L0035 7
KPATKA XAPAKTEPHCTHKA HA TIPOXAYKTA
E 8 F O 1 2 -05- 2025

1 WME HA JEKAPCTBEHMS MPOAYKT

OJIUMEJI N9E undy3HoHHa EMYICHA
OLIMEL N9E emulsion for infusion

3.  KAYECTBEH 4 KOJIMYECTBEH ChCTAB

OJIUMEJI N9E ce npennara noa ¢opmara Ha 3-KaMepeH Cak. BcekH cak ChIbpika pa3TBOp Ha IUIIOKO32a H
KA, Pa3TBOP Ha AMHHOKHMCENTHHH M IPYTH /IEKTPOJIMTH H EMYJICHA Ha UMMM, KAKTO € OMUCAHO Mo-A0Iy:

CbabpKaHHe B €IHH CaK
1000 ml | 1500 ml | 2000 ml
27,5 % pa3TBOp Ha INIIOKO3a (CHOTBETCTBA Ha 27,5 g/100 ml) 400 ml | 600 ml 800 ml
14,2 % pa3TBOp Ha AaMMHOKHCEIHHH (cvorBercTBa Ha 14,2 g/100 ml) | 400 ml 600 ml 800 ml
20 % eMyJICHs Ha JIMNKAK (CHOTBETCTBA Ha 20 g/100 ml) 200ml | 300ml | 400 ml

Cien CMeCBaHe Ha ChAbPKAHUETO Ha 3-Te KaMepH ChCTaBbT Ha roTOBATA eMyJICHs € JJaJieH Ha CclieiHaTa
TabIMIIa 3a BCEKH OT pa3jIMYHHTE pa3MepH CaKkoBe.

AKTHBHH BellleCcTBa 1000 ml 1500 ml 2000 ml
iztz:;:ipaﬂo MacCJIMHOBO MacJo + papHHHpPaHO COEBO 40,00 g 60.00 g 80,00 g
AnaHWH 8,24 g 12,36 g 16,48 g
ApruHuH 5,58 ¢ 8,37 g 11,16 g
AcrnapTroBa KHCEJIMHA 1,65 g 2,47 g 3,30 g
[ nyraMMHOBa KHCEJIMHA 2,84 g 4,27 g 5,69 g
[ miLmMH 395¢g 592¢g 7,90 g
XHUCTUAUH 340 g 5,09 ¢g 6,79 g
HU3oneBuUH 284 ¢ 4,27 g 5,69 g
JleBUMH 395¢ 592 ¢ 7,90 g
JIn3uH, 4,48 ¢ 6,72 g 8,96 g
(eKBMBAJICHTEH Ha JIM3UHOB alerar) (6,32 2) (9,48 g) (12,64 g)
MeTHOHHH 2,84 ¢ 427 g 5,69 g
deHunaIaHUH 395 ¢ 592 ¢ 7,90 g
[TponuH 3,40 g 5,09 g 6,79 g
CepuH 2,25¢g 337¢g 4,50 g
TpeonuH 2,84 ¢ 4,27 g 5,69 g
TpuntodaH 0,95 ¢ 1,42 g 1,90 g
Tupo3uH 0,15¢g 0,22 g 0,30 g
BanuH 3,64 ¢ 5,47 g 71,29 g
Hatpues auerart, TPUHXHApaT 1,50 g 2,24 g
Hatpuer rauuepodocdat, XuapaTupaH 3,67¢ 551¢g
Kanues xyiopu 2,24 g 335 ¢
MarHe3ueB XJOpHl, XeKcaxuapat 0,81 ¢ 1,22 g
KajiueB XJ10pya, AMXUapar 0,52 g
[moko3a o 110,00 g
(exBMBaJICHTHA Ha I'IIOKO3a MOHOXHMpAT) (121,00 g)




» Cmec OT padMHMDAHO MACJIHHOBO Macio (MPHOMTH3UTENHO 80%) ® paduHMpaHo COEBO MA&CIO
(mpubnm3urenso 20%), CHOTRETCTBAMA HA CHOTHOMCHHE 20% Mex Iy eCeHIIHAIHK MACTHH KHCEJIHHK KbM TOTAIHH

MaCTHH KHCCIIHHH.

3a MTLJIHHA CMIHCHK HAa MOMOILNHHTE BEIIECTBA BKTE TOYKA 6.1.

34 BCEKH OT pasfIMYHUTE NOJIEMHHH OMAKOBKM FOTOBATA EMYJICHA OCHTYPAEA.

1000 mi 1500 ml 2000 ml

Jlunuan 40 g 60 g 80 g

AMHHOKHCETUHH 56,9 g 854 ¢ 113,9¢g

A30T 9,0 g 13,5¢g 18,0 ¢g

['niokosa 110,0 g 165,0 g 220,0 g

EHepruiiHa CTOHHOCT:

OO01ua KanopHHHOCT 1070 kcal 1600 kcal 2140 kcal
HebenrbuHa KanopUAHOCT 840 kcal 1260 kcal 1680 kcal
KanopHiAHOCT OT I'IIOKO3a 440 kcal 660 kcal 880 kcal
KanopuitHocT OT TMmaau 400 kcal 600 kcal 800 kcal
CroTHoLIeHHE HebenTR Ha 03 kcal/g 93 kcal/g 03 kcal/g
KaJIOpHITHOCT/a30T
CroTHOmeHHe KanopuHHOCT OT 57/48 57/48 57/48
rMI0K034/KaNOpUHHOCT OT JIHITHAHU
JInnuaw/obuia KanopHHHOCT 37% 37% 37%

EnexkTpoiuTH:

Hatpu# 35,0 mmol 52.5 mmol 70,0 mmol
Kanuit 30,0 mmol 45,0 mmol 60,0 mmol
Marsxes3ui 4,0 mmol 6,0 mmol 8 mmol
Kanuuii 3,5 mmol 5,3 mmol 7.0 mmol
docharu'® 15 mmol 22.5 mmol 30,0 mmol
ALIETaTH 54 mmol 80 mmol 107 mmol
XnopHaH 45 mmol 68 mmol 90 mmol

pH 6,4 6.4 6,4

I(OcMonapuTeT 1310 mosm/l 1310 mosm/I 1310 mosm/]

* BIOYBA KAJIOPUH OT MPeYHCTEHH AitdeHK GoChOoNUNHAH
b BkmogBa ¢ocharuTe, OCHTYPEHH OT EMYJICHATA HA JTHITHIH

3. JEKAPCTBEHA ®OPMA

Crnen NpUroTBsHe:
UHdy3HOHHA EMYJICHA.

BrHIeH BHA NpeaH MPUTOTBAHE:!

- Pa3TBOpHTE Ra IVIOKO3a H HA AMHHOKMCETHHH ca OHCTPH, Be3uBeTHH MK c1abo OLBETEHH B XKBJITO.
- EMyJcHATA Ha JIMITH/IM € XOMOTeHHa H MIEYHOOsIa Ha LBAT.

4. KIAHAYHHA JAHHHA

4.1 TepaneBTHYHH NOKAIAHHN




OJIMMEJI NOE e nokasaH 3a NapeHTCpalHO XPaHCHE Ha BB3PACTHH H J€lla NMo-rojieMH OT 2-rofuiiHa
BB3PAcT B CIYYaHTe, KOraTo nepopaiHoTo Wik EHTEPATHOTO XpaHeHe Ca HEBB3MOXHH, HENOCTAaThYHH WIH
MPOTHBOTIOKA3HH.

4.2 [o3upoBKA H BAYHH HA NPHJIOKCHHE

O3HPOBKA
He ce npenopbusa ynorpebara Ha OJIMMEJI N9E npu genia fiofn 2 roAHHH, [IOpaan HeMOAXOMALIHA MY
cneTaB M 06eM (BioKTe Toukk 4.4, 5.1 1 5.2).

He Tpa6ea /1a ce NPEBHIIABA NOTYNOCOUCHATA MaKCHMaJTHa JHeBHa J03a. [Topanu HeNpOMEHIHBHA ChCTab
HA MHOFOKAMEDHHS CaK e BE3MOXHO 3 He Morar Jia ¢e 3aMOROJIAT €IHOBPEMEHHO BCHIKHM XPAHHTCIHHA
HY’KGH Ha nauueHTa. BB3MOXHA Ca KIMHMYHM CUTYALIMH, TIPH KOHTO MAlMCHTHTC CC HYXJaAT OT
KOJNMMECTBA XPAHHUTEIHH BEUIECTBA, KOHTO Ce padinianar OT HEMPOMEHJIMBHS CHCTAB HA CaKa. B Taxkep
ciydail [MpH KOPHTHPaHEeTO Ha o6eMa (no3ara) TpaOBa na ce B3eMe NMpEABH kpalfHUAT edexTt, KOHTO TOH
file HMa BBPXY JO3MPAHETO Ha BCHUKH OCTaHAJH XpaHHTETHH KOMITOHEHTH Ha OJIMMEJI N9E.

IIpu ev3pacmuu

Jl03MpOBKATA 38BUCH OT €HEPrHHHHTE MOTPeGHOCTH Ha MAUMEHTa, OT KIHHHHHOTO ChCTOSAHHE, TEJIECHOTO
Tero M OT cnocofHocTTa 2 MeTaGoIM3npa CHCTABKHMTE Ha OJIMMEJI N9E, xakTo ¥ OT JOMBJIHHTEJIHO
BHECEHMTE MepOPANHO/EHTEPalHO eHEpPria WiH NPOTEHHH. Eto 3amo obemMbt Ha caka Tpabma jga ce
noabupa croOpa3Ho.

CpeaHUTE AHEBHH HYXXIH Ca.

- 0,16 po 0,35 g azor/kg TenecHa Maca (1 mo 2 g amusokucenHHHKg) B 3aBHCHMOCT OT XpaHHTETHUA
CTAaTyC Ha MalHeHTa U CTCNCHTA Ha kaTtabonuTeH CTpec;

- 20 po 40 kcal/kg;

. 20 go 40 mi Teunoct/kg wmu 1 o 1,5 ml Ha BCska H3PA3XOABAHA kcal.

MaxcumanHaTa aHesna nosa Ha OJIMMEJI NOE ce onpeaens oT npMeMa Ha AMMHOKHMCE/IHHH, 35 ml/kg,
koeto choTsercTBa Ha 2,0 g/’kg aMHWHOKMCEIIHHH, 3.9 g/kg rmoko3a, 1,4 g/kg THIMAA, 1,2 mmol/kg HaTpHA
u 1,1 mmol/kg xanuii. 3a NALMEHT C TENECHa Maca 70 kg 4 me 6ae paBHa Ha 2450 m| OJIUMEJI N9E
XHEBHO, IIPH KOETO € BHACAT 140 g aMUHOKHMCEJIMHH, 270 g rapoKo3a H 98 g nunugK (T.e.
2058 HenpoTerHoBH kcal ¥ 00110 2622 kcal).

OBGUKHOBEHO CKOPOCTTa Ha BikBaHe TpAGBa fa ce yBenH4asa NOCTENCHHO rmpe3 ITLPBMSA Yac, Cliell TOBa Jia
ce peryJupa, TaKa e jia ce OTYMTAT NpHIaraHara 103, HEBHHST 06eM Ha RIMBAHE H NMTPOJBIDKUTCIHOCTTA
Ha HHQY3HUATA.

MaxkcHManTHaTa CKOpOCT Ha BIIMBAHC HA OJJAMEJ N9E e 1,8 ml’kg/9ac, koeT0 CHOTBETCTBA HA 0,10
g/kg/uac 3a aMHHOKHCETHHHTE, 0,19 g/kg/uac 3a roKo3aTa H 0,07 g/kg/qac 3a JIMITHIHTE.

IIpu deya na ev3pacm HaO 2 200UHU U JOROWU
He ca npoBexaHH MpoyYBaHHA NPH NEAHATPHHHA nomynali.

JI03MPOBKATA 3ABHCH OT CHEPTHAUHKTE noTpeGHOCTH Ha MALMEHTa, OT KIHHMMHOTO CBHCTOSHHUE TEJIECHOTO
Ter10 W OT CrocoBHOCTTA fa MeTaboIn3Hpa CHCTABKHTC Ha OJIUMEJ N9E, kakro ¥ OT AOITHIHHTE/IHO
BHECEHHTE MEePOPANIHO/EHTEpAIIHO eHEpPrus WM IPOTEHHH. Fto 3amo obeMbT Ha caka Tpia0Ba Ja ce
noabupa cLoOpa3Ho.

OcpeH TOBA JTHEBHHUTE HYXAM OT TEUHOCTH, 30T ¥ CHOpPTHA HaMangBaT HEMPEKHCHATO ¢ YBEIHIABAHE Ha
pB3pacTTa. BaeTH ca pel BUA ABS BE3PACTOBH rpyn# ot 2 Ao 11 rouH# H OT 12 no 18 poay

[lpu OJIMMEJI N9E npr eB3pacTOBaTa rpyna or 2 no 11 roaMH# Orps I/#h
MarHe3HeBOTO ChABPKAHHE 38 AHCBHATA NIO34a. B TazH BL3pacTOBA Ipylna OrpaHp4en;
CKOPOCTT& Ha NPHIOKEHHE Ha Yac & KOHICHTpALMATA Ha I1I0Ko3a. BHB BE3PaCTORE
FOJHHM OrpasMyaBamuTe $aKTopu ¢a AMHHOKHCEIHHHO ¥ MArHe3ueBo ChABPIKAHNE



Ta3M BH3PACTORA IpyNa OrpaHyaBall|aT hakTOp 3a CKOPOCTTA HA IPHIIOKCHHME HA Has ¢ KOHLICHTpalMsITa
Ha aMuHOKICeHHH. T10-I0Ty € NoKa3aH pe3yITAaHTHHAT [TPHCM.

Ot 2 o 11 ropaHA Ot 12 go 18 ronunn

C OJIMMEJI NSE OJIUMEJI NOE
HCTABKA IIpenopbyana [IpenopbyaHa
CTORHOCT® MaKCHMAJIEH TORHOCT? MaKCHMaNEH
obeM obeM

MakcEMAJHA JTHEBHA 1032
Teunocu (ml/kg/neH) 60— 120 25 50 - 80 35
AmuHokucennnu (g/kg/aen) | 1-2 (mo 2,5) 1,4 1 -2 2,0
I'mioko3a (g/kg/neH) 1,4-8,6 2,8 0,7-5,8 3,9
Jumuam (g/kg/neH) 0,5-3 1,0 0,5-2(no3) 1,4
O611a eHEprUAHOCT
(keal//kg/zem) 30-75 26,8 20— 355 37,5
MakcHMaaHa CKOPOCT HA HEQY3Hs
OJIMMEJI N9E (ml/kg/4ac) 3,3 2,1
AmuHoxucennnu (g/kg/ vac) 0,20 0,19 0,12 0,12
I'moko3a (g/'kg/ 4yac) 0,36 0,36 0,24 0,23
Jlumuam (g/kg/ yac) 0,13 0,13 0,13 0,08

* [Ipenopb4aH CTOHHOCTH OT 201 8 ESPGHAN/ESPEN/ESPR Guidelines
O6HMKHOBEHO CKOpPOCTTa Ha BIIHBAHC TpabBa Ha ce¢ yBesHdaBa MOCTCIICHHO npe3 MLEPBHUA 4ac H TpadBa 14
ce peryjupa Taka, 4e 71a ¢€ OTHHTAT npHiaraHaTa 2034, AHCBHUAT o6eM Ha BIMBAHE U MPOABDKMTETHOCTTA

Ha HHQY3UATA.

o npuHLMN ce MpenopbHBa uny3uATa IPH MAIKH Aelia Jia 3anoyHe ¢ HHCKH AHEBHHM JO3H H Ja ce
yBEJIHYaBa MOCTENECHHO [0 AOCTUIaHE HA MAKCHMANTHATA JO3HPOBKA (BHKTE 110-r0pe).

MeToA H NPOABL/DKHTENHOCT HA MPUIOKEHUC

CaMo 3a eJHOXpaTHa ynorpeba.

TpenoppuBa ce Cliefl OTBAPAHE Ha CaKa ChABPKAHKCTO 13 ce M3MON3Ba He3a6aBHO M [a HE ¢ ChXpaHisa
23 mocreapama UHQy3us.

Cnep NpUroTesHe, BHHIHHAT BHI Ha CMECTTA € XOMOreHHa, NOJHOOHa Ha MJIAKO eMYJICHA.
3a yKa3aHHA 32 MPUTOTBAHE U pabota ¢ MH(QY3HOHHATA EMYJICHA BIDKTE TO1KA 6.6.
[Topanu BUCOKMS CH OCMOJIAPHTET OJIMMEJI N9E Moxe Ja ce NpHiara camMo npe3 LEHTpalHa BCHA.

[TpenopbunTe/IHATA IPOTBDKHTEIHOCT Ha uH(Y3HATA Ha €IHH CaK 38 MAPEeHTEPATHO XpaHeHe € MexIy 12
U 24 yaca.

IIpuaaraHeTo Ha MapEeHTEPaNHO XPaHCHE MOXC ia MPOJB/DKH TONKOBA ABArO, KOJIKOTO € HeoOX0aMMO
crope/l KINMHHYHOTO ChCTOAHHE HA NALMCHTA.

4.3 IIpoTEBONOKA3AHEMA

Mpunoxennero Ha OJIMIMEJ] NOE e mpOTHBOINOKA3HO NPH CNEJHHTE CHCTOAHHA.

- ITpu npexaeBpeMEHHO POACHH GeGera, KbpMaueTa H Jella NMoJ 2-roJHIHa Bh3PacT,

. CBPBXYYBCTBUTENHOCT KbM AHYCH, COCB WK G BCTHYEH MPOTEHH HIH HapeBHLa/1a
(BK. TOYKa 4.4), HIH KBM HAKOE OT aKTHBHHTE WM TIOMOIIHMTE BELIECTBA, H30poe

- BpopaeHn aHOMaIHH Ha meTtabonn3mMa Ha aMHHOKHCE/IHHH,

. TeKKa XHNEPIUNHIEMHA WY TEXKW HapyiIeHHA Ha meTabonu3Ma Ha JTMMUOHTE,
¢e C XUNEPTPUTTTHLEPHIEMHA;




- Texka XUnepriuKeMHs;
- YlaTONOrMYHO BMCOKHM IL13MEHH KOHLIEHTPALHY Ha HATPHH, Kanui, MarHe3uH, Kamit W gochop;

4.4 CnenEajnH NpeAynpexacHAd H NpeinaiAH MEPKH IpH ynorpeba

[IpekoMepHO GBP3NAT MPHEM Ha PA3TBOPH 32 TOTAIHO MApCHTCPATHO xpaHene (TILX) moxe na noseac no
TEKKH WIH QATAIHH NOCICACTBHA.

HUudysusra Tpabea He3zabaBHO Ja ce cnpe NpH MOABA HA MAaTONOTHHHH MpM3HALM WIH CHMITTOMH 32
aJleprudHa peakima (KaTo H3MOTABaHE, BHCOKA TEMIICPaTypa, BTPHCAHC, rnapobOIHe, KOXHH 0OpHBH WIH
pucrHes). To3u nieKapcTBEH NPOXYKT ChABPKA COEBO MAcilo H aiiuern dochonunmau. Coesure H
fifYEHHTE TIPOTEHHH MOTaT Ja MPUYHHAT peakUMM Ha CBPBXHYBCTBHTCIHOCT. Habmopasau# ca

KPBCTOCAHH ANepruYHH PeaKiliy py ynoTpeda Ha COCBH H ({BCTHYEHH MMPOTCHHH.

OJIMMEJI NOE chabpxka IIOKO3a3, M3BIEYEHa OT LAPEBHIA, KOATO MOXC Ja MMpHYHHH peakuuy Ha
CBPBXYYBCTBHTEJIHOCT NPH MALMEHTH ¢ ajieprud KbM LapeBHlla H 1apeBHIHA NPOAYKTH (BK. TOUKa 4.3).

LledTpuakcoH He TpaGBa Ja Ce CMecRa MNM Mpwiara ¢JHOBPEMEHHO C HHTPAaBEHO3HH PAa3TBOPH,
ChOBPKALNM Ka/iIMA, IOpPH Npe3 palIWiHH UH}Y3IMOHHH CHCTEMH WIH MECTA Ha uHy3UpaHe.
1leTPHAKCOH H PA3TBOPH, CHABPIKALLA KANIIHH, MOTAT /1a C¢ IpuiiaraT MOCJIe AOBATENIHO, aKO C€ H3I10JI3BaT
pasIMYHA HHPY3HOHHM CHCTEMH Ha PaxiiiHH MECTa HIH HH(Y3IHOHHUTE CHCTEMM C€ NMOJMEHAT WK Ce
MPOMMAT IIATENHO C (U3MOIOTHYEH CONICBH PasTBOp MEXAY uHy3HUTE C LIeN MpefoTBpaTipaHe Ha
npeuMnuTamys. [Ipy nanMeHTH, H3HCKBAIK HEMPEKbCHATA uady3ua Ha pa3TBopH 3a TI1X, chABPHKALIHA
KQJILHH, Ce Npenopbhysa MEAMLMHCKHTE CIELHATWCTH /a obmucnaT ynorpebara Ha anTEepHATHBHH
aHTHOAKTEPHANHM JICYeHHsA, KOHTO HE HOCAT nono6eH pUCK OT mpeudnuTammd. Ako ynortpebara Ha
e TPHAKCOH Ce CUMTa 3a HeoGXOMMMa TP NALHEHTH, H3UCKBAIIH HEIPCKBCHATO XpaneHe, pa3TBOPHTE 34
TITX 1 uedbTPHAKCOH MOTAT Jia Ce MPHIIAraT eIHOBPEMEHHO, MaKap H ITpe3 pasiniHH uH(Y3HOHHH CHCTEMH
Ha paxIMYHK MecTa. J(pyra Bh3MOMHOCT € HH(Y3HATa Ha pasTBopa 3a TITX na ce cripe, JOKATO Tpae TasH
HA LehTPHAKCOH, KaTO C€ HMa MpeABH[ CBBETHT 34 IPOMHMBAHC HA HH(QY3HOHHHTE CHUCTEMH MEXAY
pa3TBOpHUTE (BX. TOUKH 4.5 H 6.2).

Cpobmaea ce 3a GenogpoOHOCHAOBH TNPCLIMIIMTATH, NPHIHHABALIH GenoapobHochAOBa eMOONHA H
PECITHPATOPEH JUCTPEC, MPH NAUHMEHTH, MPHEMAIlH NapeHTCPATHO XPAHCHC. B HAKOM CITy4yaH ce CTHra 2o
netaneH H3xox. IIpexomephoro noGassne Ha kamuui ¥ GocaTH yBelH4aBa pUCka OT o0OpasyBaHe Ha
NPELMITHTATH OT Kanuues ocdar (Bx. ToUKa 6.2).

Cpo61IaBa ce CBINO 32 ChbMHEHNe 3a cOpasyBaHe Ha MPCLMITHTATH B KpBBOOOpALIIEHHETO.

OcBeH orjieaa Ha pa3TBopa, WHQY3MOHHATA CHCTEMA H KATCTBPBT Tps6Ba CHINO Aa Ce IMPOBEPABAT
NePHOAWYHO 38 MPELHITUTaTH.

AXO c€ MPONABST NMPH3HAIM Ha PECIIHPATOPEH AUCTPEC, uH(y3uaTa Tpa6Ba Aa ce crpe H Aa ¢& OChLICCTBM
MeJHLIMHCKH Tperien.

Jla He ce NOGABAT APYTH MPOJYKTH WIM CyOCTAHUHH KBM HSAKOM OT KOMIIOHEHTHTE Ha CAaKAa M/H KBbM
MpHrOTBEHATA eMyJcHs, Ge3 mpeu ToBa Aa ce MOTBHPAM TAXHATA ChEMECTMMOCT H crabHIHOCTTa Ha
noydeHaTa cMec (B 4aCTHOCT, CTAOMIHOCTTA Ha MAcTHATa eMyJicua). O6pa3yBaHeTo Ha MPEUMNHTATH HIH
IeCTAGWIMINPAHETO HA MACTHATA EMYJICHS, MOXe /18 MPHYHHH CHA0BA Oy 3 (B¥DKTE TOYKH 6.2 1 6.6).

TeXKH HApYHICHHS Ha BOJHO-EIEKTPONHTHHUS GaraHc, TeXKM ChCTOAHHA Ha IPETOBAPBANC ¢ TEYHOCTH, &
CHINO M TEXKH MeTAGONIHTHH HapyweHus Tpabba fa ce KOPHIHPAT NpEeH 3ao4BaHe Ha HHYy3UATA.

[TpH 3anoyBaHe Ha HHTPABCHO3ZHATA uH}pY3HA € HEO6XOMHMO CrICLHATHO KIHHUYHO HabmoHneHUe.

Hndekuus U cericHe OT MACTOTO Ha CHAOB JIOCTD € yCJIOKHEHHE, KOETO MOXE Ja HACTBIIH nauue
OJy4YABAIH NAPEHTEPANTHO XpaHeHe, OCODEeHO MpH CiIy4aH Ha JIOWO NOANbPAKAHY HaM RATETPY
MMYHOCYNPEeCUBHH BB3JIEHCTBHA Ha 1afoNsBaHe WIH MeIUKaMeHTH. BHHMATEJIHO L
NpH3HALM, CHMITOMH M pe3yJTaTH OT nafOpaTOpHH TeCTOBe 3a BHCOka TC iTYpA/SpsnR)
EBKOLIATO38, TEXHHYECKH YCIOKHEHHS C M3/IETHETO 38 OCTBI M XHIIEPIIHKEMUs MOTRER TIC fOFHRT
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MPeApa3noNOKEeHH KbM HMHQEKLUHO3HH YCIOXKHCHHA NOpaiH HeZOXpAaHBAHE W/HIH CBHCTOAHMETO Ha
NoWIeKAIoTo MM 3abongpase. HacTBIBAHETO HA CENTHYHH YCIOMHCHHA MOXC Jid Obae HAMAJIEHO CBC
AacHIeHO Hab/sralc Ha acelTHYHHM TeXHMKH NPH MOCTABTHETO H MOAbPKAHETO HA KATETHPA, KaKToO H
aceNTHYHHU TEXHHKH NPH MOATOTOBKATA HA XPAHHTC/IHATA dopMya.

[To BpeMe Ha NeueHueTo TpAGBa 1a ce CICAAT BOAHO-CNCKTPOTHTHHAT GanaHc, cepyMHaTa OCMOJIAPHOCT,
CEpYMHHTE TPULIHLICPHAM, KHCEIHMHHO-ANKATHHAT GanaHc, KpbBHaTa IIIOKO3a H YEPHOAPOOHHTE H
GBOpeyHMTe NoKa3aTeNy, GakTopHTe Ha KPHBOCHCHPBAHE H 6pPOAT Ha KPBBHHTE K/IETKH, BKIIOYHTENRHO HA

TPpOMOOLIMTHTE.

[ToruIIeHH YepHOAPOGHH H3UMHU H X0J1ecTa3a ca G1iIHn HabmoaasaHK npH nojobuu npoaykTy. Tpabea na
ce OBGMHUCITA pOCTIeAABaHe Ha CEPYMHHA aMOHAK, KO HMa CbMHEHHC 34 yepHOAPoOHA HEJOCTATHYHOCT

Morar 12 Bb3HHKHAT METaGONMTHH YCIOKHEHHA, aKO XPAHHTENIHHAT NMPHEM HE € a/IaIrTHpan KbM HYXKIHTE
Ha MAIMEeHTa WM MeTaGONHTHHAT KANALUMTET HA NajieHa XPAHWTE/Ha ChCTaBKA HE ¢ IPAaBUIHO OLCHEH.
HesxenaHd MeTaGoMHTHH edexTH MoraT Ja BB3HHKHAT NPHM NPHIOKEHHETO HA HEAOCTATHHFO WIH
MPEKOMEPHO KOJIMYECTBO XPAHWTEIHH BEIECTBA WIK TIpH Hecb0oOpazeH C KOHKPETHHTE HYXKIH Ha
HalMeHTa ChCTAR Ha XPaHUTEeIHATa CMeEC.

TIpHIOXKEHHETO HA PA3TBOPH Ha AMHHOKHCEITHHH MOXE JIa yCKOPH OCTBP neduuMT Ha ¢oNnar, KoeTo Aa
HAJIONKM ITOITBIIHHTEIEH eXeIHEBEH MPHEM Ha (oTHeBa KHCEIHHA.

ExcTpapa3zanys
OGnacTTa Ha KaTeThpa TpA6Ba peaOBHO Aa ce HaGMmonaBa 3a NPU3HALM Ha CKCTPaBA3AIHL

AKO BB3HHKHE eKCTpapa3ailksi, PWIoKEeHHeTo TpAOBa Jia ce crpe He3a0aBHO, KATO MOCTABEHWAT KATEThP
LT KAHIONA OCTAHE Ha MACTO 32 HETIOCPEICTBEH KOHTPOJI Ha MauKeHTa. AKO € Bh3MOXKHO, Tpsbpa na ce
H3BBPILIM ACITHPHPAHE Npe3 NOCTABEHMA KAaTeThp/KaHIONa, 32 Ia C& HaMajlH KOJIMYECTBOTO HA HATMYHATA B
THKAHHTE TEUHOCT, IIPE/IH KATETHPBT/KAHIONaTa ia Obie H3BAJICHA.

B 3aBUCHMOCT OT €KCTPABa3HPAHHUA MPOAYKT (BKIOYHTEHO CMECCHHTE € OJINMEJI N9E npoaykTH, ako
HMa TAKMBA) H CTeNeHTa/pasMepa Ha YBPEXKIAHETO Tpa6Ba na ce B3eMaT CHOTBETHHTE KOHKPETHH MEPKH.
BapuaHtHTe 3a KOHTpOJIMpaHe Morar Aa BKIIIOYBAT HedapMaKOIOrH4HH, ¢apMaKoIOrHYHY H/HTH
XMpYPrH4HM MHTepBeHUMH. B ciiyual Ha ronaMa eKCTpaBasaliii TpaAOBa Ja ce NOTHPCH KOHCYITallus C
IIACTHYEH XMpYpT 40 72 Yaca.

[Ipes mupeuTe 24 daca obnacTra Ha eKCTpaBasals Tpabpa na ce Habmozasa IOHE HA BCEKH 4 yaca, a cnen
TOBa — BeJIHEK JHEBHO.

HudysuaTa He TpaOBa Ja ce MOJAHOBSABA B CHILIATA LICHTPA/THA BCHA.

YeproapobHa HETOCTATLYHOCT

TIa ce nMpunara BHUMATETHO NPH NALMEHTH C yepHOPOGHA HEAOCTATHYHOCT MOPaJM PHCK OT Pa3BHTHE WiTH
BIIOIIABAHE HA HEBPOJOTHYHH 3a00NABaHHS, CBBEP3aHH C XUNCPAMOHEMHATA. HeobxoauMu ca peIOBHH
KITMHWYHY ¥ Ta6opaTopHH H3CIeIBAKHS, B YaCTHOCT Ha MApaMETPHTS Ha yeproapoOHaTa QyHKIMA, KPBBHA

3axap, eJIEKTPOJIHTH H TPHIITHIECPHIH.

BrOpeuHa HEAOCTATHYHOCT
Jla ce npunara BHMMATEJIHO TNpH MAalHEHTU C 6n6peuHa HEAOCTATBYHOCT, ocoDeHO ako € HanHLe

XUMEPKATHEMHUA, IOPAJH PHCK OT Pa3BHTHE HWIH BIIOIIABAHC HA MeTaGOoNTHTHATA AL(MA038 U XHIICPA30TEMHH,
aKO HE Ce TPOBeX/Ia EKCTPapeHAHO ouucTBaHe. IIpH Te3H NALMCHTH TpaGBa CTPOro Jia ce KOHTpOIHpa
CBCTOSHMETO Ha TeYHOCTH, TPUIVIMUEPHIH U CINEKTPOJINTH.

X eMaTONOrMIHH
Jla ce mpunara BHHMATENHO NpH MAlHCHTH ¢ HApYIUICHHR Ha KPbBOCBCHPBAHETO H aHEM
KapTHHA H MOKA3aTeIMTe Ha KPBhBOCBCHPBAHETO TpsibBa Ja ce KOHTPOJIHPAT CTPOro.

EHDOKDUHHH H MeTaboaHIEM

Jla ce mpunara BHUMATETHO ITPH NALMECHTH C.

. MeTabonuTHa alMao3a. IIpHIAraHeTo Ha BLIJICXHIpaTH HE C€ MNpEropheiBa
NAKTAIMI03a. FI3MCKBAT ce pelloBHH KIMHHYHH H 1abopaToOpHH M3CIeABAHNA.
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- 3axapeH auabeT. KOHTpOIHMpaiiTe KOKIEHTPALIMMTE Ha [JI0K03a, [IIOKO3YPHATA, KETOHYDHITA H TaM
KBAETO € Eb3MOXKHO, KOPHIMPaHTE JO3HTE HA HHCYJIHH.

. XHnepIMIHAeMHs, Jb/DKALIA CE HA HATWYHETO Ha NIUTMAM B HH(Y3HOHHATA eMYJICHA. Heobxonumu ca
peNOBHH KJTMHHYHH H Na00paTOpHHU H3CIICABAHHA.

- Hapymienus B oOMsiHATA HA AMMHO-KHCEITHHHTE.

XenaToOHNHAPHH HAPYLIIEHHY

H3pecTHO €, 4Ye MpH HAKOW MALMEHTH Ha TApeHTepalHO XPaHeHE C€ DA3BHBAT xenarobHIUapHH
HapylIeHHA, BKTIOYHTETHO X0JIECTa3a, YePHOAPOOHa CTeaTo34a, bubpo3a ¥ LIHPO3a, KOHTO € BE3MOXKHO Jia
AOBENAT A0 YepPHOAPOOHAa HEAOCTATLYHOCT, XONCLHCTHT H XOJICITHTHA3A. CMmaTa ce, Ye eTUOJOrHATa Ha
Te3d HapyILICHHMS 3aBHCH OT MHOTO (akTopH M Mo)e [a € pasiMiHa NpH OTACHHTE NalWCHTH.
[MaudeHTHTe, pasBHBAI OTKAOHeHHA B nabopaTOpHHTe MApaMeTpM WIM JApyrH MNpH3Halin Ha
xenaToOHIMapHH HapylueHus, Tps6Ba Na ce OLIEHABAT HABPEME OT jeKap C MO3HAHHA MO yepHOApOOHH
3a6019BaHHA, 38 Ja C€ YCTAHOBAT BL3MOXXKHHTE NPHYHHHH H NONTPHHACHIIH ($axTopH, KAKTO H BB3MOXKHHTE
TepaneBTHYHHU U NpOGHIAKTHYHH HHTEPBCHIMH.

PenoBHo TpsOBa ja ce W3CIeABaT KOHUCHTPALHWHTE HA CEPYMHWUTE TPHITHICPHAH H crrocoOHOCTTa Ha
OpraHu3Ma Ja OTCTPaHABA IMITHINTE.

KOHLeHTpaLMHUTE Ha CEPYMHH TPHITIHLIEPUAH 110 BpeMe Ha HHQY3HATA HE Gusa ga Hagsumasat 3 mmol/l.

AKO HMa CBMHEHHE 33 AHOMANMM B JIMMMAHWA MeTaGoJH3BM, NpenopnruBa Ce CEPyYMHHTC HHMBA HA
TPHITIHLEPUANTE Ja C& H3IMEPBAT €KEAHEBHO CJIEA 5- 10 6-4acOB NEPHO, B KOWTO HE ca MpHUNIaraHH
nurmuny. [Tpy BB3pacTHH cepyMbT TpabGea fa 61 GHCTEBP B CPOK 1o 6 Haca Cell CTIMpAaHE Ha HH)Y3HATa,
chABPAKALNA eMyJicHATa Ha Junuad. Cneapawara MHGQY3HA MOXE Ja Ce NMPUIOKH CaMO CIeA Kato
KOHUECHTPALMHTE Ha CEPyMHHTE TPHFTHICPHIH JOCTHIHAT OTHOBO M3XOJTHHTE CH CTOHHOCTH.

Cpo6InaBa ce 3a CHHAPOM Ha MACTHO MpeToBapBaHe ¢ nopobHu npoxykTH. HamanexnaTa Wi 3a1py/IHCHA
crOCOGHOCT 3a MeTaboNu3MpaHe Ha JHImHaMTe, chabpkaum ce B OJIMMEJI NOE Moxe Aa noseac o
_CHHPOM Ha MacTHO MpETOBapBaHe", KOHTO MOXe Aa Ob/ie MPHUMHEH OT NpeAo3HpaHe. [Tpi3HaUMTE H
CHMITTOMMTE Ha TO3H CHHEpOM, obaue, MoraT aa ce MPOSBAT U KOTaTO MPOAYKTHT € NMPHIOKEH CHINIACHO
MHCTPYKLMMTE { BIDKTE CHUIO TaKa TOUKa 4.8).

B c/ryyaii Ha XMIepTIIHKEMHS CKOpOCTTa Ha HHQy3us Ha OJITAMEJ] NOE Tps6Bea qa ce KOPHIHpa W/HITH J1a
Ce TIPHIOXKH HHCY/THH.

A HE CE I[TPUJIAT'A TIPE3 ITEPUOEPHA BEHA.

BBIpeKH 4e B MPOAYKTHT HMa MHKPOE/IEMEHTH W BHTAMMHH, HHBATa Ca HCAOCTATRYHH, 33 1 38 JOBOJIAT
Hy>XJIHTE Ha opraHusMa. MHKpOENEeMEHTH H BHTAMHMHH Tpabea na Gwpaar nobaBeHHW B JOCTATHYHO
KOJIMUECTRO, 34 4 3aJOBONIAT MHAMBHAYAIHUTE HYXKAH Ha NalMeHTa U Ja Ce MPSIOTBPAaTH Pa3BHTHE Ha
HeIOCTHIra HM. BIDKTe MHCTPYKLHHTE 3a NpwiaraHe Ha 100aBKH KbM TO3H MPOAYKT.

OJIUMEJI N9E Tpabpa na ce mpuiara ¢ ocofeHo BHHMaHHe NpPH NALMCHTH C MOBHILCH OCMOJApHTET,
HagObOpeuHa HeAOCTATEYHOCT, ChpAeYHa HEJOCTATYHOCT WIH HapyLIICHUE HA benoapobHara GyHKLHMS.

[lpy MauMEHTH C HEAOXpAHBAHE 3ANIOYBAHETO HA MapEHTEpalHO XPAHEHE MOXE /a aosene Ao
MPELMIIMTHPAHE Ha TIPepasnpeIeNIeHHETO HA TeYHOCTHTE, KOETO BOAH JI0 OTOK HA 6enua apob U 3acTolHa
ChPAEYHa HEAOCTATHYHOCT, & CBINO H 0 HAMAJIABAHE Ha CEPYMHHMTC KOHLICHTPAIIMK Ha KaJTHA, ¢ocpopa,
MArHE3Ms WIH BOGHOPAITBOpHMHUTE BUTaMHHH. [To100HK MPOMEHH MOKE 1a HACTBIIAT B PAMKHTS Ha 24 no
48 yaca; mopaJgy TOBA Ce NPENOpbYBa BHHMATENHO H GAaBHO 3aro4BaHe Ha MAPCHTEP: €
3aeIHO ¢ INaTeNHO HabmoJeHHe H TNOAXOAAUIO YTOYHABAHE Ha TEHHOCTHTE, VRS

MHKPOEJIEMEHTHTE H BHTAMHHHTE. iy
§ R
CakoBeTe Na He ce CBBDP3BAT B CEpHM C L] Aa ce H3berse BHIMOKHOCTTA OT HBLINYHINAY
— 1 o
pHYHHEHA OT OCTATHYHMA Bh3/yXa, CHALPXKAIL CE B ITbPBHA Cak. G
c::"
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Ja na ce W3berHaT pUCKOBETE, CBBP3aHHU C TIPEKOMEPHO rOJIAMA CKOPOCT Ha MPHIOXKEHHE, PenopbYBa ce
H3MOJI3BAHE HA HETIPpEKbCHATA H KOHTPOJIMpaHa HHDY3HA.

OJIMMEJI NOE Tpa6ea ia ce MpHiara BHHMATETHO NPH MAIKEHTH ChO CKJIOHHOCT KbM 3aJBpXKaHe Ha
ENEKTPOJIHTH.

HurpapeHo3HaTa HHPy3ua Ha aMHHOKHCCTHHM CC CHITETCTBE OT MOBMIIEHO OTACNAHE HA MHKPOSJICMCHTH
B YPHHATa, B YaCTHOCT ME/l H LIMHK. ToBa TpaGBa a ce HMa NpeABUA NpH A03HPAHE Ha MHUKPOEJIEMEHTHTE,

0coGeHO MMPH MPOTL/DKHTENHO HHTPABEHO3HO XPaHEHE.

[Tornuapaye Ha nabopaTOpHH WICICIBAHHA
JIMNHANTe, KOWTO C& CHOBPKAT B Ta3H €MYICHA, MOXE Aa TOBIHAAT HA PE3YJITATHTE OT HAKOH
1a60paTOPHK U3cAeaBaHHA (BXK. Pasae 4.5).

CneuvajHy fpeanasHd MEPKH MPH ACLA
Koraro ce mpunara IpH Aelia Mo-roleMy ot 2 FONMHH, € H3ICTIOUHTETHO BR)KHO /1a C& H3I0/13Ba CaK C obeM,
CHROTBETCTBAILl HA JHEBHATA RO3HPOBKA.

OJIUMEJI NOE se e noaxoadi 3a ynorpeba npu aela Ha Bb3pacT 1ol 2 roJ{HH, 3alll0TO!

. BreceHaTa INTIOKO3a e MPEKAIEHO MAJIKO, KOETO BOJH IO HACKO CHOTHOLICHHE raoko3a / JTUIMHAH,
. JIumcaTa HA LMCTEHH MPABH HENOAXOAAIA KOMOMHALMATA OT AMHHOKUCETHHEM,

- Kanumat e TBbpAE MAJKO;

- QOb6eMBT Ha CAKOBETE € HEeMOAXOAALIL.

MakcCHMATHATA CKOpOcT Ha MH(pYys3ua € 3,3 ml/kg/uac nMpH Aela Ha BBE3PACT MEXIY 2 1 11 ronguHH H
2.1 ml/kg/uac npu Aena Ha BB3pacT MEKIY 12 1 18 roauHH.

BbE BCHYKH CTy4aH € HeoOxomumo f00aBiHE HA BHTAMMHA H mukpoeneMeHTH. Tpabsa ga ce Moy3Bar
eKapCTBEHH OPMH, MOIXOALIH 33 IPHIOKESHHC IIPH 1A,

["epuaTpyUyHa NMOIMyJIALAA
Karo 1410 w360opsT Ha 103aTa NPH BL3pacTeH MaiueHT Tpa6Ba ga 6b/e Npeanaviue, KaTo ¢ UMa NMPe/BHIL

O-TONSMATA YeCTOTa Ha HaMalleHa yepHoapoOHa, 6BOpeyHa Wi ChpAcHHA GyHKLMA ¥ HA CHITBTCTBAING
3aGonABaHe WIH APYTa JIEKAPCTBCHA TCPAIHi.

4.5 BiamMonaeilicTBHE ¢ APYIH JEKAPCTBEHH NPOAYKTH H IPpyTH dopMA Ha BIaEMOAeHCTRHE
He ca npoBexaaHH NMpoy4BaHHA 33 B3aHMOJCHCTBHATA.

OJIAMEJI NOE ue Tpa6Ba na ce mpuiara 3aejlHO C KPbB Npe3 ¢iHa H chLIA KaHIONA Ha HHQY3HOHHATA
CHCTEMa, NMopajH OMACHOCT OT NCEBAOArTy THHALNA.

JIMIMANTE, KOMTO €€ ChIBPXKAT B Ta3M EMyJCHi, MOXE Ja MORJIAAAT HA PpE3YNTATHTE OT HAKOH
naGopaTopHM M3ciieaBaHusA (HampHMED 3a 6GunupyOMH, JIAKTAT AEXHAPOreHasa, HACHIIAHC ¢ KMCJIOPO/,
KpbBEeH XeMOIJIOGHH), ako mpobaTa KpbB € B3ETA NPEAH enVMHUHMpaHe Ha numuaure (00HyalHO Te ce
cTMMHHHPAT 3a CPOK OT 5 jio 6 yaca, mpe3 KOHTO HAMa IIPHEM HA JTATTA/IH).

[Ips cmeceRaHeTO Ha LEQTPHAKCOH C PasTBODH, ChOBPAKALNM KaNUMi, B eJHa M Chblla CHCTEMZ 33
MHTPABEHO3HO MPUIIOKEHHE MOXE 18 BB3HHKHE MpeLunyTalis Ha uedrpuaxcos-kammi. HledTprakcoH
He TpAGBa Ja Ce CMecBa WM MpHiara eHOBPEMEHHO C MHTPABEHO3HH Pa3TBOPH, CHAbPXALIH X LK,
mounrenso OJIAMEJT NOE, mpes efina M chiia HH(Y3HOHHA cHCTeMa (Hamp. V-06pgasH KoHe
IledpTpHakCOH H pa3TBOPH, CHABPHKALIH kanumii, morat obaye Aa ce mpuiaarar Il
uripy3MOHHHTE CHCTEMH C€ MPOMMAT INATEITHO C MIOAXOAAIIA TEYHOCT MEeXITY HH}Y3
6.2).




OJIMMEJI NOE chabpxa BuTaMuH K, ecTecTBEHO NPHCHCTBAIL B MUNBIHUTE eMYJIcHM. KonH4eCcTBOTO Ha
puTaMiH K B MpenopbuBaHUTE 03K OJIMMEJI N9E He ce oyaksa fAa MOBIMAST JCHCTBUCTO HA
KyMApHHOBUTE MTPOU3BOIHM.

Topamy CHABPKAHHETO HA KATHH B OJIAMEJI NOE crieupanHo BHHMaHHE TpsOBa fa Ce o0OLpHE TIpH
[ALMEHTH, JIEKYBAHH C KATMA-CHXPaHABALLN JHyPETHLIM (KATO HANpHMEp, aMWIOpH], CHPOHONIAKTOH,
TpHAMTEpEH), HHXMOHTOPH Ha AHTHOTEHIUH xoHpepTHpaums eH3uM (ACE), aHTaroHHCTH Ha peLeITTOPHTE

na apruoreHsuH 1l WIM HMMYHOCYNpPECOpHTE TaKpOIHMYC HilH LMKJIOCIOPHH, TPEABHA pHCKa OT
XHIIEPKATEMHA.

HsKou AeKapcTBEHY MPOAYKTH, KATO MHCY/IHH, MOTaT /13 TIOBIHAAT Ha JIMIa3HATA CHCTeMa Ha OpraHHU3Ma.
To3u TN B3aMMoelcTrHE 06aue H3TiekKAa C OrPaHHMICHO KIIHHHIHO 3HAYCHHE.

XenapHHLT NMpUEMaH B KIHHWYHH J03H MPCIHIBHKBA npexoHo OcBoGoXkapaHe Ha JMIONPOTCHHOBA
nunasa B kppeooGpamennero. Tosa MoXe MbPBOHAYANIHO /14 noBeae A0 NMOBHINEHa IUTa3MEHA JIMTIONH3A,
[oC/IeBAHA OT MPEXOHO HAMA/IABAHE HA KIIHPBHCA Ha TPHIIALICPHIHTE.

4.6 Depraauter, GpeMeHEOCT H KbPMCHE

BpeMEeHHOCT
Hama KIMHWYHM naHHM 3a ynorpebara na OJIMMEI NYE npu Gpemennu xenu. He ca MpoBexJIaHu

npoyusanus Ha OJIMIMEJL N9E 3a penpoAyKTHRHA TOKCHYHOCT MPH ’KHBOTHH (picre TouKa 5.3). [Ipensua
ynoTpefara ¥ oKa3aHHATa Ha OJIUMEJI N9E, rmpn HeoGX0AHMOCT MOXE A3 C€ OOMHCIIM MPHWIOXKEHHE HA
IPOAYKTA 10 BpeMe Ha OPEMEHHOCT. OJIMMEJI N9E Tpatsa aa ce mpuiara NnpH OpeMEHHH KECHH Camo
clie] BHUMATESHA NMpeleHKa.

KopmeHe

Uma HegocTaThyHa HHGOpPMALHA 34 EKCKPELIMATa Ha OJIMMEJI N9E/metaGonurure B kbpMarta. [1o Bpeme
Ha KbPMEHe MOXe Ja Ce HANOKH MAapeHTEpaTHO XpaHeHe. OJIAMEJI N9E Tpabea na ce mpuiara fpu
KbPMEIIH SKEHH CaMO Cliefi BHHMATENHA [PEeneHka.

DepTUIHTET
HaMma JocTaTh4yHO JAHHH

4.7 EdexTH BbPXYy CI0CO0HOCTTA 32 modupane B pabora ¢ MAITHHH
HenpuinoxKHMO.
4.8 HexelaHH JEKAPCTBEHE PEAKNHE

BraMOKHM HEXENaHW peakiM MO)e 3 BB3HHKHAT B pe3yJITaT Ha HenpaBuiHa ynoTpeba (HampuMep
fpei03MpaHe, IPEKOMEPHO BHCOKA CKOPOCT Ha uH}y3uaTa (BIDKTE TOUKH 4.4 H 4.9).

B Hauanoto Ha MHGY3UATa BCEKH €AMH OT CISIHUTE aHOPMAJHH pH3HALM ([TOTeHe, BUCOKa TeMNepaTypa,
BTpUCaHe, rnasoGonHe, KOXHH o6puBH, gucnHed) TpAOBa Na C€ MPHEME KATO mpuYMHA 3a He3abaBHO
npekpaTapaHe Ha HH)Y3HATA.

HexenaHWTe peaklMH AOKJIAABAHK C OJIMMEJI N9-840 B paHIOMH3HPaHO, ABOHHO CILANO, AKTHBHO
KOHTPOJIMPAHO MPOYUYBAHE 38 H3CJICABAHE HA epekTHBHOCTTA ¥ §E30MacHOCTTa Ca MOCOYUCHH o-AOTy B
TabaHuaTa. BRIIOUEHH ca M ¢a JIEKyBaHH JBAJICCET H OCEM TNAlUeHTH C pasnuynM 3a6osBanyA (HarpuMep
NOCTOMEPATHBHO TNIATyBaHe, TEXKKO HEROXPAHBAHC, HEeJOCTAThYEH WIH 3a0paHeH € ' ;
falMEHTHTE B Ipynarta, JICKyBaHa C OJIUMEJ] ca nosy4aBajiH JeKapCTBEHHA PO
mi/kg/neH B MPOABIDKEHHE Ha 5 THH.

Cn6paHdTe JAHHH OT KIHHMYHM HM3NUTBAHMA H OT NOCTMAPKETHHIOBHA OTHT
Hexenauw jaekaperenHd peakupu (HJIP), cepp3aHHt ¢ OJIMMEJI N9E:




CrcTemo-oprafen KJac

HpeanoYsTABl TEPMHHE NO
MedDRA

YecroTa®

HapyuieHus Ha IMyHHATa CHCTEMA

Peaxiiuy Ha CBPBEXYYBCTBUTCIHOCT,
RKJTFOUMTETHO XUIIePXUApO3a,
[ApEKCHS, BTPHCAHE, [NTaBOOOIHE,
KOXeH O0OpHB (epHTEMAaTO3€EH,
namyjapeH, MyCcTyAapeH,
MaKyJ1apeH, reHepalH3HpaH
o6pHB), chp6ekK, TOIUTH BLIHH,
[UCITHES

C HeH3BECTHA MeCTOTa’

CnpaeyHH HapyLICHHA Taxuxkapaus Yectw®
Hapywenns Ha MetaGonusma M HamaneH aneTur HecTH
XpaHCHCTO XunepTpUriuLepBIeMHA Yectw®

Kopemna 6onka YecTw®

Huapns YecTH®
CToMAITHO-YPEBHH HapyLICHHUA

l"aneHe Yectw®

[ToBphiLaHe C HEM3BECTHA YECTOTA
CHI0BH HapylIIEHHUA XunepTroHHA YectH®

O61M HapylueHHA ¥ €(eKTH Ha
MSICTOTO Ha NIPWIOHKEHHE

ExcTpaba3auMsaTa MOXKe Aa OBCAC
B obnacTTa Ha KHY3HATA 10!
6onka, pa3apa3sHCHHUE,
OAyBaHe/OTOK,
epUTEMa/3aTOIVISHE, HEKPO3a Ha
KO)KaTa, MEXypH/BE3HKY/IH,
pL3MajeHle, yaebeniBaHe HIIH
CBHMBAHE Ha KOXKaTa

C gemspecTHa yectora’

a: 4eCTOTATA Ce OIpeei KaTo MHO
(>1/10000 no <1/1000, MHOTO PEAKH

JaHHH),

6: Hexxe1anM JeKapCTBEHH peakiHH, ChOOMICHH OT MOCT™

CrieJHHTE HeXKeJIaHH peakLWK Xap
NPOJYKTH 34 NapeHTEPATHO XPAHCHE.

HAPVIIEHWS HA KPBBTA H

ro uectn (>1/10); 9ectr (=1/100

o <1/10); newectn (>1/1000 mo <1/100); peoxu

(<1/10000) wiH ¢ HeH3BECTHA YECTOTA (He MOXe Jia ce ONpeNieNH OT HANIHTHHTE

ApKETHHTOBHSA OIIHT C OJIMMEJI NSE

AKTEPHHY 34 KJ1aca ¢a ONMCaHH B IpyTH W3TOYHMLM BBB BPB3Ka C nogo0HH
UecTOTATA HA TE3U CHOMTHA € C HEH3BECTHA YECTOTA.

TTMMOHATA CUCTEMA: TpombOoLMTONCHHA

XEMATOEWIMAPHU HAPYLLIEHHA: XoecTasa, XenaToMeraiu, XXeITCHHNA

HAPVLIEHHUS HA UMYHHATA CUCTEMA: CBpbXUyBCTBHTEIHOCT

OTPABAHMSA W TTPOLEAYPHH VCJIOXKHEHWA: IlapeHTepalHO XpaHe
aznen 4.4, noapasaen ,,XenaroOHIHapHH HapyIICHHR
docdaraza, MOBMINEHH TPAHCAMHHA3Y, MOBHLIEH

HAPAHSIBAHHA,

aCOLIMMPAHO ¢ YepHOApo6HO 3a60s1aBaHE (BXK. p
U3CJIEIBAHHMA: TopHineHa KpbhbBHA ANKAlHa

KpbBeH GWIHpYGHH, MOBHIICHH HUBA HA 4yepHOAPOOHHTE CH3HMH

HAPVIIIEHUA HA BBEPELTUTE U TMUKOYHMATE ITb
ChJJOBA HAPYIIEHMAL: BenoapoOHOCHAOBA  TTPELMII

pECTIMPATOPEH JUCTPec) (BK. TOUKA 4.4)

CHHIpPOM Ha MACTHO NpeToBapaaxe (MHOTO pPAOKO)

CHHAPOMBT Ha MACTHO MPETOBAPBAHE € chOGIIEH pH MOAOGHHM MPOAYKTH. T0BA MOXKE 13 6bAc MPUYHHEHO

HArp. MpeAo3HpaHe W/HIH TO-BHCOKA OT IPeNOpPHUMTE/IHATE CKOPOCT Ha

OT HENPABHIIHO MPWIOKeHHE (
undysus — Bikre Touka 4.9). TIpu3sHAIMTE K CHMITOMHTS Ha TO3M CHHAPOM 00aue MOraT 13 FE3HH 4
B HAYAIOTO Ha MH(QY3IHATA, KOTaTO MPOAYKTBET
3aTpyHEHA CIIOCOOHOCT 38 M
yIB/DKEH TUIA3MEH KIMPBHC, MOXE Jia I0B
RHERAMHO BIOLIABRAHE HA XJIMHMYHOTO ChCTOA
TeMIlepaTypa ¢ BTPHCAHE, AHEMMS, JICBKOTICHUA,

XUNEpAHNUIcMHA, MacTHa uHwITpaLMa Ha 4e

eraGonu3npaHe Ha JIMNUAHTE,
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ce mpHnara cboOpasHO HHCTPYKLMHTE. NN
chabpkamu ce B OJIMME ﬂ' o RS
efie J0 CHHAPOM Ha MacTHO MpETOBApBaH :/ toi ¢ _
HHe Ha MAl[MeHTa ¥ C¢ XapaKTepH3npa C Ipokx Ko RT RCexa
TpoMBOLIMTONEHKS, HApYLICHUS Ha GHPBS
pHusi apob (xemaToMeraind), BJIO

TUILLIA: A3oTeMus

uratu (GenogpobHochaoBa embonnsi H
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GYHKIMA ¥ POABM HA LICHTPAIHATA HEPBHE CHCTEMA (namp. koMa). CHHAPOMBT OOHKHOBEHO € obpaTuM
cnel cnupaHe Ha MHQY3IUATA HAa eMYJICHATA OT JIMITHAH.

CroblnaBaHe Ha MOAQ3UPAHHA HEXEJTaHU PCaKIIHH
C1o6IIaBaHeTo Ha MOJO3MpAaHM HEXEJIaHH peakuMH Cliel pa3peliaBaHc 3a ynorpeba Ha JIeKapCTBEHHUA

NPOAYKT € BRXHO. TOBA MO3BONABA JIa MMPOAB/DKH HaGIIOICHUETO Ha CBOTHOIIEHHETO MON3a/PHCK 32
neKkapcTBeHus npoaykT. OT MEJMUMHCKHTE CMICLHAMCTH C¢ H3UCKBa Ja cpOOLIABAT BCAKA MOJXO3MpaHa
HEXE/IAHA peakiMA 4Ype3 HAUMOHATHATA CHCTCMa 32 choOlIaBaHe B HMI3NBJIHHTENHA AreHUHs o
neKapcTeaTa yA. ,,Jlaman I'pyep™ Ne 8, 1303 Codus, Ten.: +35928903417, yebcaiT: www.bda.bg

4.9 IIpeno3npane

B ciy4aii Ha HenpaBWIHO NMpuiarase (Mpeao3npaHe H/WIH TIO-BHCOKa OT MPEnophyaHaTa CKOpPOCT Ha
uHy3HATA) MOXKE Ja Ce NOABAT MPU3HALIM Ha8 XUMEPBOIEMHA ¥ allHA03a.

[pexomepro 6Bbp3aTa HRGY3HA WIH NPHIOXKCHHETO Ha HEMOIXOAAIIO NOJIAM obeM OT MPOAYKTa MOXKE J1a
MPHYMHAT TafieHe, MOBPBILAHE, BTPHCAHE, rnapobonme, ropeiid BLIHHM, XMNEPXHAPO3a M HapyHlcH
enekTponuTeH HanaHc. B TakuBa CiTyuyad HHQY3HATA He3abaBHO TpsAbBa Aa ce chpe.

AXO CKOpOCTTa Ha HH(}Y3UA HA TTIIOKO3aTa HAIBHMIIN KIHPBHCA if, MOXKE Jla CE& PA3BMAT XMICPIIHKEMHA,
rMOKO3YPHA H XHIIEPOCMONIApEH CHHAPOM.

HamasneHaTa WM 3aTPpyAHEHa CIOCOOHOCT 38 MeTaOONM3HPAHE HA JIUMMAHTE MOXE fia IOBEAC 11O CHHIPOM
Ha MACTHO IPETOBAPBAHE, KATO HerobHTe eeKTH OOHKHOBEHO Ca obpaTUMu cies cnupaHe Ha IHNHIHATa
uH(Qy3Ha (BIDKTE CBHILO K TOYKa 4.8).

B HAKOM TEKKO MPOTEKIH CIy4yad MOXke Aa ca HeoOXONMMH XeMOJHAaH3A, XxeMO(UITpALMS HIIH

xemoanapuITpaLHA.

5. ©®APMAKOJOIMYHHA CBOHCTBA
5.1 ®apmakoaHHAMHIBEHE CBOACTBA

dapMaKoTepaneBTHYHA rpyna: Pa3reop 3a MapeHTCpPaHo XpaHeHe/CMeCH
ATC xoa: B0O5 BAIO.

A30THOTO (L-aMHMHOKMCENHHH) H eHEPrHHHOTO (IJEOKO3a H TPHITIMLIEPUAH) ChABPXKAHHE HA OJIMMEJ]
NYE no3so/sBa Aa ce NOAAbPKa aJIEKBATHO CHOTHOLICHHE 830T / eHEePrHAHOCT.

Ta3u nexapcTeeHa GopMa ChABPKA H €NICKTPOIHTH.

EmyncusTa Ha THNHAYM, ceabpxama ce B OJIAMEJL NOE, e cMec OT papuHHpaHO MACIIMHOBO Macio H
padUHHPAHO COEBO MAcCHO (B CBOTHOIUCHHE 80/20) ¢ npuOAM3MTENHO CIETHOTO PA3NpPEJC/ICHHE Ha
MaCTHHTE KUCEJIHHH:
- 15% nacurenH MacTHH kuceauHu (HMK);
- 65% MoHOHeHacHTeHH MacTHM kucennHd (MHeMK);

20% TOJHHEHACHTEHH eceHIanHy MacTHH kucenunH ([THeMK);

CroTHOWeHHeTo dochonunuan : TpurmHuepuau e 0,06.

HAMA/IABAHE HA MCPOKCHANPAHETO Ha JUNMUONATE.

Pa3TBOpLT Ha AMWHOKHMCENMHHM Cbabpxka 17 L-aMMHOKHCETHHM (BKITIOUHTEN
AMMHOKHMCETHHH), KOWTO Ca HEOGXOAMMH NPH CHHTE3a Ha OETHLM.
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AMUHOKHMCETMHITE Ca H3TOUHHK HA eHeprs, KATO TAXHOTO OKHCIICHHE BOAU O eTHMHHUPAHETO Ha a30T
nox QopMara Ha ypes.

[IpodTbT HA AMHHOKHCEJIMHHTE € CITeXHHAT:

. eceHLMAIHH AMHHOKHCETHHI/0610 aMHHOKHCEIHHU: 44,87

. eceHUMATHW aMMHOKHMceNnHHH (g)/o6u azoT (g): 2,8%

- AMHHOKMCEHHH C Pa3KiIOHeHa BEPHTa/ob10 aMHHOKHCETHHH. 18,3%.

H3TOYHKMK Ha BRIIIEXHAPATH € IIIOKO3aTa.
5.2 <DapMakOKHHETHYHE CBOHCTBA

Cuetakure Ha OJIUMEJI NOE (aMHHOKHCEITHHH, CJICKTPOJIHTH, [JIOKO34, IMITUAM) Ce pasrpeaciir,
MeTaGONN3UPAT K ETMMHHHMPAT MO CHUIKA HAaYHH, KAKTO aKko Ce mpuiarat TIOOTAEJIHO.

5.3 [peaxnvAAYHH JaHHH 32 fe30NaCHOCT
He ca rpoBeKaaHH NMPEAXIHHIYHH W3MHTBAHUA C OJIMMEJI N9E.

[peAKTHHMYHHTE H3MHTBAHYA 38 TOKCHYHOCT, POBEACHH C CMYJICHITA, chappixama ce 8 OJIAMEJI NOE,
ca JAanM JaHHM 38 MPOMEHUTE, KOMTO MO MPaBHiIO Ce HaGmopaBaT MPKH MPHEM HA roJieMH KOJIHYECTBA
eMyJICHA Ha JIMMHAIM: MaCTHA HHQWITpAIKA Ha YEPHHA apo6, TpPOMOOUMTONEHHA K MOBHIIEH XONECTCPOI.

[TpeAKTHHHYHHTE H3MMTBAHHS, 3 [POBENK/IAHETO HA KOMTO Ca NON3BaHH pa3TBOPKHTE Ha AMHHOKHCETHHU
H Ha rIOKo3a, ydacteamy B cheraBa Ha OJIMMEJ] NIE, B pas/iiuHH KAUECTBEHH M KOJIMYCCTBCHM
CHCTABH, HE ¢a MOKA3ATH JAaHHH 38 HAKAKBA Cneur¢pyyHa TOKCHIHOCT.

6. POAPMANEBTAYHH JAHHH

6.1 CinorEchbK HA NOMOIIHHATE BCIIECTBA

Kamepa ¢ eMycHA Ha JIMNANIN.
peYUCTEHH AiueHH GoCHOoNTHITHIM;

FITALIEPOIT;

HATPHEB OJIeaT,;

HATpHEB XMIPOKCHA (3a perynupaHe Ha pH);
BOJA 38 HIDKEKIIHH,

Kamepa ¢ pa3TBOp Ha aMMHOKHCEIKHH W EICKTPOJIMTH.
fteJleHa OLIeTHA KHcenuHa (3a peryaupaxe Ha pH);

BOIA 38 HHDKEKLIVH;

Kamepa ¢ pa3TBOP Ha IAIFOK038 C KANLWH:
XJIOPOBOAOPO/HA KHCC/IHHA (33 peryJidpane Ha pH);
BOJA 38 MIDKCKLIWH;

6.2 HeChLBMECTHMOCTH

He npubapsiiTe APYTH JEKEPCTBEHH MPOAYKTH WIH BELICCTBA KbM HAKOS OT CECTABKHTE HA CAKA WITH KbM
roTopara eMyJicus, 6e3 MpPeABAPUTENHO Aa CTE MOTBBPAWIM THAXHATA CHBMECTHMOCT H CTaDHANOMT
noJydeHaTa cMec (B 4aCTHOCT CTaOHIHOCTTA HA MacTHATa EMYJICHA).

HechEMECTHMOCTH MOTAT /18 Bh3HHKHAT, HAPUMEP TIOpaJH MPEKOMEPHO BHCOKA KHCE/MIHOCT:
o WLy
CTOWHOCTH) WIH HEMOAXOAAIIO ChAbPXKAHHE HA NBYBAICHTHH KaTHOHH (Ca’ u Mgf[)SKoproy

[]
,

aecTabWIN3MpaT eMyJICUATa HA THITHIH. AN
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Kakro npu BCsika cMec 3a NapeHTEpanHo XpaHeHe, TPAORa Ja Ce OTYHTAT CHOTHOIIEGHMATA Ha Kanuui u
docdaru. IlpexomepHoTO nobapaHe Ha kammid U Gocdat, ocobeHo nox ¢opmaTa Ha MHHEDATHH COJIH,
MOX€ Na nosede A0 GOPMHPaHE Ha KalueBo-GochaTHH NPELMITHTATH.

OJIMMEJI N9E cbabpixa KaauueBH HOHM, KOHTO KPHAT AOMMBIHHTENEH PMCK OT MpeLMIIMTHpaHe Ha

CBCHPCLIH B KPBB WITH KOMITIOHEHTH, TPETHPAHW/ KOHCEPBHPAHH ¢ aHTHKOArY/IaHTH.

HedTprakcon He TpaGea na ce cMeCBa WM MpHIara €IHOBPEMEHHO C Pa3TBOPH CBIBPKAINH KATLHH,
BrmounTenHo OJIMMEIL NOE, npes enna u cbia uHGpy3sHoHHa cHcTeMa (Hamp. Y-00pa3eH KoHeKTop)
[TOpajyl PHCK OT APCLMIHTALMA Ha LedTpHaKCOH-KaILMeBa coll (BX. To4kH 4.4 H 4.5).

Ilopanu pucka ot npenunuramms OJTUMEJI NSE He tpa6ea aa ce MMpHJIAra npe3 €JHa ¥ ¢blla HH)Y3HOHHA
CHCTEMA HITH J1a Ce CMECBa C aMITHLIWIMH WIH (ocheHHTOHH.

IIpoBepere CHBMECTHMOCTTA C PAa3TBOPH, KOHTO C€ BBLBEKIAT CIHOBPEMEHHO Npe3 oI KOMIUIEKT 3a
HH}Y3HS, KATETBP HIH KaHIONA.

He npunaraiiTe npeay, €AHOBpeMEHHO MITH Clie/l BAMBAHE Ha KPbB ITpe3 ChIIATA CHCTEMA, IOpPaIH PHUCK OT
NCEBOCAT Ty THHALIHA.

6.3 Cpoxk Ra rogmoct

2 rOAMHH, aKO 3AHIHTHOTO (OIHO He € NOBPEAECHO.

CpoOK Ha rOJIHOCT CJIe]] JIDHIOTBAHE:

[IpenopruBa ce MpOAYKTHT Aa ce M3MOMN3Ba HE3aGABHO Cllell OTBRPAHE HA HENOCTOAHHMTE YILTHTHHTE/H
MEX [Ty TPHTEC KaMepH. BhIIpeku ToBa € ycTaHOBEHO, Ye paGoTHaTa CTaGWIHOCT Ha [PUIOTBEHATA EMYJICHA
¢ 7 nuu npu TeMneparypa ot 2°C go 8°C u crnex ToBa oiule 48 yaca NpH TEMIIEpaTypH, KOMTO He
HaJBHIIaBaT 25°C,

Cpok Ha FOIHOCT CJIE/l BHACAHE HA J00ABKH ( €ICKTPOIMTH, MMKPOGIEMEHTH, BHTAMHHH, BHXKTE TOYKA 6.6):
3a KOHKPETHM NMPHTOTBCHH CMECH € YCTaHOBEHO, Ye paboTHaTa cTabHIHOCT € 7 JHH MpH TEMIIepaTypa oT
2°C no 8°C u cnen ToBa omne 48 yaca npu TeMIepaTypH, KOHTO He HaaBumagar 25°C.

Ot MEKPOGHONOrHYHA IileIHa TOYKA BCAKAKBM MPHTOTBEHH CMECH TPAOBa 1a ce MONM3BaT He3abGaBHO. AKO
HE CE H3MOoNI3Ba He3aDaBHO, OTTOBOPEH 38 BPEMETO H YCIOBUATA 3a paboTHO ChXpaHeHHe npeaH ynorpeba

€ MON3BATENAT, KATO OOMKHOBEHO TO HE MOXe Ja HajBuIuaea 24 vaca rmpH Temrneparypa ot 2°C go 8°C,
OCBCH ako mpHOaBfiHEeTO Ha AO0ABKM He € OCHINECTBEHO MMPH KOHTPOJIHPAHHM M AOKA3AHO ACEITTHMHM

YCIIOBHA.
6.4 CpoenrajgnE yc10BHg HA CHLXPAHEHAHE

Ha He ce 3aMpa3ana.

Ha ce cpxpaHsaBa B IOKPHBHHSA TUIHK.

3a yCIIOBHMATA Ha ChXpAHEHHE Ha NMPHIOTBEHHA JICKAPCTBEH MMPOAYKT, BIDKTE TOYKA 6.3.

6.5 BuancLALPXKANEE HA ONAKOBKATA

CaksT ¢ 3-Te kaMepH € TOpDOHUYKA OT MHOTOC/IOMHA IUIACTMAaca. BLTPEIIHMAT (KOHTAKTHHAT) CJIOM Ha
MaTepHalia, OT KOHTO € H3paloTeH CaKbT, € cMec OT MOJHOJIS(HHHOBH KOIOIHMEPH H € C
pa3TBCpa Ha AMHHOKHCCIHHH, ¢ TJIIOKO3HHA pa3TBOp M ¢ NHOHMaHaTa eMmyncusa. [p
HaNpaBeHH OT NMOJHETHICH BHHHNaueTaT (EVA) B ot kononHecTep.
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Kamepara ¢ aMHHOKMCENHHHTE e cHabJieHa ¢ MACTO 3a BBBEXKAAHE, HA KOETO Ce MOCTABA INMITBT Ha
HH(pYIHOHHATA CHCTEMA.

3a [a ce MpeAOTBPATH KOHTAKT ¢ BH3/yXa, CAKHT € ONAKOBAH B MPEANA3BAll OT OKMC/IABAHE NOKPHBEH
UIMK, KOWTO ChABPKA IUTHKYE ¢ aGcopOeHT 3a KUCI0poS.

I'oneMHHH HAa OMAKOBKATA:

cak 1000 ml: 1 xamoH ¢ 6 caka

cak 1500 ml: 1 xamon ¢ 4 caka; 1 xaioH ¢ 5 caka
cak 2000 ml: | xamoH ¢ 4 caka; 1 kamoH ¢ 5 caka
1 cak ot 1000 ml, 1500 ml 1 2000 m]

He BCHYKH BUROBE OMAKOBKHM MOTAT Aa O’bJAT ITYCHATH B mpoaaxba.

6.6 Crhenwannn DpeANa3sHH MEPKH NPH HIXBLpAAHE B pabora

3a fia oTBOpHTE

OrcrpaHere npeanasHuA MOKPHBEH TUTHK.

Haxpbprere rumkdero ¢ aGcopGeHTa Ha KMCITOPO.

YBepere ce B LEJIOCTTa HAa CaKa H Ha HETIOCTOAHHMTE YIUTLTHHTENM. [lomsBaifte caMo, aKO CaxbT He €
MOBPEACH, aKO HETIOCTOAHHHTE YIUTBTHHTENH Ca HEMOKBLTHATH (T.€. HAMA CMECBaHE Ha CHABPKAHMETO Ha
3-Te KAaMEpH), aKO pa3TBOPHT HA AMHHOKHMCEJIMHH H PA3TBOPHT Ha INTI0K03a ¢a GHCTPH, Ge3LIBEeTHH WIH JIEKO

XKBITCHHKABH H MPAKTHYECCKH HE CBABLPAKAT BUAHMH YACTHLIH, H aKO €MYJ/ICHATA HA JTHITHAH € XOMOIrcHHA
TEYHOCT, NoA0OHA HA MIISKO.

CMecBaHe Ha pa3TBOPHUTE H EMYJICHATA

KoraTo paskscBaTe HENOCTOAHHHTE YIUTHTHUTENH, YBEPETE Ce, Ue MPOAYKTHT € ChC CTalfHa TEMMepaTypa.

HaBuifTe caka OKOJIO caMMA HEro, KaTo 3amovHeTe OT BpBXHATA MY 4acT {(OT Kpas 3a 3aKauBaHe).
HenoCToAHHHTE YIUTBTHUTEIH L€ M3YE3HAT OT CTpaHaTa B OJIM30CT ¢ BXOJHHTE OTBOpH. IIpoanokanaiire
Jla HABHBATE CAKAa, IOKATO YILTETHHTEJIUTE C€ OTBOPAT NMPUOIH3IUTENHO A0 NOJOBHHATA OT AB/DKMHATA CH.

Cwmecere, karo o6bpHeTE caka Hai-ManKo 3 IMBTH HArope-Hazgomy.

BBHIIHHAT BHJ HaA CMECTa CJIEA MNPUIroTBAHE € KaTO HA XOMOI'CHHS&, noaobHa Ha MJIAKO CMYJICHA.

HobapkH

O6eMBT Ha caka € NOCTATBYEH, 3a [ia MO3BOJIH Ja ce MPHOaBAT Jo0OABKH, HAIIpHMEP BUTAMHHH, €JIeKTPOJIHTH
H MHUKPOEJIEMEHTH.

BeakakeBH 1o6aBk (BIUTIOUMTETHO BUTAMHHH) MOTAT Ja C€ BKJIIOYAT KbM Bede MPHIoTBeHaTa cMec {caen
KaTo Ca OTBOPEHH BpEMEHHMTE YIUTBTHHTEJIH H Cliell KATO C& CMECH ChABPKAHMETO Ha 3-T€ KAMEPH).

BuTaMMHHNTE MOXe Oa ce AoOaBAT CHLIO H B KAMEPATA C IUIIOKO3a, IPEIH CMECTA Ja CE [PUroTRH (IpelH
Ja ca OTBOPEHH HEMOCTOAHHHUTE YIUTLTHHTEIIH H NPEIU 1a ce CMECH CHLABPKAHHUETO HA TPHTE KAMERI):~

IIpu pobassHe Ha MPOAYKTH KbM Pa3sHOBUAHOCTHTE, ChABLPKALUM €IEKTPOIHTH, Tpa6
BHUMaHHE KONMHYECTBOTO HA €JIEKTPOJINTHTE, BeYe HATMYHH B CaKa.

[IpnbasaHeTo TpabBa na cTaBa NPH ACENTHYHH YCIOBHUSA H OT KBATH(HLIMPAH WICH Ha

- . -
‘‘‘‘‘‘‘
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KuM OJIAMEJI N9E Moxke fa ce no6aBAT 4 eeKTPOIHTH, CHINIACHO MOKAa3aHaTa Mo-A0ay Tabnuua;

Ha 1060 ml
Bxnawuaena MaxkCHMANHO AONBJHATENIH0 | MaxkcaManna obma

KOBUCHTPANEY BHACHHE KOHOCHTPANAS
HaTtpuiA 35 mmol 115 mmol 150 mmol
Kanusi 30 mmol 120 mmol 150 mmol
MarHe3uii 4,0 mmol 1,6 mmol 5,6 mmol
KasiueBH kaTHOHH 3,5 mmol 1,5 (0,0") mmol 5,0 (3,5'¥) mmol
Heopratratu 0 mmol 3,0 mmol 3.0 mmol
docharu
Opranu4nm docdatu 15 mmol® 10 mmol 25 mmol®

* CTOHHOCT, ChOTBETCTBAINA Ha A0bapeHHTe HeoprauMuHH dochaTu
> BodBa $pochaTHTe, OCHTYpeHH OT eMYJICHATA Ha ANITHAH.

Muxpoenemenmu u sumamuriu.
CrabunHocTTa € nokasaHa ¢ HaMMpallld ce B mpoaax0a MPOAYKTH HAa BHTAMMHH M MMKDOEIEMEHTH

(chappxaly a0 1 mg xensso).

JaHHH 3a CBBMECTHMOCT C ApYrH A00aBKH MOKE a ce HpeAOCTaBAT MPH NOHCKBAaHeE,

ITpu pHacsHe Ha noGaBkU KpaHHUAT OCMONAPHTET Ha cMecTa TPAGBA /1a ce H3MEPH MpPEIM NPWIAraHETO i
npe3 nepugepHa BEHa.

3a M3BLpIIBaHE Ha J00ABAHETO:
-  Tpa6pa aa ce cma3BaT aceNTHYHH YCJIOBHA;

- IloarorBere MACTOTO 34 HHDKEKTHpPAHE Ha CaKa;
- IIpofopere MACTOTO 3a MHXKEKTHPaHEe H HIDKEKTHpaliTe R0OABKHTE, KATO MOJM3BATE UIia 38 HIDKEKIIMH

WIIH YCTPOHUCTBO 38 paspexKaaHe;
- CMecere ChOBPKAHHETO Ha caka ¢ JOOaBKHTE.

ITpurorsgHe Ha HHOY3HATA

Tpabsa na ce cnaspaT aceIITUYHH YC/IOBHA.

Oxayere caka.

OrcTpaHeTe uracTMacoBara 3alliiTa OT OTBOPA 24 MPHUIIOKEHHE.

Bkapaiire 3apaBo wnna Ha HHQY3HOHHHA KOMIUIEKT B OTBOpAa 38 IPHIO)KEHHE.

[ IpunoxeHHE

Camo 3a egHOKpaTHa ynotpeda.

[Ipunaraifre NMpoAyKTa CAMO CJIe] KaTO HEMNOCTOSHHHMTE YILUTBTHHTEIH MEXIY 3-T¢ KaMEPH CE€ OTBOPAT H
Clie]l KaTO € CMECH CBABPXXAHHUETO Ha 3-T€ KAMEpH.

Yeeperte ce, ¢ KpalHaTa HHPY3HOHHA eMYJICHA HE MOKa3Ba HHKAKBH BUAWMH ITPH3HALIM HA pa3ielsHe Ha
dazHTe.

Crnep oTBapsHe Ha caka ChbALPXKAHHETO MYy TpaOBa Aa ce ynoTpedu HezabaBHO. OTBOPEHHAT CaK B HHKAKEB
ciy4ya# He TpabBa Ja ce ChXpaHABa 3a NocleARalia HHPY3HA.

CaxoBeTe 71a He ce CBBpP3BAT B CEpHHM C Lea Aa ce H3berne BBIMOXHOCTTA OT B
MPHYHHEHA OT OCTATBYHMS BB3YX4, ChIBPKALLI Ce B ITbPBUA CAK.

HeH3non3spaHHAT NpOAYKT H OTNAXLYHHTE MATEPHAIH OT HET0 H H3NON3BAHHTE M
Tpia6Ba na ce H3XBBPJAAT B CHOTBETCTBHE C MECTHUTE H3HCKBAHHA.
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7. IIPHTEXATEJI HA PABPEIIIEHHUETO 3A YIIOTPEBA

bakctep briarapua EOOJQ

Oyn. byirapua 45

1404 Codus

briarapus

8. HOMEP(A) HA PABPEIIEHHMETO 3A YIIOTPEBA

Per. Ne: 20100294

9. JATA HA IOBPBO PA3ZPEMIABAHEMOAHOBABAHE HA PA3PEINIEHHETO 3A
YIIOTPEBA

Jlata Ha MepBO paspewasane: 29 anmpuia 2010 r.
Jlara H anocneqHo noaHoBABaHe: 31 mapt 2014 r.

10. JATA HA AKTYAJIN3APAHE HA TEKCTA

02/2025
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