHMTHIN
Jlunuaw/obma xanopufinoct 37% 37% 37%
Enexrpoanri:
Harpwmii 35,0 mmol 52,5 mmol 70,0 mmol
Kannii 30,0 mmol 45,0 mmol 60,0 mmol
Maruesuit 4,0 mmol 6,0 mmol 8 mmol
Kanumii 3,5 mmel 5,3 mmol 7,0 mmol
®ocparu®™ 15 mmol 22,5 mmol 30,0 mmol
Aueratv 54 mmol 80 mmol 107 mmol
XnopHIH 45 mmol 68 mmol 90 mmol
H 6,4 6,4 6,4
DcMmonapuTeT 1310 mosm/] 1310 mosm/] 1310 mosm/1

* BKNOUBa KANOPHH OT NPEeYHCTenn aliucHr Gocthonunnan
® Bimousa ocdarHTe, OCKIypeHy 0T EMYNCHSTA HA TKNHLH

3. JEKAPCTBEHA ©OPMA

Cnea npuroTeaye:;
HHby3HoHHA eMyicHA.

BrHuieH BHA NpeaH TPHIOTBAKE:

- Pasrsopure Ha rIOK03a M HA AMAHOKMCETHHH ¢a OHCTPH, Ge3uBeTHn WM ci1abo OLBETEHH B HCBITO.
- EmyncuaTa Ha THNHOH € XOMOTCHHA W MNeyHoOANIA Ha IIBAT.

4. KJHHHAYHH JAHHH

4.1 TepaneBTHYHA NOKAIAHHA




OJNMUMEJ NYE e noxa3aH 3a [IapeHTepAIHO XPAHEHE Ha BB3PACTHA W JELA MO-TOJNEMH OT 2-rofMmiHa
BB3DACT B CJIY9aHTE, KOTATO NEPOPANHOT) WM EHTEPATHOT) XPAHEHE ¢a HEBLIMOXKHH, HEAOCTATLYHE WK

MPOTHBONOKAIHH.

4.2 [lo3zHposKa H BEaYHH HA DPHIGEEHRE

03HPOBKa
He ce npenope4sa ynotpebara #a OJIMMEJ] N9E npu neua non 2 roquns, opajd HEROOXOMALNAA My
ChCTaB H 00eM (BHKTe ToUxH 4.4, 5.1 1 5.2).

He TpaGga Aa ce NpeBHIaBa AOMYNOCOYEHATa MAKCHMAIHA THEBHA X034, [lopaad HEMPOMEHIHBUS CHCTAB
Ha MHOTOKaMepHHs Cak € BBIMOKHO 4 He MOMaT A3 ce 3aJ0BONAT EAHOBPEMEHHO BCHUKH XPaHUTEIHH
HyXAHM HAa MaudeHTa. BB3MOXHM CA KAMHMMHH CHTYAUMM, TIPH KOWTO MALHEHTHTE Ce HYKAAAT OT
KOMIMYECTBA XPAHMTENIHA BSIIECTBA, KOMTO C¢ PAYIHAYABAT OT HEMPOMEHJIMBHA CHCTAB Ha caka. B Taxne
cny4ali IpU KopHrupaHeto #a obema (no3ara) TpabBa na ce paemMe NpeBHA KpalHuaT edekT, Kolfto Toit
IIe MMa BBPXY JO3UPAHETO HA BCHYKH OCTaHau XpaHuTenHu komnonents Ha OJIMMEJI N9E.

Jlpu evzpacmuu
Jl03MpORKaTa 3aBHCH OT eHeprHIHHTE MOTPeSHOCTH HA MALMEHTA, OT KIHHHYHOTO ChCTOAHHE, TEIECHOTO

Ternio H ot crocobHocTTa Aa Merabonmsupa creraskuTe Ha OJIMMEI] N9E, xaxTo M OT JZONRIHHTENHO
BHECEHMTEe MEpOparHO/eHTEpasHO eHEPrHA MAM TNpoTedHH. ETo aamo ofemsT Ha caka Tpabea Ia ce
noabupa cLo0pa3Ho,

CpenHiTe AHEBHH HY/IH ca:

- 0,16 mo 0,35 g azor/kg TenecHa Maca (1 5o 2 g AMMHOKHCENHHI/KE) B 38BHCHMOCT OT XPaHHTEIHHR
CTaTyc Ha NauMeHTa M CTeNeHTa Ha KaTabonuTeH cTpec;

- 20 no 40 kcal/kg;

- 20 no 40 ml reunoct/kg win 1 mo 1,5 m! Ha Beska M3pasxoapaHa keal.

Makcumannara aHesna noza Ha OJIMMEJI N9E ce onpezens ot npuema Ha aMMHOKHCENHMHH, 35 ml’kg,
KoeTo choTBeTCTRa Ha 2,0 g'kg aMmunoxucesiny, 3,9 g/kg rimokosa, 1,4 g/kg numans, 1,2 mmol/kg vatphit
# 1,1 mmol/kg kanuii, 3a maLHeHT ¢ TenecHa Maca 70 kg T7 me Geoe parHa Ha 2450 mi OJIMMEJN N9E
OHEeBHO, NMpH koeto ce BuacaT 140 g amuuoxucenmans, 270 g rmoxo3za H 98 g mumunou (T.e.
2058 nenporenHosn keal 1 o6mo 2622 kcal).

OGHKHOBEHO CKOPOCTTA HA RNMBaHE Tpa(Ba Aa c¢ YBEIHYABRA NOCTENCHHO TIpe3 IMLPBUA Yac, CEA TORA I
Ce PeTY/IHPA, TAKka 9€ A C€ OTIYHTAT IPAMAraHATA 034, AHEBHUAT 0DeM Ha BNHBAHE ¥ NPOAWIKHTETHOCTTA
Ha HHY3IHATA.

Makcumannata ckopoct Ha BausaHe Ha OJIMMEIJE N9E e 1,8 ml/kg/uac, koero choTBeTCTBa Ha 0,10
g/kg/uac 3a amuHOkHcennHMTe, 0,19 g/kg/uac 3a rmoko3ara u 0,07 g/kg/qac 3a nunmuauTe.

Hpu deya na sv3pacm nad 2 zodunu u wHOWU
He ca npoBekaaHH MpoyYBAHHA NIPH TIEAHATPHYHA MOy JALMA.

JlosHpoexara 3aBKCH OT eHepruiHMTE NOTPEOHOCTH HA MALIHEHTA, OT KIMHHYHOTO CBCTOAHHE TENECHOTO
Terno U or cnocobkocTTa Aa Metabomusupa cberaBkuTe Ha OJIMMEJI N9E, KakTo # OT ZOTBLAHHTENHO
BHECEHHTE IEPOPATHO/CHTEpANIHO €HEPrHa WiH mporewnH. Eto 3amo obeMbT Ha caxa TpaGpa na ce
nogbupa crobpazHo.

OcpeH TOBa THEBHHTE HYXIH OT TEYHOCTH, 30T H €HEPrHA HAMANABAT HENPEKECHATO C YBENHYABAHE HA
Bb3pacTTa. BieTH ca npex BuI JBe Bb2pacToBH rpynH ot 2 Ao 11 roguuu H or 12 po 18 roauus,

Mpa OJHMMEN N9E npu ew3pactoBara rpyma oTf 2 A0 11 roguH® orpannuasagimat $akrop e
MATHE3NEB0TO ChHLPKAHHE 3a [AHEBHATA f03a. B Tasy BB3pacToBa rpyna orpaEMYABAIMAT (akTop 3a
CKOPOCTTa Ha HPHNOXKEHHE Ha Mac € KOHLIEHTPAIJHATA HA IT0K03a, BB BR3pacToBara rpyna or 12 ao




Ta3H BEIPACTOBA IPyNa OrpaHHYABASIHAT PAKTOP 32 CKOPOCTTA HA APHJIOKEHHE HA 4ac € KOHUEHTPALMATA
Ha AMHHOKHCeNHHH. [T0-10Ny € MOKA3aH pe3yITAHTHHAT HPHEM:

072 no 11 roasnn Ot 12 po 18 roannn

C QJIMHMEJI N9E OJIMMEIJ NSE
BCTABKA Hpenopbuana Ipenopbuana
cTofiHOCT MAaKCHMaIEH CTORHOCT® MAKCHMAJIEH
ofiem obeM

MakcHMaIna AHeBHA 1034
Teunoctu (ml/kg/nen) 60—120 25 50-80 35
Amunoxncenuru (g/kg/ner) | 1-2(no 2,5) 1,4 1-2 2.0
I'mioxo3a (g/kg/neH) 1,4-8,6 2.8 0,7-5,8 39
Jlunuau (g/kg/nen) 0,5-3 1,0 0,5-2(no 3) 1,4
O6uia eHeprufinocT
(keal//kg/nen) 30-75 26,8 20-55 37,5
MaxcHManBg CKOPOCT HA HEQYIRT
OJIUMEJI N9E (ml/kg/qac) 33 2,1
Amunokucennss (g/kg/ gac) 0,20 0,19 0,12 0,12
I'mroxo3a (g/kg/ uac) 0,36 0,36 0,24 0,23
Jlamuam (g/kg/ 9ac) 0,13 0,13 0,13 0,08

¢ [Ipenopsuann croitHoct ot 2018 ESPGHAN/ESPEN/ESPR Guidelines

OO6HKHOBEHO CKODOCTTA Ha BITMBaHe TpA0Ba [a ce yBenWuapa NOCTENEHHO Mpe3 MLPBHA 4ac H TpaGBa ja
ce peryliHpa Taka, ue A& Ce OTYHTAT MpHiaraHara 103a, AHEBHUAT 06eM Ha BIINBAHE H NPOANIKHTEIHOCTTA
Ha HHY3IHNATA.

Mo npuHIMn ¢e Mpenophusa MAQYIUATA NPH MAIKM ACLA Ja 3aNOYHE ¢ HHCKM NHEBHM JO3M M Ja ce
YBE/IHYaBa TOCTENEHHO J0 AOCTHraHe HA MAKCHMANHATA N03MPOBKA (BIDKTE MO-rope).

Mertox 1 NpoaEIAUTENHOCT HA PHIOKEHHE
Camo 3a eHOXpaTHa yriotpeba.

Npenopbiea ce chea OTBAPAHE HA CAKA CHABPKAHHETO A3 CE HINON3BA He3abaBHO H 1A HE CE ChXpaHaBa
3a nocneaBaina yHQy3ua.

Cnea nparoresiHe, BBHIDHHMAT BHI, HA CMECTTA € XOMOIeHHA, NOSHOOHA Ha MITAKC eMYJICHA.
3a yxasaHu# 334 OpHTOTERHE W paboTa ¢ HH)Y3HOHHATA eMYNCHE BIKTE TO4YKA 6.6,
Hopaau sucokus cu ocmonapurer OJIMMEJ N9E Moxe na ce mpunara camo npe3 LieHTPAIHA BeHa.

[TpenoprynTeIHATA MPOARTAKHTCAHOCT HA HH(Y3NATa HA €IHH CAK 34 [TAPEHTEPANHO XpaHeHe & Mexay 12
H 24 yaca.

[punaraseTo Ha NAPEHTEPATHO XPAHEHE MOXE Ja NPOOLIDKH TONKOBZ TLIFO, KONKOTO € HeoOXOZHMO
CEOpef KIHHKYHOTO CHCTOSHHE Ha MAUEHTA.

4.3 IlpoTHBODOK23ARHA

IMpunoxenuero va OJIMMEJI N9E e npoTHBONOKA3HO TIPH CIEXHHUTE CHCTOAHNA:

- Ilpu npexaerpemMeHHO poAcHH HebeTa, KbpMaueTa H ACUA MO 2-TOAHINHRA Bh3PACT;

- CBpbXUYBCTBHTETHOCT KbM fiideH, coeB WM QBCTRYEH NMPOTEMH HAM LApEsHUA/ UAPEBHYHH MPOAYKTH
(Bxk. TouKa 4.4), WIH KbM HAKOE OT AKTHBHHMTE WITH IOMOIHHUTE BEIIECTBa, H30poeHH B T. 6.1;

- BpoaeHH aHOM@THH Ha META0ONH3MA HA AMHHOKHCEIIHHMY;

- Tewxxa XMNepITHTHACMHA HIH TCKKH HAapyINEHHA Ha MeTaGonn3Ma HA JIHIHIATE, XapaKTepHs
€& ¢ XANePTPArTHIEPHICMHS;




- Texxa xHNepryKeMus;
- TlaTonorydHO BHCOKH IUTA3MEHH KOHLIEHTPALMA Ha HaTpuii, kanuii, MarHe3wit, kanuui wiwm dochop;

4.4 CoenHanuu npesynpexicaid B NPEANA3AH MEPKE BpH ynoTpela

HpexomepHO GBbP3MAT NPHEM HA PAITBOPH 3a TOTANHO NapeHTepanHo xpaHese (TIIX) moxke na nosene Ko
TEXKH HAM QaTANHH NOCNEACTBHA.

HUndyuara Tpabpa HezabaBHO a ce chpe 1P [OABA HA MATONOTHYHH NpPH3HANH WIM CHMITTOMH 33
ajeprHyHa peakums (Xaro M3MOTABAHE, BHCOKA TEMICDATYpa, BTPHCaHe, rnaBodosiue, KoxHH obpHBH WiIH
aucmies). To3n NEKAPCTBEH NMPOAYKT ChIOBPKA COeBo Macno H siuexn dochonumimy. Coesure H
AfYCHHTE NPOTEHHH MOraT Aa NPUYHHAT peakuMy¥ HA CRPEXYYBCTEHTENHOCT, Habmomaeanu ca

KPBCTOCAHH aNEPrHYHH PEAKIHH MPH ynorpe(a Ha coeBd W (bCThUeHH MPOTEHHH.

OJIMMEJ NY9E cuawmpka rmokos3a, H3BAeYCHa OT LAPEBHIA, KOATO MOXE Ja NPHYHHH DEaKklHH Ha
CBPBXYYBCTBHTETHOCT NPH NALMEHTH C ANEPr{d KbM LAPEBHLA H LIAPEBIYHH NPOAYKTH (BXK. ToHKA 4.3).

HedTpuakcon He TpabBa Aa ce cMecBa WIH [PHIAra €JHOBPEMEHHO C MHTPaBEHO3HH Pa3TBODH,
ChABPXKAINN KanuMi, JOpHM npe3 pawIHYHH HHQY3HOHHH CHCTEMM WKIH Mecra Ha HHOY3HpaHe.
edrpuakcos 0 pa3TBOPH, ¢HABPIKANTH KAMIHH, MOTAT /1a C& NPHNAraT NOCIEA0BATENHO, aK0 CE HIMON3BAT
paxIHIHH HHOY3HOHHM CHCTEMH HA PazfIMiHH MECTE HIH HHOYIHOHHHTE CHCTEMH C€¢ HOIAMEHAT WIH ce
NPOMHAT IMATENAHO ¢ PHIKONOTHYEH CONCBH PASTROP MEKTY HHOYIMHTE ¢ LieNl NMPEeAOTBPATABAHE Ha
npenunuTany. [1py nmanueHTH, W3KCKBAIIH HENpeKbcHara urdys3na Ha pasteopH 3a TIIX, chaspxamu
Kamupdi, ce npenopbyea MeJHUMHCKHTE CTELMARHCTH fAa oOMMCIST ymortpefaTa Ha anTepHATHBHH
aHTHOAKTEPHATIHY NEYEeHHN, KOMTO He HOCAT NoAoGeH PHCK OT NMpenMnHTauud. AKo ynotpebara Ha
ued TPHAKCOH Ce CUMTA 33 HeoOXoAMMa MDY NALMEHTH, H3HCKBAINK HEMPEKBCHATO XpaHeHe, Pa3TBOPHTE 33
TTIX 1 uedTpHaKcOH MOTET [a Ce MPHIATAT ¢HOBPEMEHHO, MaKap U Npe3 pasindHH HHY3HOHHH CHCTEMU
H& pa3nHIHH MecTa. JIpyra BEaMokHoOCT e HH(pY3uaTa Ha pasTeopa 3a TTIX Ja ce crpe, A0KaTo Tpae TasH
Ha LeTPHAKCOH, KATO C¢ HMa NPEABHA CHBETHT 32 NMPOMHBAHE HAa MH(Y3HOHHMTE CHCTEMH MEXIY
PpasTBOpHTE (BXK. TOUKH 4.5 1 6.2).

Crob6mapa ce 3a Genoapo0HOCHAOBH NpeLMNHTATH, MpHuUHHABaUM OemoapobHochaoBa embonmma H
PECMUPATOPEH JUCTPEC, MPH NAIMEHTH, NPHEMALIH HApEeHTEPaNHO XpaHeHe. B HIKOH ciry4au ce cTHra A0
neranen usxop. IpexoMepHoTo noGaBsHe wa kamwi U docdard ypenndasa pHcka 0T o0OpasyBaHe Ha
npeLUnUTaTy ot kamuues gocdar (ex. Touxa 6.2).

Cnobiaea ce ¢BIIO 338 ChMHEHHE 3a ODpasyBaHe Ha MPeLHIUTATH B KpbBoobpallieHHeTO.

OcpeH orfiea Ha pasTeopa, HHQY3HOMHATA CHCTEMA2 M KAaTeThPLT TpAbBa CHINO Aa ce TIPOBEpABAT
MEPHOAHYHO 32 NPELHIHTATH.

AX0 ce NpOABAT NMPH3HALA HA PeCIHPATOpEH ANCEpec, HHYy3uaTa TpaOBa ZIa ce cnpe U /ia ce OCHIIECTBH
MeTHIIMHCKH Nperves.

Jla He ce NoGABAT APYTH MPOAYKTH WIH CYGCTAHIMH KbM HAKON OT KOMIOHEHTHTE HA C2Ka HIH KbM
NpHroTBEHATa eMYACHH, Ge3 npeau ToBa AA € NOTERPAH TAXHATA CHLRMECTHMOCT M cTa0HIHOCTTA Ha
TOMydeHATA cMec (B YACTHOCT, cTaOHIHOCTTA Ha MacTHaTa eMyJichi ). O6pa3yBaHeTo Ha [IPELMIIKTATH HWIH
JecTa0HIHINPAHETO HA MACTHATA EMY/ICHS, MOXE A MPHIMHH CHACBA OKTY3HA (BIDKTE TOUKH 6.2 H 6.6).

Texxu HAPYIIECHHS HA BOAHO-ENEKTPONHTHHA GanaHc, TEXKi CHCTOAHHA HA IIPETOBAPBaHE C TEYHOCTH, a
CBIO H TeXKH MEeTaGONHTHH HapymeHHA TpA0Ba Aa ce KOPHIHpAT NPEM 3ano9YBaHe Ha HHQYy3InaTa.

Ipn 3anoysane HA HHTPABEHOIHATA HHPYIHA € HeOOXONUMO CREUNATHO KAMHHYHO HabmoaeHHe.

Hiidexuns 1 cencuc oT MACTOTO HA CHAOE JOCTBII € YCIOKHEHHE, KOETO MOKE 13 HACTBIM MPH MalHEHTH
NoyyaBaily MNapeHTEepanHO XpaHeHe, oCcODEHO NpU Ciyyas Ha JIOMC NONAbPXKAHE Ha KaTeTpHTE,
HMYHOCYTIpECHBHH BB3fCHCTBdMA Ha 3aongbave WiH MeIHKaMeHTH. BummartenHo konrponupaHe Ha
NpU3HAIM, CHMIOTOMH H Ppe3yaTaTH oT naGoparopHH TECTOBE 3a BHCOKA TEMIEPATYpa/TPBIKH,
HEBKOLMTO38, TEXHHYECKH YCIOKHEHHA C W3AENHETO 3a JOCTBI H XHIIEPrAHKeMUs MOTaT Aa nomorpet 3
PAHHOTO OTKpHBaHE Ha MHGeKUMH. [TauHeHTH, KOHTO CE HYXKIAasT OT MapeHTepasHO XpaHeHe,/Z6gy




NpeapasnoJokKeHd KbM HtheKl.[HOSHH YQIOKHCHHE NOPAOH HEAOXPaHBAHE B/MIH CHCTOAHHETO Ha
nopaexkawoero HM 3abonasate. HacTbnBaHeTO Ha CEMMTHYHK YCNOXHEHHS MOXE Na OBAe HAMANEHO CBC
3aCHICHO HAONATAHE HA ACENTHYHH TEXHMKH IIPH NOCTABIHETO H NOALPKARHETO HA KATCTHPA, KAKTO H
acelTHYHH TEXHHKM NPH NOArOTOBKATA HA XpaHUTeNHaTa dopMyaa.

Mo speMe Ha NeveHHeTo TPAGRa a ce CNEAAT BOAHO-CIEKTPONMTHAAT (aNaHe, CepyMHaTa OCMOIAPHOCT,
CEPYMHHTE TPHIJIMUEPHAY, KHCEIMHHO-wIKaNHMAT (anaHc, KpbBHATE FINOKO32 H 4epHOoApobHMTE M
O6pOpeunHTe NoKa3aTeNH, GaxTOPHTE HA KPLBOCHCHPRAHE H OPOST HA KPBEHHTE KIIETKH, BKTIOYHTENHO Ha
TPOMOOLIMTHTE.

Hosuinens 9epHOZpOGHN eH3HMH H XONecTasa ca Gunu nabmoaasany mpy moaobuu npoayxru. Tpabea aa
ce oOMUCIH npocTieA9BaHE HA CEPYMHNS aMOHAK, akO MMa CBMHEHHE 33 9epHOAPoOHa HEROCTATLYHOCT

Morar za BE3HHKHAT METabOMMTHH YCNOKHEHHS, AKO XPAHHTETHHAT NMPHEM HE € ANANTHPAH KbM HYKAHTE
Ha NaluMeHTa HA¥ MeTaGOMHTHHAT KANMAUMTET HA JafEHA XPAHWTC/HA ChCTABKA HE ¢ MPABHIHO OUEHEH.
Hexenann merabonuriu edekT¥ MOTaT Ja BBIHHKHAT NPH NPHACKEHHETO HA HEAOCTATLYHO MHIH
MPEKOMEPHO KONHYECTBO XPAHHTENHH BEIUECTBA WIH NPH HechoOpa’eH ¢ KOHKPETHMTE HYXAM Ha
NauAeHTa ChCTAB Ha XPaHHTE/IHATA CMEC.

IIprokeHHeTo Ha PA3TBOPH HA AMMHOKHCEAMHH MOXE Ja YCKOPH OCTHP JedHUMT Ha donar, KoeTo Aa
HAIOXH ZOMBIHHTENEH eXeAHEBEH MpHeM Ha $oHeBa KHCEIHHE.

Excrpasasauus

06nacrra Ha kaTeThpa TpAOBa pedoBHO Ja ce HaOntoAaBa 3a MPU3HALIM Ha eKcTpanasals.

AKO BB3HHKHE €KCTPaBa3aifia, NPAIOKEHHETo TpEGBa Aia ce ciipe He3afaBHO, KaTO NOCTABEHMAT KaTEThP
WIH KaHKJIA OCTAHE HA MACTO 34 HEMOCPEACTBEH KOHTPOA Ha NMaIMeHTa. AKO € Bh3MOXHO, Tpafna na ce
H3BBPIUH aCIMPHPAHE NP3 MOCTABEHHN KAaTETh]YKaHIONa, 33 1A C& HAMANH KOJTHYECTBOTC H3 HAIHYHATA B
THKAHHTE TETHOCT, FIpEJH KaTeThphT/KaHonaTa Az Gb/e H3BaACHA.

B 3aBHCHMOCT OT €KCTpaBa3HpaHuA NponykT (BxmoanTenno cMecenute ¢ OJIMMEJ N9E npozyxri, ako
HMa TAKMBA) U CTENEHTa/Pa3MEPa Ha YEPEKIAHETO TPAGBa Ia ce BIeMAT CHOTBETHHTE KOHKPETHH MEPKH.
BapraHTHTe 3a KOHTPONHPAHE MOraT jAa BKIOYBaT Hedapmakonorwdnd, $apMaKWIOrHYHH WHIH
XHpYPrtHe HHT¢pBeHUMH. B ¢iyvail Ha ronsMa excTpaBazaia TpE6Ba Ja ce NOTHPCH KOHCYNATAlMA ©
[LMACTHYEH XHPYPr Jo 72 4aca.

TIpes mepBuTe 24 4aca obnacTra Ha excTpabasalus Tpatsa Aa ce HabMmonaBa NOHe HA BCEKH 4 1aca, a cnell
TOBA — BeAHBK JHEBHO.

Hrdyngra He Tpadra a ce NOAHOBABRA B CHINATA LICHTPATHA BEH2,

Yepxo, HA HEAOCTATHYHOCT

[la ce npunara BHUMATEINHO [IPH MALMEHTH ¢ YepHoApobHa HENOCTATHYHOCT MOPAJH PHCK OT PA3BHTHE WIH
BIIOIIABAHE HA HEBPONOTHYHH 3a0onABaHNA, CBLP3aHH ¢ XHnepaMoHemuaTa. HeolOxomumu ca pemoBHH
KIHHUYHH H IR00PATOPHH K3CIESBAHHA, B YACTHOCT HA MAPAMETPHTE Ha& 9epHOAPOOHATA GyHKINA, KPhBHA
3axap, ENEKTPONIHTH U TPHIJIMUECPHIH.

Br6peutia HeTOCTATHYHOCT
Ha ce npunara BHUMATENHO NPH NauMeHTH ¢ Onlpedsa HemOCTATRYHOCT, OcoDERO aKo € HaTHIE

XKMEPKATHEMHA, IOPAH PHCK OT Pa3BUTHE HWIH RIOmWAaBAHE HA MeTabonuTHATA ALMAC3A M XHTIEPA3oTeMu4,
4KO He Ce MpORekja eKCTpapeHanHo ouHcTBaHe. I1pH Tean nauneHTH TpaGBa CTPOro Ja ce KOHTPOJIHPa
CBCTORHHETO HA TEUHOCTH, TPHIJIMLEPHAH H €IEKTPOAHTH.

MAaTOIOTHYHH
Jla ce npunara BHHMaTENHO NMPH NALMEHTH C HAPYLIEHWS HA KPLBOCHCHPBAHETO H aHeMHs.KpbsHara
KapTHHA W MOKA3aTEAUTE Ha KPLBOCKCHPBANETO TpAGBa Aa ce KOHTPOIUPAT CTPOro.

EHAOKPUHHH ¥ METAbONHIBM
Jla ce npsinara BHHMATETHO NPH HALHEHTH C:

- MerabonuTHa aumposa. TlpunaraHeTo Ha BBINIEXHAPATH HE CE€ MPENopLYBa
naxTanuao3a. M3Mckeat ce peoBHH KIIMHHYHH B Tal0opaTOpHH H3CACIBAHMA.
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- 3axapen gxaGer. KoHTponupaiite KOHUEHTPALHATS HA IIHOK033, IIOKOIYPHATA, KETOHYPHATA M TaM
KBJIETO € Bb3MOKHO, KODHTHpAHTE N03HTE Ha HHCYJTHH.

- XunepmunupeMHs, FHITAXAINA CE HA HAMMAMETO Ha THITMAH B MHy3noHHaTa eMyncus. Heobxonmmu ca
PEAOBHH KIIHHHYHH ¥ JIa00PATOPHA N3CIEABAHNA.

- Hapymenus p oGMAHATE HA AMUHO-KHCETHHHTE.

XenmaroGHIHADHH HADYIIIEHHA
H3pecTHO e, 4e OpH HAKOH NAILHEHTH HA [APEHTEPAlHO XPAHCHE C¢ PAIBHBAT XenaToOHINAapHH

HapYRIeHHA, BKTIOYHTENHO XO0JIECTa3a, MepHoApobHa cTeaTosa, pubpola H NHpPo3a, KOMTO € Bb3MOXKHO 14
JOBEOAT 40 4epHOAPOOHA HeSOCTATEYHOCT, XONEWHCTHT M XonenATHa3a. CMATa ce, e eTHONOTHATa Ha
Te3W HapyIEHWS 33aBHCH OT MHOro axkTopH H MOXE 13 € paviWyHa NPH OTAECNHHTE [MAHEHTH.
MaupeHTHTe, pa3sBMBALIM OTKNOHEHUS B NabopaTOpHHTE napaMeTpd WIH IpPYTH MPH3HAH Ha
XenaTroSHWIHApHH HAPYILEHHA, TPAGBA [1a ce OLIEHABAT HABPEME OT JIEKAp ¢ MO3HAHHA N0 YePHONPOOHH
3a609BAHMA, 38 I3 C¢ YCTAHOBAT BL3MOXHHUTE IPHMHHHH H JONPHHACAIIH PAKTOPH, KAKTO H BB3MOKHHTE
TepaneBTHYHH K NpodUIAKTHYHH HHTEPBEHLIMH,

Penosro TpaGBa Na Ce W3CAEABAT KOHLEHTPALMMTE HA CEPYMHHTE TPHITIMLEDHIAH H CTocoGHOCTTA Ha
Oprasu3Ma A2 OTCTPAHABA JIMIHAKTE,

KOHIEHTpAIHHTE HA CEPYMHM TPHTTHUEPHIN N0 BpeMe Ha MHGY3uaTa He OHBa Na HansHmasar 3 mmol/l.

AKO MM2 CLMHEHHE 38 aHOMANMM B AUIMAHHS MeTa0oNH3ILM, NPENopLYsa CE CEPYMHHTE HHBA HA
TPUIMIUIEPUAHTE 1a Ce M3MEpBAT €XEARHEBHO ciel 5- N0 6-4acCOB MepHon, B KOHTO He Ca NpMiaraHu
nunHay. TIpH BB3pacTHH cepyMbT TpabRa ma 6hoe OUCTHP B CPOK fic 6 9aca cne/l CTIHpaHe Ha HHQYIHATa,
ChHABPKAILR eMy/IcHATa Ha JumMaM. CnepBamara uH¢y3Hs Moke Ia ce NPHIOXKH CaMO CleJl KaTo
KOHIICHTPAIMHKTE HA CEPYMHHTE TPHTTHUSPAAK JOCTHTHAT OTHOBO 3XOJHHATE CH CTORHOCTH.

Cro0mana ce 3a CHHAPOM Ha MBCTHO MpeToBapBaHe ¢ NoAcOHA NpoaykTH. HamaneHaTa unu 3arpyaHeHa
cnocoBHOCT 3a MetafonH3vpaHe Ha nunuaute, ceabpkanm ce B OJIMMEJ] N9E moke xa aoseae 1o
»CHHIPOM HAa MAacTHO MpPETOBApBane™, KOHTO MoXe Aa OBhjae MpHUHHEH OT mpeao3upane. [Ipu3HaLsTe M
CHMITEOMHTE Ha TO3H CHHApPOM, obaJe, MOraT Aa ce MPOABAT M KOTATo (POAYKTHT € NPUIIOKEH CBINACHO
HHCTPYKUMHTE {BHXKTE CBILO TAKa TO4Ka 4.8).

B cnyu4ali Ha XunepraukeMua ckopocTTa Ha uHpysua Ha OJTUIMEJI N9E TpaGea Jia ce kOpHrHpa W/HNH Ka
e TIPIIOKH HHCYJIHH.

IA HE CE TTPHUJIAT A TIPE3 ITEPUDEPHA BEHA.

Brhpekn Ye B MPOAYKTHT HMA MHUKPOEIEMEHTH H BHTAMIHH, HHBATA CA HEAOCTATHYHH, 32 a8 3aBCBONAT
HYXIHTE HA OpraHuaMa. MukpoenemeHTH H BATaMHMHAH TpAOBa ga 6buaT noGaBeHH B AOCTaTbYHO
KOJIHYECTBO, 33 04 33J0BOJIAT HHAHBHAYAMHHTE HYMXIH Ha NMAIMEHTa H A C¢ MPEAOTBPATH Pa3BHTHE Ha
HE/IOCTHTE HM. BiDKTe HHCTPYKUMHTE 38 NPHNaraHe Ha A002BKH KBM TO3H NPOAYKT.

OJIMMEJT NOE Tpabpa aa ce npwnara ¢ ocofeHO BHMMaHKE NMpH NMALUMEHTH ¢ NOBHINCH OCMONAPHTET,
HaaObOpeyHa HeAOCTaTEYHOCT, ChpeIHa HEIOCTATHYHOCT MM HapylleHde Ha 6enoapobHara PyHKuUHA.

TMpu nauWeHTH C HeNOXpaHBAHE 3aN0YBAHETO HA NAPCHTEPANHO XPaHCHE MOXKE Oda AoBene Ho
MpELUMIIMTHpPAHE HA IPEPa3NPEREIEHHETO HA TEYHOCTHTE, KOETC BOAH A0 OToK Ha Genid apob u 3acToiiHa
ChPACYHA HENOCTATHIHOCT, 4 CBILIO H 0 HAMANSBAHE HA CEPYMHHTE KOHIIEHTpalumMH Ha Kanui, dpochopa,
MarHe3ns Win BOOHOPa3TBOPUMHTE BHTaMuHH. [Tono0HH NpoMeHH Moke 1A HACTBIIAT B PAMKHTE Ha 24 10
48 uaca; mopaAH TOBa Ceé MpPENOpbIBAa BHUMATEJHO H GaBHO 3aMovuBAHE HA MAPEHTEPATHOTO XPAHEHE
33€H0 ¢ m@TeNHo HalmogeHHE H MOAXOAMINC YTOYHABAHWE HA TCYHOCTHTE, CNEKTPONHTHTE,
MHKpOe/IeMEHTHTE H BUTAMHHHTE.

Cakopere g HE ¢¢ CBBP3BaT B CepHH ¢ Len 4a ce uiberHe BH3IMONKHOCITA OT BbIAYUIHA emﬁonua,\

NpHYHHCHA OT OCTATHHHHA Bh3AYXd, ChAbLPHKAIll C€ B ITbPBHA CakK.




3a aa ce wabernar prcxoBere, CRLP3AHN ¢ NPEKOMEPHO rOAMa CKOPOCT HA MPHIIOXKEHHE, NPENnopLYBa ¢e
H3M10/13BaHE HA HETPEKBCHATA H KOHTPOITHPaHa HHPY3HA.

OJIMMEJ N9E TpaGpa aa ce mpHIara BHWMATETHO NMPH MALHEHTH CBC CKIOHHOCT KbM 38JbpXKANEC HA
€IIeKTPOJIHTH.

HuTpaseHo3HaTa HHGY3HY HA AMHUHOKHUCETHHA CE CLITBTCTBA OT NOBKIUEHO OTAENAHE HA MEKPOCIEMEHTH
B YPHHATA, B YACTHOCT Ml M LMHK. Topa TpROBa Aa c¢ HMa NPelIBAA NPH JO3HPaHe HA MHKPOEJICMEHTHTE,
0cOBEHO MPH NPOTKIKHTENHO HHYPABEHOZHO XPaHEHE.

[ornuasape Ha NabopaTopHy WICCHBANNS
JIMnunuTe, KOHTO C€ ChABPKAT B TA3H EMYJICHA, MOXKE A4 TNOBIMAST Ha PE3YRTATHTE OT HAKOH

naboparophy wiciensanna (Bx. pasgen 4.5),

NCHHATHH a3HH MEPKH IIpH e
Koraro ce IMpHIara MpH OeLug no-rojieMy ot 2 rofMH, ¢ M3KIIOUHTENHO BHKHO Ja ¢ H3NON3BA cak ¢ ofeM,
CHOTBETCTBALI HA NHCBHATA JO3HPOBKA.

OJIMMEJI N9E He & nooxoasi 3a ynorpeGa npu Aela Ha BR3pAcT NMOA 2 roAHHY, 3al0T0:

- BHeceHaTa I'IOK03a € NPEKANCHO MAJIKO, KOETO BOAH IO HHCKO CHOTHOIIEHHE III0KO03a / THITHAM;
- Jluncara Ha HMCTEHH MPABH HEMOAXOMAIIA KOMOHHRAILMATE OT AMHHOKHCETTHHH;

- Kamuar e TBbpae Manko;

- OOGeMbT Ha CAKOBETE € HEROOXOINHL,

MakcumannaTa cxkopoct Ha HMHY3HE ¢ 3,3 ml/kg/yac mpm pena Ha Bw3pact MexIy 2 H 11 rogusd H
2,1 ml/kg/uac mpu fena Ha Bb3pacT Mexkny 12 i 18 ronuam.

B1B BCHUKH ciiyyan € HeoOxoaumo pobaBane Ha BUTAMMHH H MAKpocneMeHTH. Tpafaa na ce noassar
NEKAPCTBCHH GOPMH, TOTXOASMIH 33 RPHAOKEHHE IPH felia.

I'epyarpuyHa HOTYRAIHA

Kato uano u360pBT Ha 103aTA IPH BL3PACTEH MAMEHT TpbBa Aa 6hAe Npeanasiup, KATO ¢¢ HMa NPeIBHNA
NO-rOJAMATa YECTOTa Ha HaMaeHa YepHOApoOHa, Gs0peiHa WiH chpietHa $YHKIMA M HA ChITBTCTBALIO
3a60nABAHE WIH APYra JeKapCTBeHa TEPAHA.

4.5 BaaumozelicTBHE ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYIH GOPMA HA BIauMoAelicTBHe

He ¢a npoBexXJaHn Mpoy4YBaHH4 33 B3AHMOACHCTBHATA.

OJIMMEJI N9E He TpabBa Aa c¢ MpWiara 3aejHo C KPbB Mpe3 efHA W Chilla KaHIoNa Ha MH)Y3HOHHATA
CHCTEMa, TOPATH ONIACHOCT OT MCEBAOArTY THHAITHA.

JlunuguTe, KOHTO C€ CHOBPKAT B Ta3H EMYJICHA, MOXKE Jia MOBAHAST HA PCIYATATHTE OT HAKOH
naboparopHu wacneasaHns (HanpHMmep 3a OunupyGuH, nakTaT NeXHWApPOTeHa3a, HACHINAHE ¢ KHCRODPOX,
KPBBEH XeMOTIo0HH), 8K0 mpo0ara KphLB € BleTa Npefd eNMMHHHpade Ha JumHAMTe (oOHyaliHo Te ce
SNHMHHMPAT 33 ¢POK oT 5 710 6 1aca, Mpe3s kKoHTO HAMA MMPHEM Ha JIHMHIH).

Ilpu cMecBaHeTo Ha NEQTPHAKCOH C PAasTBOPH, CHABPXKAIH KANUHH, B €IHA H CBHINA CHCTEMA 3a
HHTPABEHO3HO MPHIMKEHHE MOXE Ja BL3HHKHE apeuHnuTaumi Ha uedrpuakcon-kamui. Liedrpuakcon
He TpAGBRa Ja ce CMecBa MMM MPHIAra €AHOBPEMEHEO C HHTPABEHO3HH Pa3TBOPH, CHABDKALIM KaNLHMH,
emountendo OJIUMET N9E, npes eana u cbma HHpy3HOHHA cHcTeMa (Hanp. Y-o0paszeH KoHeKTOp).
LlehTpHakcoH ¥ pasTEOpPH, ChABKALIM KARUMH, Morar obade Aa ce NMPHAAraT NOCIEAOBATEAHO, aKO
HHYIHOHHHTE CHCTEMH C€ MPOMMAT LATENHE ¢ MOAXOAAIIA TETHOCT MEXAY HHy3HHUTE (BX. TOUKH 4.4 H
6.2).




OJIMMEIJI N9E cbaupxa BuTaMiH K, ecTecTBeHO IPUCHCTBAIN B MHAHAHUTE eMyJIcHH. KonHdecTBoTO Ha
utaMEH K B npenopeupanuTe Ao3H OJIMMEN N9E He ce ouyakpa A3 NOBRMHAAT ACHCTBHETO HA
KYMapHHOBHTE [IPOH3BOAHH.

[Mopaau cegppxanvero Ha kanni 8 OJIMMEJI NYE cneumanno BHuManue Tpafisa na ce obbpHe TpH
NalMeHTH, TEKYBAHH ¢ KANWH-ChXPAHABAINM AHYpeTHLH (KATO HANpPHMEP, AMMNOPHA, CITHPOHOIAKTOH,
TpHAMTEPEH), HHXHOMTOPH Ha AHTHOTEH3MH KOHBepTHpamus ¢H3HuM (ACE), aHTArOHHCTH HA peLeITTOpHTE
Ha aHrHoTeH3HH [I MMM HMYHOCYTIPECODHTE TAaKpOIHMYC WIH UHKJIOCIIOPHH, TNpEeXBHA PHCKa OT
XHIEPKANEMHA.

Haxou JrekapcTBEHH APCGAYKTH, KATO HHCYJIMH, MOTAT Ja NOBIHAAT HA JIMIIAIHATA CHCTEMA HA OPraHM3Ma.
To3u THI B3aAMoelicTBHe ofate MIrnexna ¢ OrpaHHIeHO KIHHHTHO 3HAYCHHE.

XenapHHLT NpUeMad B KIMHHAYHH A03M NPEIM3BHKBA MPEXOZHO OCBOGOKOABAHE HA JIHIIONPOTEHHOBA
nunasa B KpsBoobpamennero. Topa MOke MBPBOHAYANHO Aa A0Bele A0 MOBHLICHA ILNA3MeHa NMNOH34E,
NoCMefBaHa OT NPEXOJHO HAMANABAHE HA KIHPEHCA H2 TPHITHUEPHIHTE.

4.6 ®eprunuarer, GpemenHocT B KbpMene

BpeMeHHOCT
Hama xinHM9HN JaHAM 38 ynotpebata Ha OJIMMEJ] N9E npu 6pemennu xenn. He ca mposexnanu

npoyusanid Ha OJIMMEJ] N9E 3a penpoIyKTHBHA TOKCHYHOCT NPH XKHBOTHH (BIKTe Touka 5.3). [pensun
ynotpebara n nokazaduaTa Ha QJIMMETI N9E, npH HeoSX0onUMOCT Moke A4 ce 0OMHCITM NPHAOKEHEE Ha
mpoayxra rio epeme Ha 6pemennoct. OJIMMEIJI N9E 1pabpa na ce npwiara npu OpeMeHHs XKeHH caMo
Clleql BHEMaTeNHa APeLeHKA.

Kupmene
Hma Hepocrarsina HHopMaims 3a ekckpeuuaTta Ha OJIMMEJT] N9E/merabonurure B kspMara. [To Bpeme

Ha KBPMEHe MOXe ja ce HanoxH napenrepando xpaHeHe, OJIMMEJI N9E tpatsa aa ce mpunara npu
KbpMELIH XeHH CaMe C/eX BHHMATENHA NPeLIieHKa.

QeprinTeT
HsaMa nocTaTsyHO JaHHH

4.7 Edexrn BLpxy cnocobnoctra 32 modupane B pabora ¢ MAIIAHK
Henpunoxumo.
4.8 Hexenann JeKapCTBeHH PDEAKNHH

Be3mMoxHH HexenaHH peakiMM MOXKe 04 BE3HHKHAT B PE3y/lTaT Ha HempaBiHa ynoTpeba (Hampumep
npeAo3kpaHe, MPEKOMEPHO BHCOKA CKOPOCT HA HHpy3nATa {BIoKTe TokH 4.4 H 4.9).

B HayanoTo Ha HHQY3HATA BCEKH €IHH OT CICAHHTE aHOPMAIHH NpH3IHALH (OTEHE, BUCOKA TEMIICPaTypa,
BTpHCaHE, T/1aBoboNue, KOKHH oOpHBR, MucnHes) TpabBa ga ce MpHeMe KaTo NMpHYMHA 332 He3abaBHO
NpexpaTARaAHE HA HHY3IHATA.

Hexenanure peakupm jpownansand ¢ OJTMMEJ] N9-840 B parpomusupaHo, ABOHHO cNAMNO, aKTHBHO
KOHTPOJTHPAHO NpoydBate 3a HIcAeABaHe Ha eeKTHBHOCTTA H 6€30NacHOCTTa Ca IOCOYeHH No-JoAy B
Tabmuuara. BRmoyeHH ca M ca JeKyBEHH ABaZieCeT M OCEeM NAatMEeHTH ¢ pasnuvHH 3a00n4BaHuA (HanpuMep
MOCTONEPAaTHBHO IIAAYBAHE, TEKKO HENOXPAaHBAHE, HEMOCTHTHYCH WM 3a0paHEH €HTepaneH mpHeM);
nanHeHTHTe B rpynara, nekyeaHa ¢ OJIMMEJ] ca nomydasann nekapcTBeHHS ITpORYKT B no3a go 40
ml/kg/feH B IPOALIKCHUE HA 5 JIHH,

Crfpannte RaHHM OT KIMHAYHH WIMHTBAHHK H OT MOCTMAPKETHHIOBHS ONKMT NOKA3BAT CIEAHNTE
HexceslaHH nexapcTeeHH peakuuH (HIIP), cerpzans ¢ OJTMMEJI N9E:




IIpeanoidTaH TEPMHEE N0
MedDRA

PeakiMH Ha CBPBXYYBCTBHTENHOCT,
BRIKIHTE/IHO XHICPXHAPO3a,
NMHpEKCHd, BTpHCaHe, riasofonne,
KoXeH 00pHB (epHTEMaTO2eH,
narynapeH, MmycTynapeH,
MakyJjapeH, reHepaiTuIHpaH
0o0puB), cEpbex, TONNH BEAHH,

Cucremo-opranen xaac Yecrora®

HapyuieHns Ha HMyHHATA CHCTEMA C Heu3BecTHA yecroTa’

BHCITHed
CopaeqH# HapyLIeHUR Taxuxapnus Yecro"
Hapyluenns Ha MeTabonmsMa 1 Hamanen anerur Yectn*
XPaHEHETO XHNepTpHrTHLEPHACMHER Yecrn*

KopemHa 6onka Yeern*

HAnapus Yecrn*
CTOMaIHO-IPEBHH HAPYLICHHA

Ianexe Yectn'

Tospsmane C Heu3pecTHa yecToTa®
CuaoBy HapymeHHs Xunepronua Yecrn®

ExcTpaBasanuaTa MoXe /i3 ZOBeAe

B 00nacTTa Ha HEGYyIRATA 30:

fonka, pasapasHeHue,
O6wH HapymeHHs K eeKTH Ha noayBaHe/oTOK, C Hewsp secToTa’
MACTOTO Ha MPUIOKEHHE €PHTEMa/3aTOIUIAHE, HEKPO3a HA ecTHa

KOXK&TA, MEXYPH/BE3HKYJIH,

BL3NajieHHe, yaeOenssane Win
CBHBAHC HA KOXarTa

a: 1ecTOTAaTa Ce OMpenes KaTo Mrore 3ecT (>1/10%; vectn (>1/100 go <1/10); negects (>1/1000 a0 <1/100); peaxn
(=1/10000 a0 <1/1000, muoro peaxr (<1/10000) wim ¢ Hen3BECTHA YECTOTA (HE MOXE 1A Ce ONpPEAENH OT HATHIHKUTE
JaHHH).

6: Hexenauu IEKapCTBEHH PeakLiuy, CLoOIEHH OT NOCTMApKeTHHIOBHA onHT ¢ OJIMMEJI N9E

Crie fHATE HEXENAHH PEAKIMH XapaKTEPHH 3a KJIaca ca ONMUCAHH B JPYTH H3TOMHHLH BLB BPB3Ka C NOK0OHK

MPOAYKTH 3a apeHTepaTHo XpaneHe. UecToTata HA Te3U CLOHTHA € ¢ HEH3BECTHA YeCTOTa.

- HAPYUIEHHA HA KPBBTA U IHUMOHATA CUCTEMA: TpomGouHTONEHHS

- XEINNATOBHNMHAPHH HAPYIHEHHA: Xonecrasa, XenaroMeranis, eITeHHNA

-  HAPYIIEHKWA HA UMYHHATA CHCTEMA: CBpsXYYBCTBHTEIHOCT

- HAPAHABAHMHA, OTPABAHHUA WU IMPOLEAYPHH YCJIOXKHEHUA: [apenrepanHo xpaHeHe,
acolMHpaHo ¢ YepHoApobHO 3abonaeane (BXK. pazen 4.4, noapasaen , XenatoGWiHapH HAPYIEEHIA™)

-  M3CREABAHHA: lNosumena xpbbHa aikanHa (ocdartaza, MOBHINEHH TPAHCAMHHAIM, MOBHONEH
KpbBeH OWnHpy(HH, ICBHIICHH HHBA HA YePHOIPOOHHTE EH3UMHE

-  HAPVYUIEHHUA HA BLEPEITUTE U MUKOYHHTE ITbTHIL[A: AzoTemua

- CBAOBH HAPYIIEHHMA: benogpoGHochaoBA npeudm#ratH (GenoapobHochaora embonus u

pecnupaTopes AHcTpec) (Bx. Touka 4.4)

C M Ha M on BaHe (MHO 0
CHHIpOMBT Ha MACTHO NIpeToBapBane e cboblieH npu nogotH#A npoayxt. ToBa MoXe Aa Gbae NPHIHHEHO
OT HEMpPaBHIHO MPHNOXKEHHE (HANp. NPe/IOINPaHE H/MIH NO-BHCOKA OT MPENOPhUMTENHATE CKOPOCT HA
HHQy3ua — BIKTE TOuKa 4.9). [IpH3HALHTE W CHMITTOMMTE HA TO3H CHHAPOM 00ade MOTaT /1a BhIHHKHAT U
B HAYA&10TO HA WHGY3HATA, KOrATO NMPOXYKTHT CE MpHAara ¢ho0pasHO HHCTPyKuMure. HaManenata wiu
3aTpPYAHCHA COcoOHOCT 3a MeTabonm3upase Ha NUOUANTE, ChAbpxamy ce B OJIMMEJI N9E, 3aenmo ¢
YOBIDKEH [UIa3MeH KIHPRHC, MOXE Ja ACBeAe A0 CHHAPOM Ha MAcTHO Mperopapsane. Toll e cBbp3aH ¢
BHE3AMHO BJICIIABAHE HA KIHHAYHOTO CLCTORHHAE HA MALHEHTA H CE XapaKTEPH3ApA C [IPOIBH, KATO BHCO!
TEMIIEPATypa ¢ BTPHCAHE, AHEMHA, JIEBKONCHHS, TPOMGOLMTONEHNR, HAPYIIIEHHS HA KPhBOCHGHPE
XHTICPRHITHACMHS, MACTHA WHOHITPAIAA Ha depHua Apob (xemaroMeranda), RIonieHa A4

/
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(QYHKEMS W NPOXBH HA LIGHTPAIHATA HEPBHA CHCTEMa (HAmp. KoMa). CHHAPOMET 0GHKHOBEHO e 00paTHM
clieJl CNHpaHe Ha MH(Y3HATA Ha eMYJICHSTA OT JIHIIEAH,

C Ha noJO H HEX "

CpofmaBaHeTo Ha MONO3HPAHHM HEWENaHH PEaklMH CiieJ] palpeiiaBaHe 3a ynorpeba Ha NEKapCTBEHHS
APOAYKT € BakHO. TOBA MO3BONABA Ja NPOLBIKK HAGMIONEHHETO HA CHOTHOIWIEHHETO TOA3A/PACK 3a
NIEKAPCTREHHA NPOAYKT. OT MEAHIMHCKATE CICHHANNCTR CE HIXCKBA /@ chobluaBaT Bcika noao3upaHa
HeXeJIaHAa peakums 4pe3 HalHOHANHATA CHCTeMa 3a cbobumlaBaie B H3mbjiHMTENHa areHUHs no
nexapcreara yn. ,Jlamsn I'pyee” Ne 8, 1303 Codms, Ten.: 435928903417, ye6eaiiT: www.bda.bg

4.9 Ipeno3npane

B cnyvalf Ha HeNMpaBWIHO NpHnaraHe ({PEO3HpaHe W/IH NO-BHCOKA OT NPENOphYaHATA CKOPOCT Ha
HH}y3HATa) MOXE Ja ce TIOABNT MPH3HAIH HA XHNEPBONCMHA H U038,

IpekomepHO 61p3aTa HHGY3HA WIH MPHIOKEHHETO HA HEMOAXOANLLO [oAM 00eM OT TPOAYKTa MOXE Ja
NPUYMHAT rajeHe, MOBPBINAHE, BTpHCAHE, rIaBoOMIHE, TMOpEliM BLAHW, XHMEPXHAPO3a H HapylleH
enextponuTeH 6ananc. B Takuea cmydad uHgy3uaTa HezabasHo Tpalea Ja ce cnpe.

AKXO CKOPOCTTa Ha HH(Y3HA Ha [IIOKO3ATA HALBHMIUM KIUPBHCE H, MOXKE fa Ce Pa3BHAT XHIEPIITHKCMHS,
TNIOKO3YPHS U XHIIEPOCMONAPEH CHHIPOM.

HamaneHata Wi 3aTpyIHEHa CIIOCOOHOCT 32 MeTa0ONHIAPAHE Ha INTHANTE MOXKE Jia IOBERE A0 CHHAPOM
HA MacTHO NMpPEeTOBAPBAHE, KATO HENOBHTE e(heKTH OOHMKHOBEHO ca OOpAaTHMH CleA CIIHPaHe Ka THOHAHATA
Hudy3us (BUXKTE CRINO ¥ Touxa 4.8).

B HAKOM TeKKO OPOTEKIH CIydaH MOXe 2 ca2 HeoGXOAMMH XEeMONHANH3a, XeMOodWITpauua WiH
XeMoaHaHITPaLM.

5. @®APMAKOJIOrHYHH CBOMCTBA

5.1 OapMakoIHHAMHYARA cBOHCTBA

GapmMaxkoTepanesTHYHS rpyna: PasTBop 3a NapeHTEpanHo XpaHEHe/CMECH
ATC xon: B0O5 BA10.

A30THOTO (L-aMHHOKHCE/IHHH) ¥ eHEPrHlHOTO {TIOK03a M TPUrIHOEpHIH) chabpxkatne Ha OJIMME]]
N9E no3ponsea Aa ce NOATbPXe aleKBATHO CHOTHOWIEHHE a30T / eHepruiiHOoCT.

Ta3u nexapcTeesa GpopMa ChIBPXKA U eREKTPONHTH.

EMyncuara Ha JunuaH, cbabpaxama ce B OJIMMEJI N9E, e cMec oT padMHHPAaHO MACIHAOBO MACHO H
pabuHHpaHo coero Macno (B ¢noTHoweRMe 80/20) ¢ NpHUOMBHTENHO CNERHOTC pasnpeAcneHHe Ha
MACTHUTE KHCEJTHHH:

- 15% nacureHn MacTHH kucemunu (HMK);

- 65% MoHOHeHacHTeHH MacTHH kucenund (MHeMK);,

- 20% nomMHEHACHTEHHN €CCHUHATHH MacTHH kncenuHH (ITHeMK);

CrorHomeHHeTo pocdonuminu : TpuriknepunH e 0,06.
MacaMHOBOTO MAcHo ChAbPika 3HAYNTEIIHH KONHIecTBa atda-Tokodepoll, KOHTO B KOMOHHALHA ¢ YMEPEH
npueM Ha [THeMK ponpunacs 3a nopobpsBaHe Ha npodrna no orHomernne Ha BuTamuH E, a cemo u 3a

HaMAJIABAHC HA NCPOKCHOAHPAHETO HA NHITHAHTE.

Pa3sTBOpPET HA aMHHOKHCENMHH cbabpika 17 L-aMuHokHcenuHH (BDOUHMTENHO 8 HezaMEeHHMH
BMHHOKHCEIIHHN), KOHTO ca HeoOX0AMMH npH CHHTe3a Ha OenTbim.
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AMHHOKMCETMHHTE €3 H3TOTHHK Ha €HEPTHA, KATO THXHOTO OKMCICHHE BOIH JO STHMHHHPAHCTO Ha A30T
mox ¢opMata Ha yped.

ITpodHABT HA AMHHOKHCETHHHTE € CIGHHUAT,

-  eCeHLHATHH aMEHOKHCENHHIW/ 001l aMHHokKHeennHH: 44,8%

- eceHUMANTHH aMHHOKUCENHHH {(g)/o6m asoT (g): 2,8%

-  AMHHOKHKCENIHHH C Pa3sKIOHEHA BEpHTa/00mo aMHHoKucenHuH: 18,3%.

H3T04HHK Ha BLIMEXHAPATH € [IoKo3aTa.
5.2 (MOapMRKOKHHETHYHH cBoiicTBa

Cocraekure Ha OJIMMEJN N9E (aMunOXHCENHHH, eNeXTPONHTH, IIIOK034, JIMIIHAM) C€ pasNpeneliaT,
MeTaDOMHIHPAT H SIMMHHHPAT [0 CHUHA HAYHH, KAKTO aKO Ce IPHIATAT OOTAERHO.

5.3 Mpeaxanauvey AaBRH 33 Gelonacnoct
He ca nporexnanu npeaknuHuyHy mmuTeanns ¢ OJTUMEJT N9E.

IMpessiEHHYHATE U3NUTBAHKA 33 TOKCHIHOCT, NPOBEASHH ¢ EMYNCHATA, ChAbpkama ¢e B OJTMMEJI N9E,
ca JaNHM JaHHH 33 NMPOMEHHMTE, KOHTO [0 MPaBIo ce HalMioAABAT NPH [IPHEM HA MONEMH KONHYECTBA
eMYNCHA Ha JIHITHAM: MacTHa HHGHATPAIHA HA YepHAR Apol, TPOMOOLMTONIEHHA H NIOBHILIEH XONECTEPON.

Ipe AKTHHHYHUATE M3MMTBAHMA, 38 IPOBESKAAHETO HA KOHTO Ca IOJI3BAHH PA3TBOPHTE HA AMHAOKMCENHHH
H Ha [II0KO03a, yuacTBami B cheraBa Ha OJIMMEJ] NYE, B pajiHYHA Ka9eCTBEHM H KONMYCSCTBEHH
CHCTABH, He ¢a [0KA3alii JAHHH 33 HAKAKBA CICHH(HYHA TOKCHIHOCT.

6. OAPMALNEBTHYHH JAHHH
6.1 CnBcok Ha DOMOUIHETE BEMECTBA

Kamepa ¢ eMyJicHa Ha JIAHAN:

npeducTeHy Aiueny pocdonunuay;
CIHLEPOT;

HaTpPHEB OJleaT;

HaTpHes XHApOKcHA (3a perynxpane Ha pH);
BOJIA 33 HEXKEKLMH,

Kamepa ¢ paiTBop Ha AMHHOKHCETHHY H ENEKTPOIUTH:
nejeHa olleTHA KHcenuna (3a peryamnpane Ha pH);
BOZ1A 33 HHIKEKLIHM;

Kamepa ¢ pa3TBop Ha [II0K038 ¢ Kamuuii:
XIOpOBOAOPOAHA KHCENHHA (32 peryaupane Ha pH);
BOJA 32 HHKCKLIAH;

6.2 HecneMecTRMOCTH

He npuGasaiite npyri JieKapCTBEHH NMPOAYKTH HIK BEMIECTBA KbM HAKOA OT ChCTABKHTE HA CAKA HIH KBM
FOTOBAaTa eMyNCHA, O3 MpeaBapuTENHO A8 CTe MOTBBPAWIH TAXHATA CLBMECTHMOCT H cTaOMIHOCTTA HA
nosiydeHarta cMec (B M8CTHOCT cTab¥IHOCTTa HA MACTHATA €MYJICHA ).

HecneMecTHMOCTH MOTaT A2 BB3HHKHAT, HAMPHMEP NOPAAH NPEKOMEPHO BHCOKS KHCENMMHHOCT {(HHCKkn pH

CTOHHOCTH) WM HENOAXOMAO ChABPKAHKE HA IBYBATeHTHH KatoHH (Ca’* u Mg?*), kouTo Morar na
AecTabHN¥3HPaT EMYJICHATA Ha THITHIH.
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KaxTo OpH BCIKa CMEC 33 NapeHTEpanHO XpaHeHe, TpAdBa Ja cé OTYHTAT CHOTHONICHHATE Ha Kanuuif H
docpatu. ITpexomeproTo aobasaHe Ha kammi U docdar, ocobeno moa popMaTa Ha MUHEDAIHM COJH,
MOXKe 13 acsene 0 dopmupane Ha kanuueso-$HocaTHH NPELMITHTATE.

OJIUMEJI N9E cbabpka KanmsHeBH HOHM, KOHTO KPHRT JOMBJIHHMTENEH PHCK OT MPELMIIHTHpaHe Ha
CRCHPELH B KPbB HIH KOMIIOHEHTH, TPETHPAHH/KOHCEPBHPAHH C AHTHKOArYJIAHTH.

ledTprakcon He TpaOBa na ce CMeCBA WIH NPHNAra ¢AHOBPEMEHHO ¢ PA3TBOPH CHABPAANIH Kasii,
sxmouutentHo OJIAMEI NOE, npez enxa » cbmEa wid)y3HOHHA cHCTeMa (Hamp. Y-o0paseH KOHEKTOp)
MOpa/# PHCK OT NPELMITHTALMS Ha uedTpHakCcOH-KanuHeBa con (Bk. Touky 4.4 1 4.5).

IMopanu pucka or npeurmrrauus QJIAMEII N9E He tpa6ea 1a ce npraara npes eHA H ¢BINA HHPY3IHOHHA
CHCTEMA HITH 13 C& CMECEA C AMITHIMIHH WIH GocieHHTOHH.

[MpoBsepere CHBMECTHMOCTTA C PA3TBOPH, KOHTO CE€ BBLBEXNAT ¢NHOBPEMEHHO mpe3 oI KoMmiexkT 3a
HHY3HA, KaTeThp WIH KaHIOna.

He nmpunaraiite npeay, €THOBPEMEHHO HIH CIe/l BJIMBAHE HA KPbB IIPE3 ChIATA CHCTEMA, MOPaaH PHCK OT
NICEBACATY THHALMA.

6.3 Cpox Ha rogaocT
2 rofiHHY, aKO 3AMHTHOTO (OIHO HE € HOBPEAEHO.

Cpok Ha roJHOCT cJie] MPHTOTBSHE:

[Tpenops4pa ce NPOAYKTHT A2 CE M3MON3BA He3a0ABHO CNEX OTBAPAHE HA HENOCTOAHHHMTE YILTHTHHTEH
MEXAY TpHTe KaMepH. BLApekH TOBa € YCTAHOBEHO, Ye paloTHaTA CTAOITHOCT Ha NIPHIOTBEHATA EMYICHS
¢ 7 aun npy Temneparypa ot 2°C mo 8°C r cnen ToBa ome 48 yaca NpH TEMNEPaTypH, KOHTO HE
Happumasar 25°C.

Cpox Ha roHOCT Ciell BHACAHE Ha [0OaBKy (e/IEKTPONUTH, MUKPOEIEMEHTH, BHTAMHHML, BUXKTE To4ka 6.6):
3a KOHKPETHH HPHMOTBEHH CMECH € YCTAHOBEHO, e pafoTHara cTabMnHOCT € 7 AHH DpH TeMnepatypa oT
2°C mo 8°C u caen Tosa ome 48 Haca mpH TeMIepaTypi, KOHTO He HaapuinasaT 25°C.

Ot MEKpOGHOTOTHYHE [JIEJHA TOYKA BCAKAKBY MPHTOTBEHN cMecH TpabBa aa ce nonssat HesabaBHO. Ako
He Ce H3M0N3Ba He3a0apHO, OTTOBOPCH 38 BPEMETO H YCIIOBHATA 34 paboTHO chXpaHeHHe MpeaH ynotpeda
€ MON3BaTeNAT, KaTo oOHKHOBEHO TO He MOXKE Ja HagBMasa 24 daca npd temneparypa ot 2°C o 8°C,
OCBeH ako npubaBSHETO HA [00ABKH HE € OCBLIIECTBEHO NPH KOHTPONMPAHH H JOKA38HO aCeNTHYHH
YCITOBHA.

6.4 CrHeunanpH YCAOBHE HE ChIDAHCHHE

Jla He ce 3aMpazsaBa.

Ja ce chXpaHARa B NOKPHBHHA TUTHK.

3a ycnOBHATA Ha CEXPaHCHHE Ha NPHIOTBEHHA NEKapcTEeH MPOAYKT, BIXTE Touka 6.3.

6.5 BaaHcLAbpXINAE HA OLEKOBKATA

CaxsbT ¢ 3-1¢ KaMepH € Top0OMYKa OT MHOrOCnoiliHa mnacTMaca. BeTpemHusT (KOHTaXTHUAT) crioll Ha
MatepHana, oT KoiiTo e w3paGoTeH cakeT, € cMec OT NONHONe(hHHOBH KOMONHMEPH H € ChBMECTHM ©
pasTBopa HAa SMHHOKHCE/IHHHM, C [JIOKO3HHME Pa3TBOp H ¢ NMNHAHATa emyncud. [lpyrure cinoese ca

HAIpaseHH OT roueTwien BHHMNaterar (EVA) H ot kononuecTep.

Kauepam € III0K032a € cCHalaeHa ¢ MACTO 33 HHXCKTHpAHS, KOETO CE NON3BA 34 npnﬁamme Ha aofaBkHTe.
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Kamepata ¢ aMHHOKHMCENMHHTE € CHa0ZeHA C MICTO 33 BhBEXIAaHe, HA KOETO C€ MOCTABA IHITBT HA
nH{Y3IHOHHATA CHCTEMA.

3a na ce MpeNOTBPATH KOHTAKT C Bb3AYXa, CAKLT ¢ ONAaKOBAH B APEINAalbBall OT OKKCIABANE [MOKPHBEH
IUTHK, KOHTO CHABPXKA IIHKYE ¢ 286cOopOeHT 3a KHCIOpOZ.

ToneMuHHA HA ONIAKOBKATA:
cak 1000 ml: 1 xamoH ¢ 6 caka; 1 kamoH ¢ 5 caka

cak 1500 ml: 1 xawoH ¢ 4 caxa; 1 kamion ¢ 5 caka
cak 2000 ml: 1 xauoH ¢ 4 caka; 1 xainoH ¢ 5 caka
1 cak ot 1000 ml, 1500 ml u 2000 ml

He BcHKH BUAOBE ONAKOBKH MOTAT Aa 6BAAT IycHAaTH B nMpojaxba.

6.6 Cneunansu NpeANa3AE MEPKHE NPA B3XBLpJSHE B paboTa

3a 113 OTBOpHTE

OtcTpaHeTe NpeAnasHHA NOKPHBEH IUIHK.

Haxenpnere mnuk4ero ¢ abcopbenTa Ha KHCIOpOA.

Yeepere ¢e B LIENOCTTAa HAa CAKA W HA HEMOCTOSHHMTE YILTLTHHTENH. [lonspaliTe caMo, ako CAKBT HE €
MOBPENEH, AKO HETIOCTOSHHHUTE YIUIBTHHTENH ¢ HEMOKLTHATH (T.€. HAMA CMECBAHE HE ChILPXKAHHETO HA
3-7¢ kaMepH), aKe Pa3TBOPHT HA AMHHOKHCEHHH H PasTBOPET HA III0K034a ¢a GHCTpH, 6e3LBeTHH WK NeKo

KBITEHHKABH H IPAKTHYSCKH He ChALPKAT BHAMMH YACTHILH, H AKO eMYJICHATA Ha JIMIMAK € XOMOTCHHA
TeYHOCT, TOAOOHA HA MIIAKO.

CMecpaHe Ha pa3TBOPUTE M EMYJICHATA

Koraro paskbeBare HeGOCTORHHHTE YIUTETHHTEH, YBEPETE Ce, 9 NPOAYKTSHT € CLC CTalHa TeMIeparypa.
HaswiiTe caka OKONO CAMHR HEro, Karo 3alo4YHETe OT BPbXHATa My 4acT (OT Kpas 3a 3akayBaHe).
HenocTosHHMTE YILTHTHUTENY [Ie H3YE3HAT OT CTPaHaTa B OM30cT ¢ BXxoaRuTe oTBOpH. [Ipoak/brasalite
Jla HABHBATE CAKA, JOKATC YIUTHTHUTEIIMTE Ce OTBOPAT NPHOIH3HTEIHO A0 NONOBHHEATA OT IbJDKHHATA CH.
CMecere, Karo 00bpHETE caxa Haff-MaTko 3 WbTH Harope-Hagouy.

BLHIIHMAT BH HA CMECTA CiTe, MPUrOTEAHE € KATO Ha XOMOTEHHA, NoNoOHa HA MIAKO eMYJICHA.

ABKH

O0eMBT Ha Caka e JOCTATHIEH, 3a 1A [03BONH Jia ce MpHOARAT K0OaBKH, HAIIPHME] BUTAMHHH, SICKTPONHTH
H MHKPOEJIEMEHTH.

BeaxakBH 500aBkH (BKIIOUHTENIHO BHTAMMHH) MOFaT JA C& BXTIOYAT KBM Beue NPHTOTBEHATA cMec (cnex
KaTO €a OTBOPCHA BPEMCHHHTE YIUTHTHHTENH H C/IEH KATO CE CMECH ChABPKAHHETO Ha 3-T¢ KaMepH).

BuraMHHHTe MOXe Ja ce A06ABRAT CBHIIO H B KAMEPATa ¢ TIIOK03a, PEAH CMECTa Aa C¢ NPUToTeH {MpeaH
Jia ca OTBOPEHH HEMOCTOAHHHTE YILTHTHUTENR H PN AA C¢ CMECH CHARPAKAHAETO HAa TPHTE KAMEPH).

INpu poGapane HA TPOAYKTH KBM PRIHOBHAHOCTHTE, ChOBPKAINM ENEKTPOIMTH, Tpa0Ba Aa ce B3eMe NIOJ
BHHMAaHHEe KOMHYECTBOTO HA &ITEKTPONIHTHTE, BETE HAJIMYHY B caka.

INMpubasgHeTo Tpabsa ma cTaBa MPH ACENTHYHH YCJIOBHA H OT KBaIH(HIMPAH WieH Ha NEPCoHana.
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KuM OJIMIMEJT N9E Moxke na ce noGARAT N e1eKTPOIHTH, ChITIACHO NOKA3aHATa No-nouy Tabuua:

Ha 1000 mi
Bxmovuena Maxcamanno Jonbandrenno | Maxcumansa ofma

KOHNEATPANBES BHACHHE KOHNCATPAINR
Harpnit 35 mmol 115 mmol 150 mmol
Kanuit 30 mmol 120 mmol 150 mmol
Marnesnit 4.0 mmol 1,6 mmol 5,6 mmol
Kanimesn katvoHu 3,5 mmol 1,5 (0,0 mmol 5,0 (3,5™) mmol
gsggzl-:lmnu ¢ mmol 3,0 mmol 3,0 mmol
OpraxHnysy pocdaru 15 mmol® 10 mmol 25 mmol®

*CTORHOCT, CLOTBETCTBAIA Ha J00ABEHHTE HEOPTAHHIHH pocaTH
® Brimousa ocatHTe, OCHIYPEHH OT eMYJICHATE HA JTHITHIH.

Mukpoenemenmu u eumamunu;
CrafunHocTra € JOKalaHa ¢ HAMMPAIM Ce B npoiaxba NMPOOYKTH Ha BHTAMMHH K MHKpOETIENEHTH
(ceaBpkany go 1 mg xenszo).

JlaHHH 33 CHBMECTHMOCT C ZpYFH J062aBKH MOME /12 C& IPEAOCTABRT IIPH NIOUCKBAHE.

Tpu BHAacaxe Ha no6Gapku KpaliHHAT OCMONApHTET Ha cMecTa TPAGBa Na ce M3MEPY NpeaH NpUaaraHeTo i
Ipe3 nepHgepHa BEHA.

3a H3BBpIIBaHE HA ACOABAHETO:

- Tpatea na ce cna3BaT aceNTHIHM YCTIOBHS;

- [loarorsere MACTOTO 32 HIKEKTHPAHE HA CAKA;

- [poGonere MACTOTO 32 HIDKEKTHPAHE H HIDKEXTHPAlTe NOGABKHTE, KATO NOIIBATE HIa 32 HHKEKLIMH
HaM ycTpoHCTBO 33 paspexnaHe;

- CueceTe chALPKAHHETO HA caka ¢ JobaBxuTe.

ITpuroreane Ha HHDYINATa

Tpsabpa na ce cna’Bar aceOTHYHM YCIIOBHA,

Okauere caka.

OrcTpaHeTe IIACTMACOBATA 3ALLMTA OT OTBODA 38 IPHIOKEHHE.

Bxkapaiite 3apaBo muna Ha uHGY3IHOHHAS KOMILIEXT B OTBOpA 33 NPHNOXEHHE.,

Hpunoxenue
Cawmo 3a eaHoKpaTHa ynotpeba.

Fipunaraitte mpogykTa camo ciiel KATO HEMOCTOARHHTE YTUTHTHHTENH MEX/Y 3-Te KAMEPH Cce OTBOPAT H
CJIE[ Karo C€ CMECH CLIBPXKAHHETO Ha 3-Te KaMepH.

Yepere ce, ue kpaliHaTa HH$YIHOHHE EMYICHA He MIOKA3BA HUKAKBH BHIAMM NPH3HAITH Ha paznensHe Ha
dazuTe.

Crien oTsapaHe Ha caka ChABPKAHHETO My TPOBa Aa ce ynoTpe6H HesabasHo. OTBOPCHUAT CaK B HHKAKELB
Cry4ali He TpAGBA Ja ce ChXPaHABA 32 MOCELBANIA HHOY3IHA.

CakoBere 1a He ce CBBP3BAT B CEPHH C LEN Aa ce H36erHe BBLIMOXKHOCTTA OT BB3AyIHA eMOOmHA,
TIPHIHHEHS OT OCTATHYHHA BB3AYX4, ChABPKAIR C€ B TbPBHA Cax.

Heu3znon3saHuAT [MPOAYKT H OTNATLYHHTE MATCPHATH OT HEr0 H HAMOJI3BAHHTE MEHLHHCKH
Tp’lGBa A# C€ H3IXBBPNAT B CHOTBETCTBHE ¢ MECTHHTE H3IHCKBAHUA.
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7. NPHTEXATEJ HA PASPEMIEHHETO 3A YIIOTPEBA

Baxcrep Brarapus EQOOJY

Oyn. brurapss 45

1404 Codua

Briraphs

8. HOMEP(A) HA PASPELIEHHETO 3A YNNOTPEBA

Per. Ne: 20100294

9. JATA HA IIbPBO PA3ZPEINABAHEMOZHOBABAHE HA PA3ZPEHIEHHETO 3A
YIHOTPEBA

Hara Ha mopBo paspemasade: 29 anpun 2010 1.

JlaTa ¥ amocneaHo nopHoegsaxe: 31 mapr 2014 r.

10. JATA HA AKTYAJHNIHPAHE HA TEKCTA

01/2026
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