1. HME HA JIEKAPCTBEHHSA ITPOAYKT

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

OJIMMEJI NSE uH}y3uoHHa emyJicus
OLIMEL NSE emulsion for infusion

2. KAYECTBEH A KOIMYECTBEH CBbCTAB

A0 L0228 5

6 Y2Ey

12 -05- 2025

OJIMMEJI NSE ce npemnara noa ¢opMara Ha 3-kaMepeH cak. Bceku cak ChbAabpaKa pa3TBOp Ha IVIHOKO3a M
KaJILIMH, pa3TBOpP HA AMHHOKHMCEJTMHHU U IPYTH €JIEKTPOJIUTH M EMYJICHS Ha JIMITH/IH, KAKTO € OMMUCAHO MO-J0JTy:

CbabpxaHHe B eJHH CaK

1500 ml | 2000 ml | 2500 ml
28,75 % pa3TBop Ha rimoko3a (crorBercTBa Ha 28,75 g/100 ml) 600 ml 800 ml 1000 ml
8,2 % pa3TBOp Ha aMHHOKHCeUHH (choTBeTcTBa Ha 8,2 g/100 ml) 600 ml 800 ml 1000 ml
20 % emyncus Ha nunuaM (cboTBetcTBa Ha 20 g/100 ml) 300 ml 400 ml 500 ml

Cnen cMecBaHe Ha CHIOBPXAHMETO Ha 3-Te KaMEpH ChCTaBbT Ha rOoTOBAaTa €eMYJICHA € JaJieH B Cle/HaTa

TabNMLA 3a BCEKH OT pa3/IMYHUTE pa3MEpH CakoBe,
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AKTHBHH BellecTBA 1500 ml 2000 ml 2500 ml
Pa¢uHHpaHO MacTHHOBO Macjio + pahUHHPaHO COEBO MaclIo" 60,00 g 80,00 g 100,00 g
AnaHuH 7,14 g 9,52 ¢ 11,90 g
ApruHuH 4,84 g 6,45 g 8,06 g
AcrnapToBa KMCEJIHHA 1,43 g 1,90 g 2,38 ¢
['TyTaMHMHOBa KMCETUHA 247 g 3,20¢ 4,11 g
[ MUuMH 342 ¢ 4,56 g 5,70 g
XHUCTHIUH 2,95 g 393 ¢ 491 g
HzoneBumH 2,47 g 3,29 ¢ 4,11 g
JleBuuH 342 ¢ 4,56 g 5,70 g
JIn3uH, 3,88 g 5,18 g 6,47 g
(EKBMBAJIEHTEH HA JIM3UHOB aLIeTar) (5,48 g) (7,30 g) (9,13 g)
MeTHOHHH 247 g 3,29 ¢ 4,11 g
deHunalaHuH 342 ¢ 4,56 g 5,70 g
[IponuH 295 ¢g 393 ¢g 491 g
CepuH 195 ¢ 2,60 g 3,258
TpeoHuH 2,47 g 3,29 ¢ 4,11 ¢
TpunrodaH 0,82 ¢g 1,10 g 1,37 g
Tupo3uH 0,13 g 0,17 g 0,21 g
BanuH 3,16 g 4,21 g 5,26 g
Hatpues auerar, Tpuxuapar 224 g 2,99 ¢ 3,74 g
Hatpue rimuuepodocdar, xuapaTtupas 5,51 g 7,34 g ) ﬁg
Kanues xJi0pua 335¢ 4478, "' LT AN
MarHe3HeB XJIOpH/I, XeKCaXHIpaT 1,22 g l,6%i'g’ DAl A
KanuueB XJI0pua, AUXHAPAT 0,77 g 1,03 g/ -"_:-'_'1;29 2\ <k \
[moko3a 172,50 g 23(1;;00._'_g' 1 287,508 | 1
(eKBMBAJIEHTHA HA I'TIOK03a MOHOXHpPAT) (189,75¢g) | (25 500 3).; | (,3111.6,2-5 g)
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* CmeC OT padMHMpaHO MAcIHHOBO Macno (mpubmminrenso 80%) M paduHHpaHo COeBO MAcio (MPHONHIKTETHO
20%), ChOTBETCTBAINE HA CHOTHOMECHHE 20% Mex Ty HE3aMEHHMH MAaCTHU KACENHHH KbM TOTJTHH MaCTHHA KHCEITHHH.

3a TEJIHKA CIHMCHK HA MOMOLIHHUTE BEIIECTBA BIOKTE Touka 6. 1.

3a BCEkH OT pa3MUYHHUTE NOJIEMHMHH OMAKOBKH I'OTOBATA EMYJICHA OCHIYPABA:

1500 ml 2000 ml 2500 ml

JIunuaM 60 g 80 g 100 g

AMHHOKHCEJIHHH 49,4 ¢ 65,8 ¢ 823 ¢

A30T 1.8 g 10,4 g 13,0 g

I'moko3a 1725 ¢ 230,0 g 2875¢g

Exnepruina ¢cTOHHOCT:

O61a kanopuitHoct, mpuba. 1 490 kcal/g 1980 kcal 2480 kcal
HebentbyHa KanopHAHOCT 1 290 kcal 1720 kcal 2150 keal
KanopuifHOCT OT rioko3a 690 kcal 920 kcal 1150 kcal
KanopuitsocT ot nunuay 600 kcal 800 kcal 1000 kcal
CroTHOWEHHE He-OeTE4Ha 165 kcal/g 165 kcal/g 165 kcal/g
KaAJIOPHHAHOCT/a30T
CroTtHolueHne KanopuiHOCT OT 53/47 53/47 53/47
FIMIOKO3a/KANIOPHHHOCT OT JIHIIHIH
Jiunuan/o61ma KaIopHAHOCT 40% 40% 40%

EnexTponuTH:

Hatpui 52,5 mmol 70,0 mmol 87,5 mmol
Kanuit 45,0 mmol 60,0 mmol 75,0 mmol
Marsesui 6,0 mmol 8.0 mmol 10,0 mmol
Kanimit 5,3 mmol 7,0 mmol 8,8 mmol
®ocdaru 22,5 mmol 30,0 mmol 37,5 mmol
Aueratu 55 mmol 73 mmol 91 mmol
XJ1opHaH 68 mmol 90 mmol 113 mmol

pH 6,4 6,4 6,4

Ocmonapurer 1 120 mosm/l | 1120 mosm/I 1120 mosm/I

* BRIOYBA KAOPHH OT NMPEYHCTEHH AitdeHH GochOoHNMHAH
b Bxmoysa pochaTaTe, OCHIYPEHH OT EMYJICHSTa Ha THITHAH

3. JIEKAPCTBEHA ®OPMA

Cnen mpurorBaHe:
HHdy3uOHHA EMYICHA.

BobHIUEH BUA NpegH IPUTCTBAHE:

- Pa3sTBOpMTE Ha IIIOKO3a H HA AMHHOKHCETHHH Ca OUCTPH, Oe3lBEeTHH WU cnabo oLBETEHH B XKBJITO.

- EMyfcusTa Ha JIMITHIM € XOMOreHHA M MIIEUHOOAA Ha LIBAT.

4. K/INHHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKAIAHAN




OJIMMEJI N5E e noka3aH 3a napeHTEpalHO XpaHEHe Ha Bh3PACTHH M Jieua IMO-roNeMH OT 2-rogHInHa
BBE3PACT B CITyYaHTe, KOTATO NEPOPATHOTO HIK €HTEPAJIHOTO XpaKeHe ¢A HEBB3MOXKHH, HEJOCTAThLYHH MU
MPOTHUBOIOKA3HH.

4.2 I03HpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3rnpoBka
He ce npenopbusa ynorpebara Ha OJIMMEJI NSE npu aeua nox 2 roAMHH, NOPAAM HEMOIXOMAIHA MY
CBECTaB M 06eM (BiDkTe Toukd 4.4, 5.1 1 5.2).

He TpsabBa na ce npepHinaBa JOTYyNIOCOYEHATA MAKCHMANTHA AHEBHA 103a. [Topany HeMPOMEHIHBHS CHCTAB
Ha MHONOKaMEPHHA CakK € Bb3MOXKHO Ja HE MOrar ja C¢ 38J0BOJIAT €AHOBPEMEHHO BCHYKH XPaHHTETHH
HyX/JH Ha NaLHeHTa. BB3MOXKHM Cca KIMHHYHH CHTYSUHH, MPU KOMTO IAIHEHTHTE C€ HYXIAfT OT
KOTHYCCTBA XPAHHTEIHH BELIECTBA, KOUTO CE€ PAIMYABAT OT HEMPOMEH/IHBHA CHCTAB HA caka. B Takbs
CITy4aH, IIPH KOpHTHpaHeTO Ha obeMa (no3ara) TpabBa Aa ce B3eMe NpelaBra KpalHHAT eekT, KOWTO TOok
ie HMa BBbPXY JO3HPAHETO HA BCHYKH OCTaHAIM XpaHHTeNHH KoMnoHeHTH Ha OJIUMEJI NSE.

Ilpu ev3pacmnu
H03HpOBKATA 3aBHCH OT EHEPrHifHUTEe NOTPeOHOCTH Ha MALHEHTA, OT KITMHHYHOTO CHCTOAHHE, TEIECHOTO
TErJI0 H OT cnocobHocTra Aa Metabonmsupa cecraskure Ha OJIMMEJI NSE, kakro # oT JONMWIHHTENIHO

BHECEHMTE MEPOPATHO/CHTEPATHO €HEprus HWaH nporewHH. Eto 3amo obeMbT Ha caka TpsaOpa jxa ce
nmoadbupa crobpaszHo.

CpenHHTE NHEBHH HYKJIH CA:
- 0,16 mo 0,35 g azor/kg TenecHa maca (1 a0 2 g aMHHOKHMCEeNTUHWKE) B 3aBHCHMOCT OT XpaHUTE/THHUA

CTaTyC Ha MAL[HEHTA H CTEMEHTa Ha KaTabo/IMTeH CTpec;
- 20 go 40 kcal/kg;
- 20 po 40 m! reunocr/kg wm 1 mo 1,5 ml Ha Bcaka H3pasxonsaHa kcal.

MaxcumanHara nueBHa no3a Ha OJIMMEJI NSE ce onpegens ot sHeceHuTe Teunoctr, 40 ml/kg, koero
cboTBeTcTBa Ha 1,3 g/kg amuBokMcenunm, 4,6 g/kg rmokosa, 1,6 g’kg munmuaum, 1,40 mmol’kg Harpuit U
1,20 mmol/kg xanuit. 3a nauueHT ¢ TenecHa Maca 70 kg T4 me 6nae paBHa Ha 2800 ml OJIMMEJI N5SE
AHEBHO, MpPH KOETO ce€ BHAcAT 92 g amuHokHucenuHH, 322 g rmokoza M 112 g nunuam, T.€.

2408 HenporenHosH kcal # obwo 2772 kcal.

OO6UKHOBEHO CKOPOCTTA HA BNMBaHe TpAOGBa n1a ce yReJMyapa MOCTENECHHO Npe3 MbPBUA 4Yac, Clie] TOBa Ja
ce peryJidpa, Taka Y€ [a ce OTYMTAT NpHIaraHaTa 103a, JHEBHUAT 06eM Ha BIHBAHE H IPOABDKHTENHOCTTA

Ha HH)Y3HATA.

Maxcumannara ckopoct Ha BauBaHe Ha OJIMMEJI NSE e 2,1 ml/kg/yac, koero croTBercTBa Ha 0,07
g/kg/qac aMmHHoxucenuuy, 0,24 g/kg/uyac rmokosa u 0,08 g/kg/yac murmunm.

IIpu deya na ev3pacm nao 2 200uHU U WHOWU
He ca npoeexxaaHH pOyYBaHUA ITPH NEAUATPUYHA TMOITYIALIHS.

JlO3UpOBKATA 38BHCH OT €HepruifHHTe NoTpebGHOCTH Ha NalMEHTa, OT KTHHHYHOTO CBCTOAHHE, TENECHOTO
TErNIo H OT cnocobHocTTa Ja MeTaboymsupa ceetapkure Ha OJIMMEJ] NSE, kakTo # OT AOITBJIHUTEIHO

BHECEHHTE NEPOpaNHO/EHTEPATIHO €HEeprus WM MpoTeMHH. ETo 3amo oGemMbT Ha caka Tpabma aa ce
noabHpa crobpasHo.

OCBEH TOBa AHEBHHUTE HYXKAH OT TEHHOCTH, a30T H €HEprud HaMallABaT HEMMPEKbCHATO C YBEJIMYABAHC HA
BB3pacTTa. BaeTu ca npeaBrA ABe BB3pacTOBH Ipyny, oT 2 o 11 ronuHu # ot 12 fio 18 romhie——— \

[Ipu OJIMMEJI NSE u 3a nBere onMcaHHd IMO-rope NeAHATpHUYHH BbH3PACTOBH I'D
¢akTOp € MarHe3HeBOTO ChALPHXAHUE 38 AHEBHa N03a. BbB BB3pacTOBaTa rpyn
OrpaHHYaBAlHAT GaKTOP 38 CKOPOCTTA Ha MPUIOKEHHE HA Yac € KOHLCHTpalKuITa ;EJI}ORQS& H Jmm-mh




Bue pp3pacToBara rpyna ot 12 no 18 rogunu orpaHHYaBammMAT $aKTOp 3a CKOPOCTTA Ha TIPWIOKECHHE Ha
Hac € KOHLICHTpaluATa Ha rmoko3a. [lo-aomy e nokaszaH pe3ynTaHTHHAT TPUEM:

Ot 2 go 11 roarHR Ot 12 po 18 roaunn

CocraBka Ilpenopruana OJIMMEJI NSE [IpenopruaHa OJIMMEJINSE
CTORHOCT? MaKCHMaJIeH CTORHOCT? MaKCHMAJIeH
obem obeM

MaxkcaManna fHeBHA 2032
Teanoctu (ml/kg/nen) 60-120 33 50 - 80 33
Amunokucenunu (g'kg/men) | 1-—2 (no2,5) 1,1 1 -2 1,1
['moxo3a (g/kg/nen) 1,4 -8.6 3,8 0,7-5,8 3,8
JIununu (g/kg/nen) 0,5-3 1,3 0,5 -2 (mo 3) 1,3
Obina eHepruiiHocT
(keal//kg/nen) 30-75 32,7 20 - 55 32,7
MaxcuMainaa CKoOpocT Ha HEQYy3HS
OJIMMEJI NSE (ml/kg/4ac) 3,1 2,1
AmHHOKHcenuHH (g/kg/ yac) 0,20 0,1 0,12 0,07
I moko3a (g/kg/ gac) 0,36 0,36 0,24 0,24
Jlumian (g/kg/ yac) 0,13 0,13 0,13 0,08

* Ilpenopbuanu crodtHocTH ot 2018 ESPGHAN/ESPEN/ESPR Guidelines

OOHKHOBEHO CKOPOCTTa Ha BIIHBaHE TPAGBa Ja Ce yBeJMYaBa MOCTENEHHO Mpe3 IMHPBHA Yac U TpabBa a
C€ pCryIHpa Taka, 4e Ja Ce OTYMTAT NPHIAraHaTa 103a, AHEBHUAT 00eM Ha BIIMBaHe H MTPOABDKHTEIHOCTTA

Ha UH(Y3HATE.

Ilo npuHLME ce mpenopb4ea HHQY3HATA NMpH Malky AeLa O3 3alOYHE ¢ HHCKH IHEBHH A03H H O& Ce
YBC/IHYaBa NOCTENCHHO A0 NOCTHIaHe HA MAKCHMAJTHATA AO3UPOBKA (BHXKTE ITO-rope).

MeTon ¥ MPOALIDKUTENHOCT Ha MPHIOKEHHETO

Camo 3a eaHokpaTHa ynortpeba.

IIpenopbuba ce ciiesl OTBapAHE Ha caka ChABPKAHUETO Ja Ce H3M0JI3Ba He3a(aBHO M 1@ HE Ce ChXpaHsBa
3a NocieAraila HH)y3H4.

Cnena mpyroTsgHe, BRHIUHHAT BHI Ha CMECTTA € XOMOreHHa, oao0Ha Ha MIISKO €MYJICHS.
3a yka3zaHHS 3a NPHIOTBAHE H paboTa ¢ HH(Y3IHOHHATA EMYJICHA, BIDKTE TOYKA 6.6.
ITopanu Bucokus cu ocmonapuret QJIMMEJI NSE Moxe Aa ce MpHiara caMo rpes LIEHTPATHA BEHa.

IIpenopryHTEIHATA MPOAL/DKMTETHOCT Ha MH(Y3HATA HA €JHH CaK 34 MapeHTEPaIHO XpaHeHe e Mexcay 12
H 24 yaca.

[IpHnaraHeTo Ha NMapeHTEpaIHO XpaHEHE MOXKE /a8 NMPOABL/DKH TOIKOBA ABIrO, KOJKOTO € Heobxoaumo
Criopell KIMHHYHOTO ChCTOAHMUE Ha MAllHeHTA.

4.3 IlpoTrHBONOKA3IAHAY

Ynotpebara Ha OJIMMEJI NSE e nporHBONOKa3HA NPH CIAEOHHTE CHCTOAHHA:
- Ilpu npexaeppeMmerHo pogecHH 6ebeTa, KbpMayeTa | Aeua rnoj 2-roaMillHa Bb3pacT; \
- CBPBXYYBCTBHTENIHOCT KbM AYEH, COEB H bCTHYEH MPOTEHH, WIH LAPEBHUA/LApEBYIHY Hpowlgﬂ \

(B2K. TOUKA 4.4), MM KBM HAKOE OT AKTHBHUTE FJIM IOMOLIHHTE BELICCTRA, W36 ”i'r 6:21; NG
- BponeHH aHOMaIHM Ha MeTa6onM3Ma Ha AMMHOKHCETHHHY; T
- Texxa xunepnunmuaeMus WIM TEXKKH HapyileHHA Ha MeTabonu3Ma Ha THIMA ,idpachépHaHpamn i_, )
CE C XMMEPTPHUTTHLEPHACMHS; G T
- Texka xMnepriukeMus, Y N T
w}’}‘?r b‘a”s::"}e
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- ITaTonmorH4no BUCOKH IUIA3MEHH KOHLIEHTPALMHM Ha HaTpui, kamuii, MarHe3u, Kasmii WHiu ¢gocgop,
4.4 Choennaann npeiynpexieHns H NpeANA3AR MEPKH OpH ynorpeba

[IpexoMepHO 6BP3UAT NpKEM Ha Pa3TBOPH 3a TOTAIHO NapeHTepaitHo xpaHeHe (T11X) moxe na nosene a0
TEXKH WIH QAaTanHH NOCIeACTRHA.

HAudysuara 1pabea He3zabaBHO Oa ce chpe NpH NosfBa HA MATOJOTHYHH MPH3HALM WIH CHMITTOMH 3a
anepruyHa peaxuds (KaTo OTOK, BHCOKA TEMIIEpaTypa, BTpHcaHe, rjaBobonue, KOXKHM ODpPHBH MM
aucrHen). To3u JekapCcTBeH NMPOAYKT ChObpXa CoeBO Maciao H sAdveHn ¢oconunuau. CoeBHTE H
fifYeHHTE MPOTEMHH MOraT [a MNPHYHHAT peakudMM Ha CBpbX4YyBcTBHTENHOCT. Habmonaeauu ca
KPBCTOCRHH AJIEPrHYHY PEaKLUH Ipy yroTpeba Ha coeBH U PBCTHYEHH MPOTEHHH.

OJIMMEJI NSE cpappka rimoko3a, H3BIEUYECHA OT LAPEBHLA, KOATO MOXE Aa NMPHYHHH PEAaKLMH Ha
CBPBXYYBCTBHTETHOCT MPH MALMEHTH C AJIePrus KhM LIApeBHLIA H LIApEeBHYHH MPOXYKTH (BXK. TOUKa 4.3).

[ledpTpHakcoH He TpaAOBa Na ce CMecBa WIM Npwiara €AHOBPEMEHHO C HHTPABEeHO3HH pa3TBODH,
CBAbPKAINM KaNUMi, JOPH TNpe3 palIHYHM HMHPY3HOHHH CHCTEMH HJIH MeECTa Ha HH(QY3HpaHe.
LledTpHakcoH U pa3TBOPH, ChABPXKALIH KANLMKA, MOTaT [a ce NpWIarar NnocieA0BaTe/HO, aKo Ce H3NO3BaT
pa3IMyHH HHOY3HOHHHM CHCTEMH HA pa3ziH4YHM MecTa WIH HHQY3HOHHHTE CHCTEMH Ce MOIMEHAT WIH Ce
MPOMHAT LUATENHO ¢ (PH3MOJOIHUEH COJIEBH PasTBOp MexXDy HHQY3MHTEe C LeN NpPeAOTBPAaTABAHE Ha
npenunATaunsa. [IpH nauMeHTH, H3UCKBAIIM HeNMpeKhcHaTa HH(py3Ha Ha pa3TBopH 3a TILX, cpabpkaimny
KanlUMi, ce Npenopb4Ba MEAHIMHCKMTE CMNELMANHCTH Aa OOMHCIAT ynorpebara Ha anTepHATHBHH
AHTHOAKTEPHATHH JICYECHUA, KOMTO HE HOCAT MOoAoOeH pHMCK OT mpeuunuTainui. Ako ynorpebara Ha
1epTPHAKCOH C€ CYHTa 38 HeoOxoAuMa NMpH NaUKWEeHTH, H3IHCKBALIM HEMPEKBCHATO XPAHEHE, Pa3TBOPUTE 32
TITX 1 uedTpHAKCOH MOTaT Aa ce TPUIAraT ¢AHOBPEMEHHO, MAKAP M MIPE3 pa3TH4HH HHQY3HOHHH CHCTEMH
Ha pa3lIHYHH MecTa. JIpyra Bb3MOXKHOCT ¢ MHQY3HATa Ha pa3TBopa 3a TIIX na ce cnpe, NOKaTo Tpae TasH
Ha Uc(TPHAKCOH, KATO C€ WMA MpEBHI CHBETHT 32 NMPOMHBAHE HA HWH(Y3IMOHHHTE CHCTEMH MEKIY
pasTBOpHUTE (BK. TOUKH 4.5 1 6.2).

CpobmaBa ce 3a 6en0apOGHOCHIOBH MpEllMNMTATH, NpUMHHABAK GenoapobHochaOBa eMOonmd H
pECIMPATOpEH AUCTPEC, MPH MALMEHTH, TPHeMAlLHd MapeHTepanHo XpaHeHe. B HAKOM ciry4YaH ce CTHra 0
neraneH u3xoA. IIpekomepHoTO Ao6aBiHE Ha Kanuuii H ¢ochaTH yBenuyaa pucka oT oOpasyBaHe Ha
NPEUKNATATH OT Kanuues ¢ocar (BxK. Touka 6.2).

Cw00InaBa ce ChLIo 3a CbMHEHHE 38 06patyBaHe Ha IPELMITUTATH B KPBBOOOPAILEHHETO.

OcBeH Ornefa Ha pasTBOpa, HH)Y3HOHHATA CHCTEMa M KaTeThphT TpAOBa CHILO Aa ce MPOBECPABAT
EPUOAHYHO 38 HIPCLHITHTATH.

Axo ce MPOABAT NMPU3HALIM Ha PECTTHPATOPEeH JAUCTpec, HH}y3uATa TPAOBA ia ce CNpe U Aa C¢ OCHILCCTBH

METHLIHHCKH Mpernes.

Ila He ce nobGaBaAT APYrd MPOAYKTH HIH CyOCTaHIIMM KhM HAKOH OT KOMIIOHEHTHTE Ha Caka HWIH KbM
NpUroTeeHaTa eMysicus, 6e3 npeau Toea Aa ce NMOTBBPIM TAXHATA ChBMECTHUMOCT H cTaOHMNHOCTTA HA

MoJTy4eHaTa cMec (B 9ACTHOCT, CTRGHIHOCTTa Ha MACTHATA EMYJICHS). OO0pa3yBaHeTO Ha NPELHITHTAaTH HITH
necTabIIM3HPAHETO Ha MACTHATA EMYJICHA, MOXKE 1a IPHYMHH CHAOBA OKITY3Hs (BHXKTE TOUKH 6.2 u 6.6).

Te)KKH HApyLICHHA Ha BOJHO-EJIEKTPOIHTHHA 6anaHc, TeXXKH ChCTOAHHA Ha MPETOBapBaHE C TEHHOCTH, &
ChIIO M TEKKH METaGONHTHY HApYIUEeHHs TPA6Ba Aa Ce KOPUrHpaT NMpe/M 3anoysaHe Ha HHQY3HATA.

[Tpu 3anoysaHe Ha HHTPABEHO3HATA HHOY3HUA € HEOOXOAUMO CNCUHAITHO KTHHHYHO HabmoaeHue.

MHpeKLH M CENCHC OT MACTOTO Ha CBAOB JOCTHII € YCIOKHEHHE, KOETO MO2Ke 1a HACTBITH P NAUKCHTH
MO/My4YaBallid MapeHTepaIHO XxpaHeHe, 0COo0EHO NpH CiiyyaH Ha JIoWIO MOAABLP "j{q\ ATETPATE,

HMYHOCYTIDECHBHH BB3/CHCTBHA Ha 3a60nsBaHe WIH MEIHKAMEHTH. BHuMarenH g%ﬂw _ a\
NPU3HALM, CHMIITOMM M pe3ydTaTd or JabopaTopHH TECTOBE 3a BMCOKA eMIT p@Wmh?;ﬂ Al
JIEBKOLIMTO3a, TEXHWYECKH YCI0XKHEHHUA ¢ H3JEINETO 3a JOCTHI H XHNCPIIIMKCMHAA m}_re!frna '_ praaT '? 1‘
paHHOTO OTKpHBaHe Ha MHGQEKUHH. [TlaupeHTH, KOUTO C¢ HYXKAAAT OT NapeHTep hﬁjxpaneﬂe, “€CTO ca:* .-
MpeApa3noNoKeHH KbM HHPEKUMO3HH YCIOXKHEHHA NOpajd HEJOXpaHBAaHE H. CHCTOSHUETO 'Ha




NnoAneKawoTo UM 3abongeane. HacThNBaHeTO Ha CENTHYHH YCIOXHEHHA MOXE Ja OBbAe HaMaJIeHO ChC
3aCHJIEHO HaOsiAraHe Ha aCeNTHYHM TEXHHKH MPH MOCTABAHETO M MOABPXKAHETO Ha KATETHPA, KAKTO H
aceNTTHYHH TEXHWKH TPH NOArOTOBKATA Ha XpaHUTeNHaTa GhopMya.

[To Bpeme Ha neueHHETO TPAOBA Ka ce CIeAST BOOHO-CIEKTPOIUTHMAT OanaHc, CEpyMHAaTa OCMOMIApHOCT,
CEPYMHMTE TPHULIIHLEPHIH, KHMCEIHHHO-AJIKANTHHAT OanaHc, KpbBHATA IJIIOKO3a H YEPHOAPDOOHHTE H
6ROpeuHHTE MoKa3aTeH, GakToOpUTe HA KPBBOCHCUPBAHE U ODOAT Ha KPBBHUTE KIETKH, BKIIOYHTETHO Ha

TpoMbouuTHTE.

IToBHILIEHH YepHOAPOGHH EH3MMH M XonecTasa ca 6unu HabmogaraHu npH noaobuu npoAykTH. Tpabea na
ce OOMHCIIM ITPOCIEIABaHE HA CEPYMHHA aMOHAK, KO MMa CBMHEHHE 38 YepHOApOoOHA HEJOCTATHYHOCT

MoraT Ja BE3HHKHAT MeTa00IMTHH YCIOXKHEHUS, AKO XPAHUTEITHUAT IIPHEM HE € aJanTHPaH KbM HYXIUTE
HA MALMEHTa WIA MeTaOONHTHHAT KanalMTeT Ha JalicHa XpaHMTE/IHA ChCTABKA HE € NPABHIHO OLICHEH.
Hexenanu metrabonuTHH ¢QEeKTH MOrat Aa BB3HMKHAT INPH TNPWIOXKEHMETO HA HENOCTATHYHO WIH
NMPEKOMEPHO KONHUYECTRO XPAHMTEJIHH BEINSCTBA WIM IpH HechoOpaieH ¢ KOHKPETHHTE HYXAH Ha
NMal{MeHTa ChCTAB HA XpaHHTE/IHATa CMEC.

TIpUNOKEHHUETO Ha Pa3TBOPH HA AMMHOKHCEIMHH MOXe a8 YCKOPH OCThp AShHLMT Ha Qonar, KoeTo Ja
HAJTOXKH JIOITLIIHHTENIEH €XXeAHCBEH NPHEM Ha (oJIHeBa KHCEIHHA.

ExcrpaBa3zanus
ObnacTTa Ha kaTeThpa TpA6Ba peAOBHO Ja ce HabmoJaBa 34 IMPH3HALIM HA CKCTPaBa3aLys.

AKO BBL3IHHKHE €KCTpaBazaliii, MpUiIoxkeHHeTo TpaGea Ja ce crpe He3a0aBHO, KaTO MOCTABEHUAT KATETHP
MITH KAHIONA OCTAHE Ha MSACTO 38 HEMOCPEACTBEH KOHTPOJI Ha MauHeHTa. AKO € BB3MOXKHO, Tp#OBa Jia ce
H3BBPLUH aCITHpHpaHEe Mpe3 MOCTaBEHHA KaTeThp/KAHIONA, 32 & C€ HAMA/IH KONMYEeCTBOTO Ha HANIHYHATA B
TBKAHHTE TEYHOCT, MMPEH KaTeThbphT/KaHIoaTa Aa Obae H3BaaeHa.

B 3aBHCHMOCT OT eKcTpaBasHpaHus mpoxykT (skmounTesiHo cMeceHHTe ¢ OJIMMEJ NSE npomyxTH, ako
HWMa TAKHBA) U CTeneHTa/pa3Mepa Ha yBpexkaaHeTo TpabBa Ja ce B3€MaT ChOTBETHMTE KOHKPETHH MEDKH.
BapuaHTHTE 3a KOHTpOAMpAHE MOTAT Aa BKIIOYBAT He(apMakoNOrH4HH, (apMaKoIOrHiHH W/ WIH
XMpPYPrHYHH HHTEpBCHIMK. B ciyuall Ha ronsaMa ekctpapasais TpaOBa Aa ce MOTHPCH KOHCYNTAIIHA ¢
IUTACTHYMEH XHpYPr A0 72 yaca.

ITpes mepeuTe 24 yaca o6nacTTa Ha excTpaBasaums TpaGBa aa ce Ha6loaBa MOHE Ha BCEKH 4 4aca, a ClelL
TOBa — BEAHEX AHEBHO.

Hndysnara He TpsaOra Ja ce MOAHOBABA B CHIATA LCHTPAIHA BEHA,

YepHoapobHa HEAOCTATHYHOCT
Jla ce mpuiara BHUMATENHO [IPH NALMEHTH ¢ YEpHOAPOOHa HEAOCTATBYHOCT NOPAJH PHCK OT Pa3BHTHE HIIH
BIIOLIABAHE HA HEBPOJIOTHYHH 3a6O/ABAHMA, CBHP3aHH C XHnepaMoHeMmHsaTa. HeobxonuMH ca pefoBHH

KIHHHYHM M TAGOPATOPHH H3C/ieBAHUA, B 44CTHOCT Ha MTAapaMETPHTE Ha uepHOApoOHaTa QYHKIIHA, KPBBHA
3axap, €NEKTPOIUTH W TPHIVIHLEPHIH.

b16peyHa HEAOCTATEYHOCT
Jla ce mpunara BHMMATEIHO NpH naLMeHTH ¢ OBOpeYHa HEAOCTATBYHOCT, 0CODEHO aKO € HalHue

XHNEPKATHEMHS, NOPAIH PHCK OT Pa3BHTHE HIH BIIOLIaBAHE HA METabONMTHATA ALMI034 H XMIEPA30OTEMHA,
aKO He Ce MPOBEXMA SKCTPApEeHATHO OuMCTBaHe. IIpH Te3n nauMeHTH TpAbBa CTPOro Aa ¢€ KOHTPOJIHpa
CBCTOSHUETO Ha TEYHOCTH, TPUITIHLEPKHAU U €JIEKTPOJIHTH.

XeMAaTONOrHMHH
Jla ce mpWiara BHMMATEIHO NMPH NAalHEHTH ¢ HapYLWICHUA HAa KPLBOCHCHPBAHCTO H aHemua.KpbBHaTa

KapTHHA H TTOKa3aTe/IMTe HA KPHBOCHCHPBAHETO TpAOBA Aa ce KOHTPOIMPAT CTPOTO.

EHAOKpHHHH ¥ MeTabonuieM

Ja ce mpuiaara BHUMATERHO NPH MALHEHTH C:

-  MetabonutHa aumposza. [IpunaraHero Ha BBIVIEXHAPATH HE C€ MpenopptBa
nmaxTaumnosa. U3HcKBaT ce peIoBHHM KIIHHWYHH H 1aO0paTOpHH H3CICABAHHA.




- 3axapeH nuaber. KoHTpo/MpaiTe KOHIIEHTPALMHMTE HA IIHOKO34, MNIIOKO3YPUATA, KETOHYPHATA H TaM
KBACTO € BE3MOXKHO, KOPHIHPANTE JO3HTE HA HHCYIIHH.

-  Xunepnunuaemus, TbDKAINA Ce Ha HATHYHETO Ha JIMMMAM B HHy3uoHHaTa eMyncusi. Heobxoaumu ca
PEOOBHH KTHHHYHH H JJabopaTOpHH H3CIeABaHHA.

-  Hapywenusa B oOMsaHaTa Ha AMHHO-KHCEITHHHUTE.

XenaroOWUNHapHH HapYIIEHUA

M3pecTHO €, Yye MpH HAKOK MAUMCHTH HaA MApCHTCPAIHO XpaHEHE Ce€ pa3BHBAT XernaToOHMnHapHM
HapyLUCHHA, BKIIIOYHTETHO X0JIeCTasa, YepHoApoOHa crearo3a, GHOpo3a M LMpO3a, KOMTO € BE3MOXKHO Aa
JOBEAAT A0 YepHOAPOOHA HEAOCTATHYHOCT, XOJIELMCTHT M XOJieATHa3a. CmaTa ce, Y€ CTHONOrHATa Ha
TE€3H HApYLUEHHA 3aBHCHM OT MHOro (akTopy M MOXe N3 € padIM4yHa IIPH OTACIHMTE [MaUMCHTH.
[lameHTHTE, pa3BHBAalM OTKIOHEHMA B NabOpaTOpHHUTE NAapaMeTpH HJIM JApYrH NpH3HALM Ha
xenaToOUNMapHH HapylleHus, TpAOBA Ja ce OLIGHABAT HABPEME OT JieKap C MO3HAHMA MO YepHOOpOOHH
3a00JI9BaHNA, 33 12 C€ YCTAHOBAT Bh3MOXKHHTE MPHYHHHH H JONPHHACALIHN (GAKTOPH, KAKTO U RE3MOMHHTE
TEpaneBTHYHH H MPOQHWIAKTHYHH HHTEPBEHLIHH.

PenoBHO TpaOBa na ce M3CneABAaT KOHLEHTPAUMHMTE HAa CEPYMHMTE TPHUIVTMLCPUAM W CrIOCODHOCTTA Ha
OpraHM3Ma J1a OTCTPaHARA JTHITHIHTE.

KoHueHTpauHHUTE HA CEpYMHH TPHIJIMLIEPHAH N0 BpeMe Ha HH(}Yy3uaTa He 6#Ba Aa HagBHIuapat 3 mmol/].

AKO MMa CBMHEHHE 3a aHOMAIHH B JIMIIMAHHA MeTabOJH3bLM, NPENOprLYBA CE CEPYMHHUTE HHMBA Ha
TPUTJMLIEPHANTE A& CE H3MEpBAT €XKEAHEBHO cleld 5- A0 6-4acoB MEpHOA, B KOMTO HE Ca NpHIaraHH
nunuaH. [Ipy BR3pacTHH cepyMBT Tpabea ma 61ae GHCTHP B CPOK A0 6 yaca ciej CrHpaHe Ha HHY3HATA,
ChOABPKAUIA eMylcHATa Ha aunuav. Cneapamara uHOY3Ms MOXE Aa CE NPHIOXKH CaMo ciel KaTo
KOHLIEHTPALIMMTE Ha CEPYMHHTE TPHUTJIHLEPUAH AOCTUTHAT OTHOBO H3XOAHHKTE CH CTOHHOCTH.

Cro0InaBa ce 3a CHHAPOM Ha MacTHO NpeToBapBaHe ¢ MogodHH mpoxykTH. HamaneHara HiIH 3aTpyHEHA
criocobHoCcT 3a Metabosi3aupaHe Ha nunuaute, chabppxaiinu ce B OJIMMEJI NSE moxe ma aoseae no

»~CHHJIDOM Ha MACTHO NpEeTOBapBaHe, KOMTO Moxe fia OB1e NpUYHHEH OT mpeao3rpaHe. IIpusHalyTe U
CHMIITOMHTE Ha TO3H CHHApPOM, 0baue, MOraT Aa ce IMPOABAT W KOTaTO NPOAYKTHT € NPHIOXKEH CBINIACHO
MHCTPYKIMHTE (BIDKTE CBIIIO TaKa TOuka 4.8).

B cyuail Ha XHITEpriIHKeMHs ckopocTTa Ha HHGy3us va OJIMMEJI NSE Tpa6sa aa ce kopHrupa Wunu aa
ce MPHJIOXKH HHCYJIMH.

JA HE CE ITPHJIAT A I1PE3 TIEPH®EPHA BEHA.

BLnpekH 4ye B MPOAYKTHT MMa MUKPOEJIEMEHTH H BHTAMHHH, HHBATA C& HEJOCTATHYHH, 3a & 3a/I0BOJIAT
HYXIWUTE Ha opraHuiMa. MMKpoeneMeHTH M BHTaMMHM TpaOBa ga Obaar nobaBeHH B JOCTATHYHO
KOAMYECTBO, 32 A4 38J0BOMNAT HHAWBHAYAIHHTE HYXJH Ha NAaLMEHTa H Ja C€ NMPEeAOTBPATH Pa3sBHTHE HA
HEAOCTHra M. BIDKTe HHCTPYKLHHUTE 3a NpHIaraHe Ha J00aBKH KbM TO3H NPOAYKT.

OJIMMEJI NSE 1psa6ea na ce npwiara ¢ ocob¢HO BHUMaHHE IPH MAllMEHTH C MOBUILEH OCMOJIAPHTET,
HaxGBOpevHa HeJOCTATHYHOCT, CHPACYHA HEJOCTATHYHOCT WIH HapylleHHe Ha GenoapoGHara QyHKUHA.

[Ipy naumeHTH C HeAOXpaHBaHE 3allOYBAHETO Ha MNAPSHTEPaJHO XPAHCHE MOXE Ja JoBeae 10
MPELHUITHTHPAHE Ha Npepasnpee/ieHHeTO Ha TEeUHOCTHTE, KOETO BOAM A0 OTOK Ha Oesrns npob u 3acTOHHA
ChLpACUHA HEJOCTATBYHOCT, 4 CBIIO H A0 HAMAIABAHE HA CEpYMHMTE KOHLICHTPAllHH Ha Kajiui, dochopa,
MarHe3Ms WIH BOAHOPA3TBOPHMHTE BHTaMHHH. [Ion00HH MpOMEHH MOXe 1a HACTBIAT B PAMKHTE Ha 24 no
48 yaca, mopaaM TOBA CE MPENOphYBa BHUMATETHO K OaBHO 3an0YBaHe Ha NMAPECHTECPATHOTO XPAHEHCE 3a6THO

¢ LIATEJIHO HablmoJeHHe W NOJXOJALLO YTOYHABAHE Ha TEHHOCTHTE, CIICKTPOJIIMTHTE, MH ze». | ”U *me
BUTAMHHHTE. ; {;5: ~ r‘m \w‘
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3a aa ce u3berHar pUCKOBETE, CBLP3aHH C NPEKOMEPHO ro/IiMa CKOPOCT Ha NPHIOXKEHHE, NPENopbYBa CE
W3MOT3BAHE HA HEMPEKBCHATA H KOHTPOJIMpaHa HHpY3HA.

OJIMMEJI NSE tpabpa na ce npunara BHHMATEIHO NPpY MALMEHTH CbC CKIIOHHOCT KBbM 3aTbpXaHE Ha
CNICKTPONHTH.

HuTpaBeHO3HATA HH(]Y3UA Ha AMHHOKUCENIMHHU CE ChITBTCTBA OT IMOBHIISHO OTAC/IAHE HA MHKPOEJIEMEHTH
B YPUHATA, B YACTHOCT Mel M MHK. Tosa TpaGBa Aa ce MMa NMpeaBUA ITPH A03HPaHE HA MHKPOEJIEMEHTHTE,
0COOEHO NPH NPOALDKHTETHO HHTPABEHO3HO XpaHeHe.

[TonuaBaHe Ha 1aGOPATOPHH H3CIECABAHUA
JlMnuaure, KOMTO ce CBHABPAKAT B TasH €MYJICHA, MOXE Ja MOBIMUAAT Ha pPE3YATATHTE OT HAKOH
nabopaTopHu m3cieapaHuA (Bxk. pazaen 4.5).

Crnienvanuy npeana3zHy MEPKH TIpH Jela
KoraTo ce mpiuiara npu fiena no-rojieMH oT 2 roHHH, € H3KIIOUUTENTHO BAXKHO [la C€ H3I0I3Ba Cak ¢ 00eM,
CBOTBETCTBALll HA JHCBHATA NO3HPOBKA.

OJIMMEJI N5E He e noaxondiy 3a ynorpeda IpH AeLia Ha BB3PacT Mo 2 FOAHHH, 3aLI0TO!
-  BHeceHaTa riroKo3a € MpeKaneHo Malko, KOETO BOJHM A0 HHCKO ChOTHOLUEHHE ITIOK03a / THMH/IM,

- JInncara Ha IMCTEHH MPAaBH HEMOAXOAALIA KOMOHBALMATA OT aMHHOKHCE/THHH;
- Kanuusr e TBbpAe Manko;
- (ObeMBT Ha CaKOBETE € HENOAXOAAIIl.

MakcumaiiHaTa ckopocT Ha HHQY3na ¢ 3,1 ml/kg/yac npu neua Ha pB3pact oT 2 a0 11 roauHu u 2,1
ml/kg/yac npu aeua Ha Br3pacT 12 Ao 18 rogusm.

BLB BCHYKH clyyad € HeoOXoAuMO J00aBiHe Ha BHTAMMHH M MHKpoejieMeHTH. Tpabpa aa ce mossear
JICKApCTBEHH (POPMH, MOAXOALLH 3a IPHIOKEHHE MPH Jelia.

["'epyaTpHuHa nonyaalus
Kato 1510 w3GopsT Ha 03aTa ITPH BB3PACTEH naliueHT TpabBa na OpAe Npeanaive, KATO CE HMa MPeABHI

MO-roJIAMATa YeCTOTA HA HaMalleHa YepHoapobHa, 6x6peuHa HaH ChpAcYHA (PYHKIME M HA CHITBTCTBAINO
3a60J1ABaHE HIH ApYra JCKapCTBEHA TEPAlTUA..

4.5 B3aaMoaeNcTBEE C APYTH JEKAPCTBEHH NIPOAYKTH H APYrA GOpMH HA B3aHMOACHCTBHE

He ca nporexxiaHH MpOy4YBaHUs 3a B3aHMOACHCTBHATA.

OJIUMEJI NSE He TpafBa Na ce mpuiara 3a¢AHO C KPbB Ipe3 €1Ha W CBLIA KaHIOa Ha HHQY3IHOHHATa
CHCTEMA, MOPaAH OMNacHOCT OT [ICEBAOArTYTHHALIHA.

JIunuoure, KOUTO C€ CHABPXKAT B Ta3H EMYJICHA, MOXE A4 MOBIHAAT Ha PE3YATATHTE OT HAKOH
naGopaTopHH M3cneaBaHHs (HanpuMep 3a OMIMpYOMH, JIaKTaT A€XMApPOreHasa, HaCHINAHC C KHCIOpOX,
KpbBEH XeMOrnoGHH), ako mpofaTa KpeB € B3eTa NpedH eNHMHHMpaHe Ha JunupHTe (0OH4aHHO Te ce
eTHMHHHPAT 34 CPOK OT 5 A0 6 uaca, npe3 KOHWTO HAMA MPUEM Ha JIUITHAH).

[Ipu cMmecpaHeTo Ha UE(TPHAKCOH C pPa3TBOPH, CHABPXKAINK KaJlMH, B €Ha W CblIA CHCTCMa 3a
MHTPABEHO3HO MPHIOKEHHE MOXE J1a BL3HHKHE MPELHNHTALMA Ha He(TPHAKCOH-KANIMH. LiedTpHuakcoH
He TpsaGBa [a ce CMECBa MM MpPHIAra €JHOBPEMEHHO C MHTPABEHO3HH PA3TBOPH, ChABPXKAIIM KAJILHH,
pxmountento OJIUMEJI NSE, npes eana W ¢biia MHGY3HOHHA CHCTEMa (Hamp. Y-obpaseH ,_K@ugmp}
LiedTpHakcoH M pa3TBOpH, CHABPXKAINM Kajuumi, MorarT obaue fJa ce npuiarar mocne ’qu,_lﬂk?h
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OJIMUMEJI N5E cpabpaa BuTaMHH K, ecTecTBEHO MPUCHCTRALI B JIMIIMIHUATE eMy/ICcHH. KonnuecTBoTo Ha
putaMMH K B npenopvuBanute nozu OJIMMEJI NSE He ce ovakBa Aa NOBIHSAT JCHCTBHETO Ha
KYMApPHHOBHUTE NTPOU3BOJHH.

Topaau ceaspxanvero Ha kamuii B OJIMMEJ NSE cneumpanHo BHUMaHHe TpaGBa Ja ce 0ObpHe INpH
MALMEHTH, JEKYBAHH C KAHi-ChbXpaHABALIHN AUYPETHLH (KaTO HAIIPHUMEDP, AMHIOPHA, CITHPOHOJIAKTOH,
TpPHAMTEPEH), HHXHOUTOPH Ha aHTHOTEH3MH KoHBepTHpallus eH3uM (ACE), aHTarOHMCTH Ha peLIENITOPHTE
Ha aHrHoTteH3HWH II WM HUMYHOCYIPECOPHTE TaKpOIHMYC HJIH LHKIOCMIOPHH, NpPEABHA PHCKa OT
XHIEPKATCMHUA.

Hakou rexapcreeHd NPOAYKTH, KATO HHCYJIMH, MOTAT 1a IOBJIHAAT Ha JIMMA3HaTa CHCTEMA Ha OpraHu3mMa.
Tosu THN B3auMopeicTBHe 0fave U3riexaa ¢ OrpaHH4YeHO KIHHHYHO 3HaUCHHE.

XenapMHBT MpUeMaH B KIHHMYHHA A03H MPEAH3BHKBA NMPEXOJHO OCBODOKIABAHE HA JHIMONPOTEHHORA
JIANAa3a B KPLBoOOpaleHHeTo. TORa MOXe ITEPBOHAYANIHO [1a JOBEAE 0 MOBHINEHA IIa3MEHa JTMIONH34,

IOCJIEABAHA OT NPEXOJHO HAMAIMBAHE HA KIIMPBHCA HA TPUITTHLICPHAMTE.

4.6 DeprTRIHTET, lpEMEHHEOCT H KbpPMERe

bpeMeHHOCT
Hama wimHuuHM aaHHM 3a ynotpebara Ha OJIMMEJI NSE npu 6pemeHHH xeHH. He ca mpoBekIaHH

npoyupahus Ha OJIMMEJI N5E 3a penpoayKTHBHA TOKCHYHOCT ITPH JKHBOTHH (BIDKTE TOUKa 5.3). [Ipeapun
ynotpe6ara u noxasasusTa Ha OJIAMEJI N5SE, npu Heo6xoamMocT Moxe fia ce 0OOMHCIIH IPHI0KEHHE Ha
npoaykTa no ppeme Ha 6pemenHoct. OJIMMEJI NSE 1pabea aa ce npunara npH OpeMEeHHH XEHH caMo

CJIe]l BHHMATEITHA MTPELIeHKA.

KnpMeHe
Hma HeaocTaTh4Ha MHpopMamus 3a ekckpeuunsta Ha OJIMMEJ NSE/meraGonumure B kbpMara. [1o speMe
Ha KbPMEHE MOXE J1a ce Haiou napeHtepanHo xpaHene. OJIMMEJI N5E Tpsa6ea na ce npunara mpH

KBPMEILIH XKCHH CaMQ CJI€] BHUMATE/IHA INPELICHKA.

DepTHIUTeT
HamMa aocTaThyHO JaHHH.

4.7 EdexTn BLpxy cnocobnocrra 3a modpupane H pabora ¢ MALIAHE
Henpunoxumo.

4.8 HexelanH JeKaPCTBEHH PEAKNHE

BE3MOKHH HEKEAHH PEakiiMH MOXE Jla BE3HHKHAT B pely/ITaT Ha HEMpaBWIHa yrnoTpeba (Hampumep
npefo3vpaHe, MPEKOMEPHO BMCOKa CKOPOCT Ha HHYy3uaTa) (BIDKTE TOUKM 4.4 M 4.9).

B Hauan0TO Ha MHGY3HATA BCEKH €HH OT CJISJHHTE AHOPMATHH MPH3HALH (IOTeHE, BHCOKA TEMIEPaTypa,
BTpHCaHe, riaBobonne, KOKHH OOpHBH, AHCIHes) Tps6Gpa Aa ce MpHEME KaTo MpUYHMHA 38 He3abaBHO

NpeKpaTaBaHe Ha HH)Y3HATA.

Hexenanure peakiud poknaapand ¢ OJIMMEJI N9-840 B paHIOMH3HpPaHO, JBOHHO CJIATNO, AKTHBHO
KOHTPOJMPAHO TIpOy4BaHe 3a M3cieapaHe Ha eeKTHBHOCTTA H O€30MacHOCTTa Ca MOCOYCHH IT0-A0My B
Tab1HuaTa. BKIIOYEHH Ca M ca IEKYBAHH [BaJIECET M OCEM MALMEHTH C Pa3NMYHK 3a60n1BaHuA (HApUMED
MOCTONEPATHBHO IVIaXyBaHE, TEXKO HEJOXPaHBaHE, HENOCTAThYeH WIH 3abpaHeH €HTepaleH [pHeM);
nalieHTHTe B rpynara, jgekysaHa ¢ OJIMMEIJI ca nony4yaBand JEKapCTBEHHI NpOAYKT-E 103a ﬁ?-;é()\

e AR
r"-‘ N
-
I- T

e N

ml/kg/neH B MPOABLIDKEHHE HA 5 JTHH. |

L2

CrOpaHuTe JAHHM OT KJIMHHYHH M3MHTBAHMA M OT MOCTMApPKETHMHIOBHMA OIHT
He)KeNTaHH JiekapcTeeHH peakupu (HIIP), cepp3ann ¢ OJTUMEJI NSE:




IIpennoYHTAH TEPMHEH IO .
CHacreMo-oprasen Kjac MedDRA YecToTR

PeakiuiMM Ha CBPBX4YBCTBHTENHOCT,
BKJTIOYHTEJIHO XHIIEPXHAPO34a,
NMUPEKCHA, BTPHCaHe, r1aBobonue,
koxeH oOpHUB (epHTEMATO3EH,
MAamyJapeH, MyCTyJapeH,
MaKyJiapeH, FT¢HepaTM3HpaH
obpHuB), crpOex, TOIUIH PBIIHH,

HapyuieHus Ha MMyHHATa CHCTEMa C Heu3BecTHA yecToTa®

AUCTIHEA
CepaeyHH HapYLICHHA Taxuxapous YecTn®
HapyiieHusa Ha Metabonu3Ma H HamaneH aneTur Yect’
XPaRCHETO XUNEepTPUTTHLIEPHICMHA YecTH®

Kopemna Gonka Yecw®

Hunapus Yect®
CToMalllHO-YpeBHH HApYLICHUA

["anene Yectw®

[ToBpriuane C HeusBecTHA yecToTa®
CBOOBH HapyIICHHA XHUnepToHHA Yectr®

ExcTpaBazaluara MOXE a JOBEOE
B o61acTTa Ha HHQY3UATA J0:

bonka, pa3apazHEHHE,
O61uM Ha eHHUs U ebEKTH Ha noavBaHe/OTOoK
L1 pyli e Ay ’ C HeW3RecTHa YecToTa’
MACTOTO Ha MPHITIOKEeHHE epUTEMA/3aTOILIAHE, HEKPO3a Ha

KOMXATa, MEXYPH/BE3UKYIIH,
BEINAICHHE, yAcOelaBaHe HITH
CBHBAHE HA KOXXaTa

a: YeCTOTaTa Ce OMpeeNd KaTo MHOIO YecTH (>1/10); gectu (>1/100 mo <1/10); nevectn (>1/1000 o <1/100); peaxu
(>1/10000 ao <1/1000, MHoro peaxH (<1/10000) wiu c HeH3BECTHA 9eCTOTA (He MOXKE A4 C¢ ONPEACIH OT HATHIHHTE

JaHHH).
6: HexxenaHu TEKapPCTBEHHA peakivH, ChobmexH oT noctMapkeTHHroBra ot ¢ OJIMMEJ]I NSE

CeIHUTE HeXeNaHH PeakLiH XapaKTePHH 3a KJIaca ¢a ONMCAaHHU B APYTH H3TOYHHIM BBB BPB3Ka ¢ MOA00HH

NPOIYKTH 32 NapeHTepaTHO XpaHeHe. YecToTaTa Ha Te3H CHOMTHA € C HEH3BECTHA YECTOTA.

-  HAPYILLUEHHA HA KPBEBTA U IMM®OHATA CUCTEMA: TpoMboLHTONEHMS

-+ XEINMATOBHUJIMAPHU HAPYIIEHHMI: XonecTaza, XenaroMeranui, »bATCHHLIA

- HAPYUIEHHUA HA HUMYHHATA CUCTEMA: CppbXUyBCTBHTEITHOCT

-  HAPAHSBAHH, OTPABSAHHA U IMPOLIENYPHH YCIIOXKHEHHA: IlapeHTepanHo xpaHEHE,
acOLIMMPAHO C uepHOAPoGHO 3a6onsBane (BX. pazfen 4.4, noapasaen ,,XenaroOWIHAPHH HAPYIHEHHA )

-  W3CIEABAHMSA: llovineHa KpbBHa ankaitHa ¢ocdaTrasa, NOBHILIEHH TPAHCAMHHA3H, MOBMILCH
KpbBEH GHIHpYOHH, IOBHILIEHH HUBA HA YEPHOAPOOHHTE EH3UMH

- HAPVIIEHHSA HA BLEPEHIUTE H ITMKOYHUTE ITHTHULLIA: A3zoreMus

- CBHIOBU HAPVYIIEHHA: BenoapobHochaoru npeuunuTatd (6enoapobuochaoBa emOomHs M

pecnupaTopeH AucTpec) (BkK. ToYKa 4.4)

CuHIpOM Ha MacTHO MpeToBapBaHe (MHOIO PAIKO)
CHHIpPOMBT Ha MACTHO MpeToBapBane ¢ chobleH mpu nogo6HH MpoayKTH. Toa MOXe Aa 6bae NPHYHHEHO

OT HEMpPABWIHO MPWIOKEHHE (Hamp. Mpeao3HpaHe WHIIHM MMO-BHCOKA OT MpENnopbYHTE/IHATa CKOPOCT Ha
HHY3HA — BIDKTE TOouKa 4.9). IIpH3HaLMTe ¥ CHMITTOMHTE Ha TO3H CHHIPOM o6ave Morar g BEsHIKHA

NS Ew emms

3aTpyAHEeHa CNOCOBHOCT 3a MeTabonu3HpaHe Ha MMOHANTE, ChABPXKALIK ce B O ; ’I’
Q: : oii &

YABDKEH TUIa3MeH KIMPBHC, MOXE Ja JOBeAe JO CHHAPOM Ha MACTHO IMPETOBAp
BHE3AITHO BICLIABAHE HA KIIHHHYHOTO ChbCTOSHHE Ha MALIMCHTA H CE XapaKTEepU3Hpa C ITPOABH, HCO!
TEMIEPATYpa C BTPHCAHE, AHEMHA, JIEBKOMEHHSA, TPOMGOLMTONEHHS, HAPYIIEHHA HA\ KPEBOCHCHpBaReTd,, /
XUNEpIMITHEMHS, MacTHA HHOWITpALWA HAa 4epHHA Apod (XemaToMerams), Bnomema qep‘im;[poﬁna
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¢YHKUMA K MPOABH Ha LICHTpAJIHATA HEPBHA CHCTeMa (Hamp. koMa). CHHIPOMBT OOMKHOBEHO € OOpaTHM
CNeJl CIIMpaHe Ha MHQY3MATA HA EMYJICHATA OT IMITHAH.

Crobmasane Ha MOAO3UPAHH HEXETAHH PEAKIIHH

CroliasaHeTe Ha MOAO3MPAHH HEXENaHW peaKLMH Cliel] paspeliaBaHe 3a ynorpeda Ha JieKApCTBEHHUA
NPOAYKT € BaykHO. ToBa MO3BOMsABA J1a MPOABDKH HaOIOJEeHHETO HAa CBOTHOIICHHMETO MOJ3a/PHUCK 34
neKapcTBeHHs MpoaykT. OT MEQHLMHCKHTE CMIELHATACTH Ce M3UCKBA Ja choOIIaBaT BCAKA NOAO3IHpaHa
HeXKeJlaHA peakiMd 4Ype3 HallMOHAaHaTa cucTeMa 3a cpofuwasaHe B H3mbiHMTeNnHa arcHiua no
nekapcteara yia. . Jaman I'pyes“ Ne 8, 1303 Codmus, Ten.: +35928903417, yebeaitr: www.bda.bg

4.9 Ilpenoizapane

B coyyaii Ha HenpaBWIHO IMpHAaraHe (Ipego3HpaHe W/HIH NMO-BHCOKA OT IPENOpbYaHATa CKOPOCT Ha
HH(Y3IUATA) MOXKE [a CC NOABAT NMPH3HALIM HA XHIIEPBOJIEMHSA H allHI034.

[IpekomepHo 6bp3aTa HHY3IHA WIH NPUIOKEHASTO HA HENOAXOAAIO IrofaM 00eM OT MpOAYKTa MOXe Aa
NPHYAHAT rajeHe, NOBpPbIaHe, BTPHCaHe, IIaBo0o/Me, ropelld BBIHH, XHIEPXHAPO3a H HapylueH
enexTponuTeH Ganavc. B TakuBa ciryuan HHQy3usTa He3abaBHO TpAOBa 1a ce crpe.

AKO CKOpPOCTTAS Ha MH(]Y3HA HA IMIOKO3a HAJABUIIHM KIHPBHCA H, MOXKE 1A C€ Pa3BHAT XHIEPIIIUKEMH,
INIOKO3YPHA H XHIIEPOCMOJAPEH CHHIPOM.

HamaneHaTa MM 3aTpyAHEHA CNIOCOOHOCT 3a MeTaboM3HpaHe Ha THITHAHTE MOXe 1a A0BEAC A0 ,,CHHAPOM
Ha MaCTHO IPETOBapBaHe”, KaTo HeroBHTe edekT OGHKHOBEHO Ca 00paTHMH Cnea CIIHpae Ha JIMITHAHATA

WH(Y3us (BIDKTE CHILO K TOYKA 4.8).

B HAKOM TEXKO MPOTEKIH CIy4ad MOXe Ja ca HeoOXOOMMH XEMOAHMAIN3d, XeMOQWITpAUMs WIH
XeMOAHADHIITPALIMAL

5. ®APMAKOJOI'MYHHA CBOMCTBA

5.1 <dPapmMakoaEHAMHEYHH CBOHCTBA

dapMaKoTepaneBTHIHA rpyna; Pa3Teop 3a mapeHTEpaTHO XpaHeHe/CMeCH
ATC koa: B05 BA1O.

A30THOTO (L-aMHHOKHCEIMHU) H eHEPTHHHOTO (IUIOKO3a M TPHITIHUEpHAH) chaspxkanne Ha OJIMMEJI
NSE noseonssa aa ce NOAABPKA aJ€KBATHO ChOTHOILIEHHE 30T / €HEPrHHHOCT.

Ta3u nekapcTBeHa opMa CbIbPKA H EJIEKTPOJIUTH.

EmMyscusta Ha nmunuaH, ceabpxkama ce B OJIMMEJL NSE, e cMec o padHHHpaHO MaCIHHOBO MAaciio
pabHHHpaHO coeBo Macno (B choTHomenHe 80/20) ¢ MpHOAM3MUTENHO CJICIHOTO Pa3sNpeNe/ICHHS Ha
MACTHHMTE KMCEJIHHMU:

- 15% HacuTeHu MacTud kucenuan (HMK);

- 65% MoHoHeHacuTeHH MacTHH kucenuid (MHeMK);

- 20% nonuHEeHACHTEHH eceHuHaHu MacTHH kuceinns (ITHeMK);

CroTHomeHueTo ¢ochonunuan : Tpurnauepuam e 0,06.

AMMHOKHCE/TMHH), KOHTO Ca HeOGXOIHMH ITPH CHHTE34 Ha OenThLM. '-f_;.l_ : __j R
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AMHMHOKHCEJIMHHTE Ca HW3TOUYHHK HA €HEprHA, KATO TAXHOTO OKMUC/IEHHE BOAH IO SIMMHHHPAHETO Ha a30T
oA ¢popMara Ha ypes.

[IpodwrsT Ha AMHMHOKHCEIMHHTE € CIIEIHHAT:
-  eCCHLHANIHH aMHHOKMCEJIMHHU/ 0010 RaMHHOKHUCETHHH: 44,8%

- eCeHLMATHH aMHHOKHCENIMHH (g)/obl a3ot (g): 2,8%
- AMHHOKHCE/IMHH C pa3KioHeHa BepHura/o61o aMHHOKKHCENUHH: 18,3%.

H3TOYHUK HA BBITIEXMAPATH € INIIOKO3ATA.
3.2 PapMaAaKOKHHETHYHH CBOHCTBA

Cocraskure Ha OJIUMEJ] NSE (aMMHOKMCENHHH, €JIEKTPOJHTH, IIIOKO3a U JMHIIMAH) Ce PasnpeaciiT,
MeTaboNM3UpaT M eENHMMHHHPAT N0 ChIOMA HAYHH, KAKTO aKO C€ NMPWIATAT MOOTIENHO.

5.3 IIpeaxnunnanH XaHHHE 3a GezonacHocT
He ca nposexcaann npeaxiHHUYHKE H3nuTeaHus ¢ OJIMMEJI NSE.

ITpeaxsIMHHYHKTE H3NHTBAaHKA 33 TOKCHYHOCT, MPOBEAECHH C eMyJicHATa, chabpacalna ce B OJIMMEJI NOE,
ca JJaJid 1aHHH 3a MPOMEHHUTE, KOMTO MO MpaBHiIo ce HabMoaAaBaT NpH MpHEM Ha rOJIEMH KOJIMYECTBA
€MYJICHA HA JIMMIHAH: MacTHa HHOHITpaLMs Ha YepHHA Apo0, TPOMOOLIMTONCHHS H MOBHIIEH XOJIECTEPO.

[peaxIHHAYHKTE MPOYUYBAHHS, 38 MPOBEXKAAHETO HA KOHTO Ca MOM3BAHH PA3TBOPHTE HA AMMHOKHCEITHHH
M Ha NMoKo3a, yyacTBam¥ B ¢beraBa Ha OJIMMEJI NSE, B pasnnuyHM KaueCTBCHH H KOJIHYECTBCHH
CBhCTABH, HE Ca MOKa3aIH JaHHH 38 HAKAKBA CReLH(PHYHA TOKCHYHOCT.

6. DPAPMAIIEBTHYHH JAHHH

6.1 CoHchk H2 NOMOINMHAHTE BENMECTBA

KaMepa ¢ eMynacHs Ha JTHITH]IH.

NPEYHCTEHH AHUeHH QOCPOTHUITHIN,
rULEpo,;

HATPHEB OJICAaT;

HATPHEB XMAPOKCH] (3a perynHpaHe Ha pH),
BOJIA 38 HHXKEKIIUH;

Kamepa ¢ pa3TBOp HAa AMHHOKHCEIHHH W €NEKTPQJINTH:
neaeHa olieTHa KHcesTMHa (3a peryaupaHe Ha pH);

BOJa 32 UIDKEKIIUM;

Kamepa ¢ pa3TBop Ha IMIIOKQ38 ¢ KATLHH:
XJIOpOBOZOPOHA KHMCenHHa (3a peryaupaHe Ha pH);
BOJIA 32 UIDKEKLIHMH,

6.2 HechbBMECTHMOCTH

He npuGagsiiTe Opyry N€KapCTBEHU MPOIYKTH WM BELUECTBA KBM HAKOA OT CLCTABKHTE Ha Caka HIH KbM
roTOBaTa eMyJIcHA, Oe3 NMPECABRPHTENHO Ja CTe NOTBBPAWIH TAXHATA CBBMCCTHMOCT H cTaﬁjymoem ﬂg\
MoTy4eHaTa cMec (B 4aCTHOCT CTAGHIHOCTTA Ha MACTHATA €MYJICHA). / as e :ﬁ e N,

HSH)O('JI( | P \'f,'! i

HecbBMECTHMOCTH MOTAT Aa BL3HHKHAT HaITpHMep, MopajH MpeKOMEPHO BHC?K& KHC :
CTOWHOCTH) WIH HEMOAXOAAIIO ChAbPKAHHE HA ABYBaNeHTHH kaTWOHH (Ca’ M Mg

AecTadunH3NpaT eMyJICHATA Ha JTUITUIH.
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Kakro npu BCcAka cMecC 3a MMAPEHTEPaIHO XpaHeHe, TpAOBa [a ce OTUYMTAT CHOTHOLUIEHHATA Ha KAILHKHA H
tbocdatu. IIpekoMepHOoTO H06aBaHe Ha Kamumi H ocdar, ocobeno noa ¢popMara Ha MMHEPATHA COJH,
MOJKe Ja AoBeae Ao GopMUpaHe Ha kaniueBo-$ocdaTHH IMPCLHITHTATH.

OMMMMEJI NSE cpampika KILACBH HOHH, KOMTO KPUAT IOITBJIHWTENEH PHCK OT NMpELMIIHTHpaHe Ha
CBCHPELIH B KPbB WIH KOMIIOHEHTH, TPETUPAHH/KOHCEPBMPAHH ¢ AHTHKOAl'yJIaHTH.

LledTpnakcoH He TpaGBa Aa ce CMECBa WIH MpWiara ¢AHOBPEMEHHO C pa3’TBOPH CHABPKALLH KAILMH,
pnountenio OJIMMEJT NSE, npez equa u cbima uHGY3MOHHA CHCTeMa (Hanp. Y-o06paseH KOHEKTOp)
MOpaaH PHCK OT NMpeUHUITHTALIMS Ha LieTpUAaKCOH-KaILeBa CoJl (BXk. TOUYKH 4.4 1 4.5).

[Mopanw pucka ot npeunnuTaums OJIMMEJI NSE He Tpabea ja ce mpriara npes €Ha H Cbllia KHQY3IHOHHA
CHCTEMA WIH Jia ce CMecBa ¢ aMIMHLMIKH HITH (OCHEeHUTORH.

[TpoBepeTe CLBMECTHMOCTTA C PA3TBOPH, KOKHTO C& BBBEXKJAT SAHOBPEMEHHO Mpe3 oblll KOMIUIEKT 3a
HH(QY3H, KAaTEThP WIH KaHIOJa.

He npunaraiite mpeau, €AHOBPEMEHHO HIIM CJIe BIIMBAHE HA KPBB ITPE3 ChLilaTa CUCTEMA, MOpaaH pHCK OT
MCEeBAOArTyTHHALIUA.

6.3 Cpok Ha rognocTt
2 FOIUHH, aKO 3alIHTHOTO (POTHO HE € MOBPEAECHO.

Cpok Ha NoIHOCT clel MPHIOTBAHE:
I[IpenoprbuBa ce NpOAYKTET Ja ce H3non3ea He3abaBHO Clie/| OTBapAHE Ha BPEMEHHHUTE YILTBTHHTEIH MEXKAY

TpuTe KamMepH. BripexH ToBa € YCTAHOBEHO, Ye paboTHaTa CTaGHIHOCT HA IIPHTOTBEHATA eMYJICH € 7 THH
npH TeMnepatypa ot 2°C a0 8°C ¥ cnes ToBa oie 48 yaca pH TEMIEPATYPH, KOMTO He HAABMILABAT 25°C.

CpOK Ha I'OJTHOCT CJie/1 BHACAHE Ha A0GABKH (€NEKTPOIMTH, MHKDOEIIEMEHTH, BUTAMMHH, BIDKTE TOUKA 6.6):

3a KOHKPETHH NPUrOTBEHM CMECH € YCTAHOBEHO, ue paboTHaTa CTaOMITHOCT € 7 AHH MpH TEeMICpPaTypa OT
2°C no 8°C u cnea Topa oue 48 yaca rMpu TeMNEpPaTypH, KOKTO He HaaBHLIaBaT 25°C.

Ot MHKpOGHOJIOTHYHA IJICAHA TOYKA BCAKAKBH MPUTOTBEHH CMeCH TpAbBa Ja ce non3par He3abaBHO. AKO

He Cce W3MON3Ba He3aGaBHO, OTTOBOPEH 38 BPEMETO M YCIIOBUATA 38 paGOTHO ChXpaHEeHHe NpeaH ynorpeba
& MO/I3BATEIAT, KATO OOMKHOBEHO TO He MOXe ja Hagpumara 24 udaca mpH temnepatypa ot 2°C po 8°C,
OcBeH ako nMpubaBsHEeTO Ha A06aBKH He € OCBIIECTBEHO MPH KOHTPOJIMPAHHM H JOKA3aHO aCeNTUYHH

YCJIOBHA.
6.4 ChnenmajHA YyCIOBHS HA ChXPAHEHHE
Jla He ce 3aMpa3gBa.

Jla ce cexpaHsABa B NOKPHBHHUA TUTHK.

3a YCIIOBMATA HA CXPAHEHHE HA FOTOBHA 3a YNoTpe6a JIeKapcTBEH NMPOIYKT, BIDKTE TOUKa 6.3.

6.5 Bua H cpabLpaHHEe HA OHAKOBKATA

CakbsT ¢ 3-Te kaMepH € Topba OT MHOrocioiiHa nnacTMaca. BBTpeLIHHAT (KOHTAKTHHUAT) CJIOH Ha
MaTepHana, OT KOHWTO e M3paboTeH CakbT, € CMEC OT NOJIHOePHHOBH KOTOIHMEPH K € CbBMECTHM C
pa3TBOpa Ha AMHHOKHMCE/IHHHTE, Ha [IIOKO34Ta M ¢ JIMITHAHATA eMyJicuaTa. Jlpyrure cioese Ca HaOpAPeHH
OT NoJIHeTUNeH BUHWIaueTaT (EVA) H 0T KONOJIHECTED. = N

e : ; :
i P . . L. || —_
Kamepata ¢ aMHHOKHCEIMHHMTE € CHabJeHa ¢ MSACTO 3a BBBEXKAAHE, HA KOETO C€ tliog_:ra.na‘ HIHITBY FR 7 >
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3a &a ce NPeAOTBPATH KOHTAKT C BB3yX4a, CAKLT € OMAKOBaH B [IPENa3salll OT OKHCIIEHHE ITOKPHBEH ILIHK,
KO¥HTO ChbABpXkKA IUTHK4YE ¢ abcopbeHT 3a KHCAopoa.

['oneMUHH HA ONAKOBKATA:
cak 1500 ml: 1 xkamoH ¢ 4 caka; 1 kaIOH ¢ 5 caka
cak 2000 ml; | kamoH ¢ 4 caka; 1 kallloH ¢ 5 caka

cak 2500 ml: 1 kaioH ¢ 2 caka
1 cak oT 1500 ml, 2000 ml 1 2500 m]

He BCHYKHK BHAOBE OMAaKOBKH MOraT Ja 6baaT MycHaTH B mpogaxda.

6.6 CpenHaJIHH NpelNa3HH MEPKH NPH H3XBLPJINHE H paboTa

3a 1a OTBODHTE

OrcrpaHere npeanasHua NOKPHBEH IUTHK.

Haxewpiiere muiHkyero ¢ abcopbeHTa Ha KHCIOpOA.

VBepere ce B LENOCTTA HA CaKa M Ha BPeMEHHHTe YIUTBTHHTENM. Ilonspaire caMo, 8KO CAKLT HE €
[OBpEAEH, AKO BPEMEHHHTE YILTETHUTENHM Ca HEMOKLTHATH (T.€. HAMa CMECBAHE HA ChIbPXKAHUETO Ha 3-T€
KaMEpH), 8KO pa3TBOPBT HA AMHHOKHCEIMHM M Pa3TBOPBHT Ha IIIOKO3a ¢a GHCTpH, Ge3LIBETHH WM JIEKO
’KBATEHHKABH, H MPAKTHYECKH He CBOBPXKAT BUAUMHU YaCTHIH, H aKQ €MyJICHATA Ha JIMMHUIH € XOMOICHHa

TEYHOCT, MoA0OHA Ha MIIFKO.

CMecraHe Ha pa3TBOPUTE U EMYJICHATA

Korato pa3kbcBaTe BpEMEHHHTE YILTBTHHTEIH, YBEpETE ce, Y€ MPOAYKTRT € ChC CTaHHa TeMIIEPaTypa.

HapuiiTe caka OKOJIO CaMHMs HEro, KaTo 3aM0YHETe OT BpbXHaTa My 4acT (OT Kpad 3a 3aKkayBaHe).
BpeMeHHHTE YIUTETHHTEIH 11le W3Ue3HAT OT CTpaHaTa B QJIH30CT ¢ BXOJHHTE OTBODH. [IpoariokasaiiTe Aa
HABHBATE Caka, AOKATO YIUTBTHHTENHUTE C€ OTBOPAT NMPHOIM3MTENHO IO MOJIOBHHATA OT ARDKHHATA CH.

CMeceTe, KaTo O0BpHETE caka Hai-Mako 3 MbTH HArope-Hazoy.

BLHLIHMST BHA HA CMECTa ciel NPHrOTBAHE € KATO Ha XOMOT¢HHa, Mo/I00Ha Ha MIIAKO eMyJICHA.

Hobapxu

O6eMBT HA caKka € JOCTaThuUeH, 3a Ja MO3BOJIH Aa ce nNpubaBaT noGaBKM, HanpUMep BHTAMHMHH,
EJIEKTPOJINTH H MHUKPOEIIEMEHTH.

BeskaxeH f06aBKH (BIHOYMTETHO BUTAMHHH) MOTAT Jla Ce BKIIIOYAT KbM Beye MPUIOTBEHATA CMeC (Cie]
K4TO ¢4 OTBOPEHH BPEMEHHHTE YILTBTHHTEIH H CJIE/ KATO ce CMECH ChABPXKaHHETO Ha TPHTC KAMEPH).

BUTaMHHHTE MO3Ke N3 ce JOGABAT CBIIO M B KAMEPATA C [TIOK03a, NPEIH CMECTA Ja C& MPUTOTBH (NpexH
[a ¢4 OTBOPEHH HEMOCTOSHHUTE YILTETHHTC/H H ITPEM Aa C& CMECH CBABPXKAHHETO Ha TPHTC KAMEPH).

ITpu nobSapgHe Ha MPOAYKTH KbM PA3HOBHAHOCTHTE, ChIbpPIKAIllH CJIEKTPOJINTH, TpaORa Ja ce B3eMe MOA
BHMUMAHHUE KOJMYECTBOTO Ha €JIEKTPOJIMTHTE, BeYe HAJIMYHHU B CaKa. T ——

ITpuGarsHeTo TpAGBA Ja CTABA MPH ACEIITHYHH YCIOBHA H OT KBaIH(HLIMPAHO JIMLE.
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K1M OJTUMEJI N5SE Moxe na ce 100aBIT H eJIEKTPOIHTH, CBIVIACHO IOKa3aHaTa no-aoimy Tabnuua:

Ha 1000 ml
MaxcamManHo MakcaManHa
Brnwaeuna
AOTBLJIHHTEJIHO obma
KOHIEHTPAnHAN

BHACHHE KOHIEHTPANHSA
Hatpuii 35 mmol 115 mmol 150 mmol
Kanuii 30 mmol 120 mmol 150 mmol
Marnezui 4.0 mmol 1,6 mmol 5,6 mmol
Kanuii 3,5 mmol 1,5 (0,0 mmol 5,0 (3,5) mmol
Heoprannuuu ¢ocdarn (0 mmol 3,0 mmol 3,0 mmol
Oprasuytu QocaTu 15 mmol® 10 mmol 25 mmol®

? CTOKHOCTTa CHOTBETCTBA Ha 00aBeHUTE HeopraHHiHH (ochaTu
b Bmouba (ochaTUTe, OCHIYPEHH OT EMYJICHATA Ha JIMITHIH

Muxpoenemenmu u sumamMury:
CrabunHocTTa € JoKa3aHa ¢ HaMHpallld ce B mnpojaxk0a NMpoOyKTH HA BHTAMMHH W MHKPOENEMEHTH

(cpappakatnM 10 1 mg kens3o).

JaHHH 33 CEBMECTHMOCT ¢ ApYrH J06aBKH MOXe Jia ce NMPEIOCTABAT MPH NOHCKBAHE.

IIpu BHacaHe Ha AoGaBKH KpaHATa OCMONAPHOCT Ha CMecTa TpAOBa Aa ce H3MEPH Npead MPUIIaraHeTo H
npe3 nepudepHa BeHa.

3a H3BLpUIBaHE HA A00aBAHETO!
-  Tpabea xa ce cma3BaT aceITUYHH YCIOBHA,

- Tloaroteere MACTOTO 3a MIDKEKTHpAaHE Ha CAKa,
- IIpo6opete MACTOTO 3a HIDKEKTHpaHe H HIDKEKTHpaitTe 100aBKHTE, KATO MOJI3BATE HIJIa 33 HIDKCKLMH

WIH YCTPOHCTBO 38 pa3peKaaHe,;
- CwMmeceTe CHARPKAHHETO Ha caka ¢ JODABKHTE.

[IpuroTeane Ha HHGY3IHATA

Tpabea ga ce cria3BaT aCeTHYHH YC/IOBHA.

Okxauere caka.

OTcTpaHeTe IUIaCTMACOBATA 3allIHTa OT OTBOPA 38 NPHIOXKEHHE.

BkapaiiTe 31paBo mnna Ha HHPY3HOHEHA KOMIUTEKT B OTBOPA 38 NPUITOKCHHE.

[IpunoXkeHue

Camo 3a eqHOXpaTHa ynoTpeba.

[TpunaraifTe MpOAYKTAa CAMO CJIEA KATO HEMOCTOAHHUTE YILTBTHHTEC/IH MEKIY 3-Te KAMEpH ce OTBOPAT H
cliell KATO C€ CMECH ChABPXAHHETO Ha 3-T€ KaMEpH.

VBepeTe ce, ue kpaitHaTa uH}Y3HOHHA eMYyJICHS He NOKa3Ba HHKAKBH BHAMMH NPU3HALH HA pa3fie/IiHE Ha
daznre.

Cnen OTBApAHE Ha Caka ChAbPXKAHMETO My Tps6Ba a ce ynoTpebu He3abaBHO. OTBOPEHHAT CaK B HHKAKDE
cTydaii He TpsAGBa Ja ce ChXpaHABa 3a MocaeABalla HH)Y3Hs. L —

CakoBeTe Aa He Ce CBBLP3IBAT B CEpPUH C L& Aa ce H30erHe BB3MOXKHOCTTa OT
NPUUYKHEHA OT OCTATHYHHA BB3AYyXa, ChbAbpXKAlll C& B ITbPBHA Cak.
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7. HNIPMTEXATEJI HA PASPEHNIEHHETO 3A YIIOTPEBA

bakcrep bwnrapus EOO

Oyn. bearapus 45

1404 Codusa

briarapus

8. HOMEP(A) HA PAZPEOIEHHMETO 3A YIIOTPEBA
Per. Ne: 20100289

9. HJATA HA IIBPBO PA3ZPEIIABAHETIOTHOBABAHE HA PA3SPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha mepBO pa3pelnaBane: 29 ampun 2010 r.
Hdara Ha nocnenHo noaHoeseaHe: 31 Mapt 2014 r.

10. JATA HA AKTYAJIMZHPAHE HA TEKCTA

02/2025
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