KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
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1. HME HA JIEKAPCTBEHHA HPOI[VKT Kpamxa xaparm M@PUCTIUKE HE NPOGYKI ma . ey
OJIMMEJT N7E undy3nonHa eMmycus Ko Poe. 1 ... AOS002 9L
OLIMEL N7E emulsion for infusion Paspewetue Ne
samamp- .. IS XY, 1L -0 1
2. KAYECTBEH ¥ KOJIMYECTBEH CbCTAB Ogobpenue N ..................cooun..... VA,
OJIMMEJI N7E ce npeanara noj ¢opmara Ha 3-kamepeH cak. Beeku cak ChIbpika pasTBOp Ha IUIIOKO3a H
KaJIlIMH, pa3TBOp Ha AMMHOKHMCE/THHH H IPYTH €NIEKTPOJIMTH H eMYJICHS Ha JIMIH/IK, KAKTO € OMHCAHO MO-A0Ty:
ChabpiaHHE B €JHH CaK
1000 ml | 1500 ml | 2000 ml
35 % pasTBOp Ha rmoko3a (ceoTBercTBa Ha 35 g/100 ml) 400 ml 600 ml 800 ml
0,
rlnll,) 1 % pa3TBOp Ha aMMHOKHCENIHHH (choTBeTCTBA Ha 11,1 g/100 400 ml 600 ml 800 ml
20 % eMyncus Ha nunuam (cpoTBeTcTBa Ha 20 g/100 ml) 200 ml 300 ml 400 ml
Crnesl cMecBaHe Ha ChABPHKAHHETO Ha 3-Te KaMepH ChCTaBbT Ha rOTOBaTa eMYJICHA € Ja/IeH Ha cleiHaTa
TabIMILIA 338 BCEKH OT Pa3iIMYHUTE Pa3MEPH CaKOBe.
AKTHBHH BelllecTBa 1000 ml 1500 ml 2000 ml
PadMHHPaHO MACTHHOBO MacIo + padHHHpaHo coeBo Macno® | 40,00 g 60,00 g 80,00 g
AnaHWH 6,41 g 9,61 g 12,82 g
ApPruHuH 434 ¢ 6,51 g 8,68 g
AcnapToBa KHMCEIHHa 1,28 g 192¢g 2,56 g
['TyTaMHMHOBa KHCEIHHA 221g 332¢ 442 g
[ nuumH 307g 4,60 g 6,14 g
XUCTHOHH 2,64 g 397¢g 529¢g
H3oneBunH 221g 332g 442 g
JleBuuH 307¢g 4,60 g 6,14 g
JIn3uH, 348 ¢ 523 ¢ 6,97 g
(eKBHBAJIEHTEH Ha JIM3HHOB alleTarT ) (4,88 g) (7,31 g) (9,75 g)
MeTHOHHMH 221g 332 ¢g 442 ¢g
DeHUnanaHUH 307¢g 4,60 g 6,14 g
[Tponun 2,64 g 397g 529¢g
CepuH 1,75 g 2,62 g 350 g
TpeonuH 221g 332¢g 442 ¢g
Tpunrrodax 0,74 g 1,10 g 147 g
THpO3HH 0,11g 0,17 g 022¢g
Banux 283¢g 425¢g 5,66 g
Harpues auerar, Tpuxuapar 1,50 g 224 g 299 ¢
Hatpues rnuuepodocdar, XuapaTupaH 367¢g 551g 734 ¢
Kanues xJ10pH 224 ¢ 335¢ Q
MarHe3ueB XJOpH/, XeKCaxuapaT 0,81 ¢g 1,22 g o Ql‘?@ﬁc TN
Kanuuer XI0pua, AMXHAPAT 0,52 ¢ 0,77 g / £ 1,03¥gt 4 -1&
I'moko3a 140,00g | 210,004 | 780,004% | % \
(eKBHBAJIEHTHA Ha ITIOK03a MOHOXM/pAT) (154,00 g) | (231,00 g)., 00, '3




® CMec OT papHHHpAHO MACHHHOBO Macio (MpuGmmsurenno 80%) W padHHHpAHO COEBO Macno (mpubaHzHTENHO
20%), CLOTBETCTBAILA HA CHOTHOMEHHE 20% MEX Ay HE3AMEHHMH MaCTHH KHCETTHHE KbM TOTAITHH MACTHH KHCQIHHH.

3a MBIHKA CIIMCHK HA IOMOIHKTE BEIECTBA, BIDKTE TOUKa 6.1.

3a BCEKH OT PA3IMYHHTE TONEMHHH OTIAKOBKH IOTOBATA EMYJICHA OCHTYPABA:

1000 mi 1500 mt 2000 ml

IR 40g 60g 80g

AMHHOKMCCITHHH 443 g 66,4 ¢ 88,6 ¢

Az0T 10¢g 10,5g 14,0 g

['moko3a 140,0 g 2100 g 2800 g

Exepruiina cTOHHOCT:

O61ma KalnopuiHOCT, IpHb. 1140 kcal 1710 kcal 2270 kcal
He6enThuHa kanopuiiHocT 960 kcal 1440 kcal 1920 kcal
KanopHifHOCT 0T IIIoKo3a 560 kcal 840 kcal 1120 kcal
KanopuitsocT ot Jmuau® 400 kcal 600 kcal 800 kcal
CroTHOweHHE He-6enThYHA KANTOPHIHOCT/a30T 137 keal/g 137 keal/g 137 kcal/g
CrorrHomenue Kanopu#HocT oT 58/42 58/42 58/42
IIOK033/KATOPUHHOCT OT JIMIHAN
JIurmmaw/obua kanopHiHOCT 35% 35% 35%

ENeKTpONMTH:

Harpmii 35,0 mmol 52,5 mmol 70,0 mmol
Kanuii 30,0 mmol 45,0 mmol 60,0 mmot
Marnesuni 4,0 mmol 6,0 mmol % mmol
Kannpit 3,5 mmol 5,3 mmol 7.0 mmol
Dochau ® 15 mmol 22,5 mmol 30,0 mmol
AueraTi 45 mmol 67 mmol 89 mmol
Xnopuay 45 mmol 68 mmol 90 mmol

pH 6,4 6,4 6,4

OcMonapHTeT 1360 mosm/l  |1360 mosm/l  |1360 mosm/I

* BKIIOYBA KAJOPHH OT NPEYHCTEHH AifueHH Gochommmmau
b Bxmousa (ocdaTuTe, OCHTYPEHH OT EMYJICHATA HA THITKIH

3. JIEKAPCTBEHA ®OPMA

Cnen npHroTeaHe:
HiidysnoHHa eMYJICHA.

BrHIIEH By NpeH NPHIOTBAHE:
- Pa3TBOpHTE Ha IJTIOKO3a H HA AMHHOKHCEITHHK ca GucTpH, Ge3uBeTHH HITH ¢naGo OLBETEHH B XCHITO.
- EMyncHsTa Ha JIMITHOM € XOMOTeHHA H Mile4dHO0A1a Ha [IBAT.

4. KJIAHHYHH JAHHA

4,1 TepanesTRYHH NOKA3AHH




OJIAMEJI N7E e noka3aH 3a MapeHTEPAIHO XPaHEHE Ha BB3PACTHH H Jella MO-TONEMH OT 2-FOIMIIHA
BB3PACT B CJIyauTe, KOraTo NEpOpaHOTO KM EHTCPATHOTO XPAHEeHEe C8 HEBB3MOXHH, HEOCTATLYHH HIH
MPOTHBOTIOKA3HH.

4.2 Jlo3upoBKa X HAYHH HA DPHAOKEHAE

O3MPOBKA
He ce npenopbuBa ynorpeGara Ha OJIMMEJI N7E npu neua noa 2 roqMHy, MOPagH HENOAXOAAIHA MY
cheTaB H 00eM (Bipkre TOukH 4.4, 5.1 # 5.2).

He Tpabpa a ce npepMiana JOIYIOCOYEHATA MAKCUMAITHA THEBHA 103a. [TopanH HEMPOMEHITUBHA CHCTaB
Ha MHOTOK&MEPHHA CaK € BB3MOXHO J& HE MOTAT [a CE 3aJOBOJIAT €/IHOBPEMEHHO BCHYKH XPAHHTE/THH
HYXIH Ha TAuMeHTa. BB3MOXKHM c8 KIHHHYHH CHTYAUMH, IIDH KOHTO NALMEHTHTe ce HyXJaiaT oT
KOJIMYECTRA XPAHHTENHH BELIECTBA, KOHTO Ce PA3NMYABAT OT HEMPOMEHIHBHA CHCTAaB Ha caka. B Takns
CTyuall IPH XOpHTHpaHEeTO Ha ofeMa (no03ata) TpaGBa a ce B3cME MPEABH KpaiHHAT edexT, KoHTO TOi
HIE MMa BBPXY JO3MPAHETO HA BCHYKH OCTAHATH XpaHuTelHH komnoneHTH Ha OJIMMEJI N7E.

Ipu ev3pacmnu
Jlo3MpOBKATA 3aBHCH OT €HEpruifHuTe NOTPCOHOCTH Ha MALMEHTA, OT KIMHHYHOTO CBCTOAHHE, TEJIECHOTO

Tersno H ot cnocobHOoCcTTa Aa MeTaGomu3npa cheraekure va OJIMMEJ] N7E, kakro M OT JOMBLIHHTENTHO
BHECEHHMTE MEPOPANHO/CHTEPANHO eHEprui WM mpoTeHHH. ETo samo oGeMbT Ha caka Tpabea na ce
noabupa csobpasHo.

CpennHiTe AHEPHH HYXIH CA:

- 0,16 go 0,35 g azor/kg TenecHa Maca (1 g0 2 g amuHOKMCenHHI'kg) B 38BHCHMOCT OT XPaHMTE/THHA
CTaTyC Ha MALMEHTA H CTeNeHTa Ha KaTabOHTEH CTpec;

- 20 1o 40 kcal/kg;

- 20 g0 40 ml Teuroct/kg win 1 #o 1,5 ml Ha BeAka w3pa3xozsaHa keal.

MakcKManHaTa qHeBHa a03a Ha OJIMMEJI N7E ce onpezens ot oSmata KanopuiiHa croiHoct, 40 kcal/’kg,
BHeceHa ¢ TeunocTH ¢ o6em 35 ml/kg, koeto croTeeTcTBa Ha 1,5 g/kg amuHOKMcennHH, 4,9 g/kg rmokosa,
1,4 g/kg mumman, 1,2 mmol’kg natpuit u 1,1 mmol/kg xanmii. 3a manmeHT ¢ TenecHa maca 70 kg T4 me
6Bae papHa Ha 2450 ml OJTAMEJI N7E mHeBHo, NpH KoeTo ce BHacaT 108 g aMUHOKHMCENHHH, 343 g
roKo3a | 98 g munuau (1.e. 2352 HenporenHosu keal i 06wo 2793 keal).

OBGHKHOBEHO CKOPOCTTA HA BlMBaHe TPSOBa Ja ce YBEIHYaBa MOCTENEHHO Mpe3 TPBHA 4ac, CJiell TOBA Ja
Ce pery/IHpa, Taka Je Ja ¢¢ OTUMTAT MPHIAraHara 1033, JHEBHHAT 06eM Ha BIHBAHE U MPOAB/DKHTETHOCTTA
Ha #HQY3HATA.

MakcHmaneaTa ckopocT Ha BiHBaHe Ha OJIMMEJTI N7E e 1,7 ml/kg/uac, koero crotserctea Ha 0,08
g/kg/uac aMmuHokucenuny, 0,24 g/kg/4ac rmoxosa i 0,07 g/kg/dac mnuan.

IIpu Oeya Ha ev3pacm Rao 2 200UKY U IHOWU
He ca nposexaany Npoy4BaHUA APH NMEJHATPHYHA MOMYMalHA.

JIO3MpPOBKATA 3ABHCH OT €HEPFUMHITE MOTPEOHOCTH HA NALWEHTA, OT KAHHHYHOTO CBCTOAHKE, TEICCHOTO
Terno u ot cnocoGHocTTa Ja Merabonuaupa ceeraekure Ha OJTAMEIL N7E, kakTo H OT JOITB/IHHTENTHO
BHECEHHTE IEPOPANHO/EHTEPATHO eHepPruA WM mporednu. Eto samo obeMBbT Ha caka TpabBa jma ce
noaGupa crobpasHO.

OcBeH TOBa JHEBHWTE HYXIH OT TEYHOCTH, a30T H €HEPTHA HAMAIABAT HEMIPEKBCHATO C YBE/IHHABAHE HA
BB3pacTTa. B3eTH ca MpeBMA ZIBE BH3PACTOBH IPYIH OT 2 g0 11 rogunu u ot 12 ao 18 roxund.

(aKTOp € MarHe3HEBOTO ChALPHKAHME 3a JHCBHA o3a. M 32 ABeTe BL3IPACTOBH IPYIH O '\;' RS

daKTop 3a CKOpOCTTA Ha MpHIOXKEHHe HA YaC € KOHLEHTpauusaTa Ha rmokosa. Ilo/ndery ocl
Pe3yNITAHTHHAT TpHEM: { &3



Ot 2 30 11 rogpann Ot 12 go 18 roaeas

CheTaBKRA IMpenopb4ana OJMMEJIN7E IIpenoppuana OJMMEJI N7E
MAKCHMANCH MaKCHMAaNneH
crokHocT ¢roitHocT?
obeM obem

MaxkcuManna 1HeBHA H03R
Teunoctn (ml/kg/nex) 60—120 25 50 - 80 25
AMMHOKHCEITHHH
(e/kg/nex) 1-2(no 2,5) 1,1 1-2 1,1
I'mioxosa (g/kg/meH) 1,4 - 8,6 3,5 0,7-58 3.5
JIunnau (g/'kg/aen) 0,5-3 1,0 0,5-2 (mo 3) 1,0
O6wa eHepruitHocT
(kcal//kg/ner) 30-75 28,5 20-55 28,5
MaxcHEMaTHa CKOpOCT Ha ANDYIRN
OJIHMEJI N7E 26 1.7
(ml/kg/uac) ’ ’
f::')‘“‘"‘""““““ (gke/ 0,20 0,11 0,12 0,08
I'moko3a (g/kg/ 1ac) 0,36 0,36 0,24 0,24
Jlvmmzn (g/kg/ uac) 0,13 0,10 0,13 0,07

* [penopbuany croitHocTr ot 2018 ESPGHAN/ESPEN/ESPR Guidelines

OGHKHOBEHO CKOPOCTTA Ha BIMBaHE TPAGBA Ja Ce YBEHYABA [IOCTENEHHO Npe3 MBPBUA Yac M TpAGea fa
Ce pery/IHpa Taka, 4e 4 C¢ OTYHTAT NPHIIAraHaTa /1034, THEBHHAT 0GeM Ha RITHBAHE H MPOAL/UKATETHOCTTA
Ha MHQY3HMATA.

Mo opuHIMT ce Mpenopb4BA MPH MATKH felia MHQY3HATA [a 3anouke ¢ HHCKM AHCBHM JI03H H Ja e
YBE/IMYABA TIOCTENEHHO IO JOCTUTAHE HA MAKCHMAITHATA IOIHPOBKA (BIDKTE 110-TOpE).

MeTon M NPOSBDKMTCIHOCT HE NPHIOKEHHE
Camo 3a eHOKpaTHa ynotpeba.

TMpenopbyBa ce ciea OTBApAHE Ha CaKa CHIBPKAHHETO A4 CE H3NON3BA HE3a0ABHO H JIa HE CE CHXPaHABA
3a MoCJIeABaLIa HHOY3H.

Cnefl NpUroTBAHE, BLHILHHST BUJ HA CMECTTA € XOMOTCHHA, NOAHOGHA Ha MIIAKO EMYJICHA.
3a yKa3aHMA 3a NMPUroTeaHe H pabora ¢ HHbY3IMOHHATA eMYIICHA BIDKTE TOYKA 6.6.
TMopaan rcokkA cu ocmonaprter OJTAMEJL N7E Moxe /ia ce mpinara CaMo Npe3 ICHTpaHa BeHa.

ITpenopbyMTENTHATA MPOAL/DKMTENHOCT HA HHGY3INATA HA eUH CaK 3a IAPEHTEPalTHO XPAHEHE € MEXTY 12
M 24 yaca.

TpanaraHeTo Ha MAPEHTEPATHO XpaHeHe MOXe A NPOXBIDKH TOJKOBA ABIrO, KONKOTO € HEOOXOIHMO
CTOpeA KAMHHYHOTO CECTOAHHME Ha MAllHeHTa.

4.3 IIporuBonoxa3aHns

[punoxennero Ha OJIMMEJI N7E e NpOTHBONOKA3HO TPH CIIEAHATE CHCTOAHMA.

- Ipu npexaeBpeMeHHO poaeHH GebeTa, KbpMadeTa U ela 1oj 2-FOIHIIHA BE3PACT;

- CBpBXYYBCTBHTEHOCT KbM AHU€H, COeB WIN GBLCTEICH NPOTEHH, WK HApeBHLA/ LIAPEBHYH
(K. TOYKA 4.4), HITH KBM HAKOE OT AKTHBHHTE HIH NTOMOIIHHTE BEIIECTEA, H30poeHH B

- BpoaeHH aHOMATHH Ha MeTa0OIH3MA HA AMHHOKHCE/THHH;

- TexKa XHTICPIHITHACMAA HIH TEXKH HAPYIUCHHA Ha MeTabony3Ma Ha JINTTUAMTE,
€€ C XHIEPTPHUTIHLICPHACMHA,

- Tesxka XMNEPrITHKEMHS; \
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- TTaTONOrMYHO BUCOKH I1a3MeHH KOHLICHTPAILMH HAa HATPHI, Kanuii, MarHesui, kanuyii wuma $pocdop;
4.4 CroensajHH npeAynpeXIcHAd A NPEANAIHA MEDKH NpH ynoTpeba

TIpexoMepHo GLP3MAT MPHEM Ha PA3TBOPH 3 TOTAIHO NapeHTepanHo xpanere (TIIX) moxke na nosene no
TEKKH WIH QATATHH NOCISACTBHA.

Undysusra TpaGea HezaGaBHO Ja ce CNpe MpH MOABA HA TATONOTHYHH NPH3HAIA HIM CHMITOMH 32
aNepruyHa peaKitis (KaTo HAOTABAHE, BHCOKA TEMIEPATYpa, BTPHCAHE, I1aBoGOIHe, KOXKHH OOPHBH HIH
aucriHes). To3n JieKApPCTBEH MPOAYKT ChOBbPKA COEBO Macno M fifuenH ¢ocommmmau. CoeeHre H
AfiYeHHTe TPOTEMHM MOTAT fJa TNPUYMHAT DEAKUWH HA CBPBXUyBCTBHTENHOCT. HaGmonasawu ca
KpPBLCTOCAHH ANEpPriUyHM PeaKLiUy NpH ynotpe6a Ha coeBy U GBCTHYCHH IPOTSHHH.

OJIMMEJTI N7E cpampka rOK03a, H3IBNEYeHa OT LIapeBHLA, KOATO MOXEe Ja NMpHYWHH PEAKUMH Ha
CBPBXYYBCTRBHTETHOCT TIPH MALMEHTH C ANEPTHA KbM LAPEBHIA U LAPEBHIHH MPOXYKTH (Bk. TOUKa 4.3).

Lledtpuakcon He Tpu6pa Ja Ce CMECBA MM MpHIAra €IHOBPEMEHHO C WHTPABCHO3HM Da3sTBOPH,
CHIBPAKAILM KAMUKH, AOPH Npel DAMIMYHM MHOY3HOHHM CMCTEMH HIM MeECT& Ha MH(Y3HpaHe.
IledTpHakcOH H pASTBOPH, CHABLPXAIIH KATUWH, MOTAT a Ce MPIIAraT MOCNEJOBATE/IHO, KO C& H3MTOM3BAT
PAMIHYHHM MHYIMOHHM CHCTEMM Ha Pa3TMMHH MECTa HWIH HHQY3HOHHHUTE CHCTCMH Ce NOIMEHAT I Ce
MPOMHAT 1UATENHO ¢ (M3HONOTHMYEH CONCBH Pa3TBOP MeXAy HHGY3HWTE ¢ L MpEeJOTBPATABAHE Ha
npeuunHTausa. [IpH NaUHEHTH, H3UCKBAINKM HeNpekbeHaTa MHGY3HA Ha pasTeopH 38 TIIX, chABpKaIH
KaNIMi, Ce MpenopsuBa MeANLMHCKMTE CHEUMATHCTH Aa OOMMCIAT ynoTpeGaTa Ha AITCPHATHBHH
AHTHGAKTEPHANHH JICYCHHS, KOMTO HE HOCAT NMofobeH pHMCK OT MpeluMmMTamui. Ao ymotpebara Ha
e TPHAKCOH ce CumMTa 3a HeOOXONMMa NPH NALIHEHTH, H3HCKBALIM HEMPEKECHATO XPAHEHE, PA3TBOPHTE 34
TIIX  nedTpHAKCOH MOTAT 2 C& IPH/ATAT eHOBPEMEKHO, MAKAp M NIPe3 PAXIHYHH HHQY3HOHHH CHCTEMH
Ha Pa3NiHYHH MecTa. Jipyra BBIMOXKHOCT € HHQY3uATa Ha pasTeopa 3a TIIX nia ce cripe, 10KaTO TPae TA3H
Ha US(TPHAKCOH, KATO Ce MMa TPEABMI CHBETHT 3a MPOMHBAHE HA MH(QY3MOHHHTE CHCTEMH MEXITY
pasTBOpUTE (BX. TO4kH 4.5 H 6.2).

Crobmasa ce 3a 6en0ApoGHOCHIOBH NpPELUHIMTATH, NpuunHasamM GenoapoGHocsRoBA eMGOMHA H
PECITMPATOPEH JMCTPEC, MPH MALMeHTH, PHEMALIH NapEHTEPANHO XpaHeHe. B HAKOM CiTydaH ce CTHra 10
neranen w3xos. TpexomepHoTo no6apsaune Ha xamyii M docary yRenwdasa pucka oT 00pasysane Ha
MPELMIIATATH OT Kaupes dochart (BK. ToUKa 6.2).

Cro61aBa ce CHIIO 38 CBMHEHME 3a 06pasyBaHe Ha MPELHNHTATH B KphBoOSpAIIeHUETO.

OcBeH Orfiefia Ha pasTBOpa, MH(pYIMOHHATA CHCTEMAa M KATEThpBT TPAGBa CBHINO Jia C€ MPOBEpARAT
EPHOAMYHO 38 MPELMITHTATH.

AKO ce NPOABAT MPH3HALM HA PeClIMPaTOpeH AHCTpeC, HHy3HATa TpAGBA Ja C& CIpe H J1a Ce OCBINECTBH
MEIHIMHCKH Tpernes,.

Ja He ce g06aBAT APYrd MPOAYKTH MIH cyOCTAHIMK KbM HAKOH OT KOMIIOHEHTHTE HA Caka HIH KbM
MPHrOTBEHATA eMyJicHs, Ge3 Mpeln ToBa Aa C¢ MOTBLPAH TAXHATA CHBMECTHMOCT H cTabHuaHOCTTa HA
TOTydeHaTa cMec (B YACTHOCT, CTaGHITHOCTTA Ha MACTHATA EMYJICHA). O6pasyBaHeTO Ha MPELMIIATATH HIH
AecTAGMIM3HPAHETO HA MACTHATA EMYJICHS, MOXKe /1A IPHYHHH CH0BA OKITy3HA (BHXKTE TOUKH 6.2 1 6.6).

TeXKM HAPYIICHHA HA BOTHO-EJEKTPONHTHHA GamaHc, TeXKH CHCTOAHHA Ha MPETOBApBaHE ¢ TETHOCTH, 4
CBIIC M TEXKH METAGOAMTHH HApyHIeHNA TPAGBa Ja Ce KOPHIHpAT PE/iM 3aN09BaHe HA HHY3HATA.
TIpH 3amovBAHE HA HHTPABEHO3HATA HH(YIHA € He0GXOAMMO CNIEIHANHO KIMHH'HO HabmoaeHHe.

MH(eKIMA ¥ CETICHC OT MACTOTO Ha CBAOB JNOCTBI1 € YCIOKHEHHE, KOETO MOMXe J1a HACTBITH NIPH MAlHEHTH
MOAyyaBall TIAPEHTEPANHO XpaHeHe, OcoGeHo NMpH Ciydad Ha JIOWO MOAXBPHKAHE Ha KATCTPHTS,
MMYHOCYTIPECHBHH BBIfleicTBHA Ha 3a6O0/BAHE WIH MeJMKAMEHTH. BHUMATENHO KOHTPOJIMPAHE Ha
NPH3HALM, CHMITTOMH M pe3yaTaTH oT 1abopaTopHW TecToBe 34 BHCOKa TEMNCPIIyP [PRTIK
JIEBKOLIMTO34, TEXHHYECKH YCIIOKHEHHS C HIACIMETO 338 I0CTHI H XHNCPrIMKEMHUA MOraT '

PaHHOTO OTKpHBaHe Ha HHpekuH. [IalHEHTH, KOHTO Ce HYXaAT OT MAPEHTEPATTHO XPRHe
BpeApasnoNokKeHH KBM HHOEKIUHO3HH YCIOKHEHHA NOpamd HEJOXpaHBAaHE wan




3aCHIEHO HaONAraHe HA ACENTHYHH TEXHMKH TIPH NOCTABAHETO H MOABPKAHETO HA KATETHPA, KAKTO M
ACENTTHYHH TEXHHKH NPH JIOATOTOBKATA HA XpaHHTeIHaTa hopMyna.

ITo BpeMe Ha neyeHHeTo TPAOBA Aa Ce CIIEAST BOAHO-EIEKTPONIMTHUAT GanaHc, cepyMHATa OCMOJIapHOCT,
CEpyMHHMTE TPHTIHLEPHIH, KHCETHHHO-AIKANHUAT GanaHc, KPBBHATA TUIIOKO3A M YEPHOAPOGHHTE H
66peunnTe noKasaTeNH, GakTOpHTE HA KPBBOCECHPBAHE M OPOAT HA KPEBHUTE KICTKH, BKIIOYHTEHO Ha
TpoMOOLIHTHTE.

TIOBHILEHH YepHOIPOGHH SH3MMH H X0JiecTasa ca 6uwin Habmoaasasu npk noxo6HH npoxykH. TpatGea aa
ce 06MHCITH ITPOCIeAABAHE HA CEPYMHHA AMOHAX, 4KO HMa ChMHEHHE 38 YepHORpOGHa HEXOCTATEIHOCT

Morart 1a BB3HHKHAT MeTa00IMTHH YCIOXKHEHHA, AKO XPAHHTEIIHHAT IIPHEM He € aAanTHPaH KbM HyX(IHTE
Ha MALMEHTA WIM MeTaGONMTHUAT KANALMTET Ha JafieHa XPaHHTCIHA ChCTABKA HE € NIPABHIHO OLICHEH.
Hexenann meraGonHTHH eeKTH MOraT Aa BB3HHKHAT NMPH NPHIOKEHHETO HA HEROCTATHYHO HIIH
IPEKOMEPHO KOJHYECTBO XPAHMTENHH BEIUECTBA HIH TIPH HechoOpaseH ¢ KOHKDETHHTE HYXIH Ha
MIALIMEHTA CHCTAB HA XPaHHTENHATA CMEC.

TIpHITOKEHNETO HA PAa3TBOPH HA AMMHOKMCEIMHH MOXE J1a YCKOPH OCTBp AetulMT Ha (olaT, KoeTo 1a
HANOXH JOITLIHHTENEH eXkeIHEBEH NIpHEM Ha QO/IHeBa KHCETHHA.

Exctpasasauus

O6nactra Ha kaTeThpa TpAGBa peloBHO Aa ce Habmogapa 3a NpH3HALM Ha eKCTpaBa3alMs.

AKO BB3HHKHE €KCTpaBa3aims, MPUIoKEeHHeTO TpAGBa Aa ce cripe He3abaBHO, KATO MOCTABEHMAT KATETHP
JIIH KAHIONA OCTAHE HA MACTO 38 HEMOCPEACTBEH KOHTPON Ha NMALMEHTa. AKO & Bb3MOXHO, TpAGBA 1a ce
H3BBPLIH aCTIMPHPaHE Npe3 MOCTABEHHA KATeThD/KaHIONa, 38 Ja Ce HAMATH KOJIHYECTBOTO HA HANHYHATA B
TBKRHHTE TEYHOCT, MpeJH KATEThPLT/KaHionaTta fa 6p1e H3BaneHa.

B 38BMCHMOCT OT €KCTPaBasHpaHHA NPOAYKT (KmounTenHo cmecenute ¢ OJIMMEJI N7E npoayxTH, ako
MMAa TAaKMBa) M CTENeHTa/pasMepa Ha yBpexXAaHeTo TpAOBRA 8 Ce B3eMAT CHOTBETHMTE KOHKPETHH MEDKH.
BapiaHTHTe 32 KOHTDOJIMpaHE MOraT Ia BKMIOYBAT HedapMakomOrHdHW, (apMakoiordiHH W4
XHpYPrHUHH MHTepBeHUMH. B ciydail Ha ronama ekcTpapasauus TpaGsa fa ce NMOTHPCH KOHCYJITALHA C
TUTACTHYEH XHpypr Ao 72 yaca.

TIpes mepBHTE 24 Yaca 061acTTa Ha excTpaBasaiHs TpAGea Aa ce HabmonaBa NoHe Ha BCCKH 4 yaca, a crex
TOBA — BEJJHBK JHEBHO.

WHoyznata He TpabBa Aa ce MOAHOBABA B CHINATA HEHTPAIHA BEHA.

YepraoapobHa HEFOCTATEYHOCT

Jla ce mpunara BHUMATENHO HPH MALMEHTH ¢ YEPHOAPOOHA HEAOCTATEYHOCT NOPAIH PHCK OT PA3BHTHE HITH
B/IOLIABAHE HA HEBPONOTHUHHM 3aGONABAHMSA, CBBP3AHM C XMnepamoHemusaTa. HeoGxomiMu ca peloBHH
KTHHMYHH ¥ 1860paTOPHH H3C/EBAHMA, B YCTHOCT Ha IAPAMETPHTE Ha HepHOApoGHaTa PYHKLHA, KPBBHA
3axap, eNeKTPOIIHTH H TPHITTHLECPHIH.

br6peyna HeAOCTATHYHOCT
Jla ce mpunara BHMMATENHO NpH nampeHTH ¢ GBOpedHa HENOCTATHYHOCT, ocofeHO ako e HajnHue

XHMEPKATHEMHA, TIOPAIH PHCK OT pa3BUTHE HITH BIOLIABAHE HA MerabonuTHATA ALHA032 H XHIIEPA30TEMHA,
aKo He Ce MpOBeska eKCTpapeHamHo oyHcTBaHe, [IpH Te3H NalHeHTH TpaGRa cTpoOro Ja ce KOHTPOJIHpa
CBCTOAHHETO HA TEYHOCTH, TPHITIHLIEPAIH H CIEKTPOIHTH.

XeMaToIOorHuHHu
Ja ce mpuiara BHEMATENHO NpPH MALHEHTH ¢ HApYWICHHW® HA KPBLBOCHCHPBAHETO H aHemus. KprBHaTa
KAPTHHA M MOKA3ATE/IHTE HA KPhBOCECHPBAHETO TpaGBa 8 c& KOHTPOJIHPAT CTPOTO.

EHnoxpuHHM ¥ MeTa60nHIEM

Ja ce npuiara BHUMATEIHO PH NMALHEHTH C:

- MerabomuTHa aumupgosa. [IpunaraHeTo Ha BBIVICXHIDATH HE Ce MpenopnHea
nakTanMao3a. M3ucksaT ce peoBHH KIMHHYHH H T1aG0paTOpHH H3CIeBAHNA.

- 3axapen guaGer. KoHTponupaiiTe KOHLEHTPAUMHTE Ha TIOKO34, [IOKO3ypHATa,
KBAETO € BE3MOXHO, KOPHTHPAiTe AO3HTE HA HHCYJIHH.
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- XunepnunuaeMys, TH/DKalIA c¢ HA HATHYHETO Ha TAMHAX B HHY3HoHHaTa emMynchs. Heobxonumu ca
PeAOBHH KJIMHWYHH H Ta6OpPATOPHH HicneaBaHHA.
- Hapymenus B o6MsHaTa Ha aMHHO-KHCEITHHHTE.

XenaToOWiIHapHU HAPYIIEHHA
HM3pecTHO €, 4e NPH HAKOM NALMENTH HA TAPEHTEPAHO XpaHEHE CE& PA3BHBAT XCTATOOHIHAPHH

HapyIleHUs, BKIIOYHTE/IHO XONecTasa, yepHoapoGHa cTearosa, pubposa H HHMpo3a, KOHTO € BE3MONHO Na
AOBEAAT A0 YepHOAPOOHA HENOCTATHYHOCT, XONELMCTHT H XonenntHada. CMmATa ce, e eTHONOrHATa Ha
TE3H HApYIICHHA 3aBHCH OT MHOTO (pakTOpH M MOXeE Ja € PasIHyHa NPH OTACIHHTE NALMCHTH.
[TauMeHTHTE, Ppa3BHBAIIM OTKIOHEHMs B 1abOpaTOpHHTE NAPAMETPH WIH APYrH MpH3HAlM Ha
XenaToGMIHAPHH HApYLICHHA, TpA6Ba fa Ce OLGHABAT HABpEMeE OT JCKAP ¢ TO3HAHHA MO YepHOAPOGHH
3a60naBanKs, 33 1a C6 YCTAHOBAT BH3MOMKHHTE IPHUHHHH K ZOMPHHACAIIH (PAKTOPH, KAKTO H BBIMOXKHHTE
TepaneBTHYHH H MPOPHIAKTHIHH HHTEPBEHIHH.

PenoeHO TpafBa Aa ce M3IC/IEABAT KOHLEHTPALMHTE HA CEPYMHHTe TPMITIHLEPHAH H CNOCOGHOCTTa Ha
OpraHu3Ma Jia OTCTpaHABA JTHITHAHTE.

KoHLieHTpaumiTe Ha cepyMHU TPHTTIMLIEPHAH TI0 BpeMe Ha HHdY3uaTa He 6MBa Na HaapHimasar 3 mmol/l.

AKO HMa CHMHEHHE 38 AHOMAIHH B JTHIHAHHA METa0ONMH3bM, MPEMOPBLYBA €€ CEPYMHHTe HHMBA Ha
TPHIMLICPHAHTE Ja Ce W3MEpBAT CeAHEBHO clell 5- J0 6-4acoB MEPHOJ, B KOWTO He Ca MpHiaraHd
numamu. TTpH Be3pacTHH cepyMbT TpaGea Aa 6hae GHCTHp B Cpok A0 6 Yaca clie crtupaHe Ha uHGY3HATA,
chHABPKAINA eMYNCHATa Ha JMmuaM. Chnenpamara MHQY3HMa MOXe 18 Ce MPHIOKH CaMo CIIEJ Kato
KOHUIEHTPALKKTE Ha CEPYMHMTE TPHITHLIEPHAH JOCTHTHAT OTHOBO H3XORHMTE CH CTOHHOCTH.

Cpobmasa ce 3a CHHAPOM Ha MacTHO MpeToBapBaHe ¢ NoAoOHH MpoiykTH. HaManeHaTa WM 3aTpyIHCHA
croco6HocT 38 MetabonHaMpaHe Ha nMNHanTe, chaspxkaiy ce B OJIAMEIL N7E Moxe aa nosene no
+CHHIPOM H2 MAcTHO TpeToBapBaHe®, KOHTO MOXe na OnbAe MpHYHHEH OT mpeaosHpaHe. [IpusHALMTE K
CHMITTOMHTE Ha TO3H CHHAPOM, 00aye, MOTAT 1a Ce MPOABAT H KOT4TO MPOAYKTHT € NPHWIOKEH ChIIacHO
HHCTpPYKIMHTE {BIKTE CHIIO Taka Touka 4.8).

B ciTyuaii Ha XMNepriuKeMHs cKopocTTa Ha unby3us Ha OJIMMEJI N7E rpa6ea na ce KOpHIHpa H/WiH Jia
Ce MPHIOKH HHCYTHH.

JA HE CE ITPUJIAT A ITPE3 ITEPU®EPHA BEHA.

Benpeku ye B MPOTYKTHT HMA MHKDOSJIEMEHTH H BUTAMHHM, HHBATA Ca HEJOCTATHYHH, 38 1a 3a/I0BOJIAT
HY’CIHTE Ha OpraHMsMa. MHKpoeleMEHTH H BATAMMHH Tpabea a 6biar AobaBeHH B JIOCTATHUHO
KO/THYECTBO, 34 Ja 3aJ0BONAT HHAMBHAYATHHTE HYKOH Ha NaUHeHTa H Ja ce MPeJOoTBPaTH PA3sBHTHE Ha
HeJIOCTHTA MM. BIDKTE MHCTPYKLMHTE 38 IIpHiIaraHe Ha N00aBKH KbM TO3H ITPOAYKT.

OJIMMEJI N7E Tpsafsa aa ce npriara ¢ 0cofeHO BHAMAHHE NPH MALHCHTH C NOBMILICH OCMOJIAPHTET,
HafOLOpeuHa HEJOCTATHYHOCT, CHPACYHA HEJOCTATEYHOCT HIH HAPYIICHHE HA 6enonpobHaTa GyHKLHA.

TIpd nNaUMeHTH ¢ HeAOXpAHBAHE 3aNIOYBAHETO HA MEPEHTEPAIHO XPAHEHE MOXe Aa MN0BEAC A0
NpeLMNUTHpaHE Ha PEPasTIPEAENEHHETO HA TETHOCTHTE, KOETO BOJH A0 OTOK Ha Gemua Apof u 3acToliHa
ChpAEYHA HENOCTATEYHOCT, & CHUIO H IO HAMA/IABAHE HA CEPYMHHMTE KOHLECHTPAUMH Ha KajTHi, ¢ochopa,
MaTHe3HA WIH BOJHOPa3TBOPUMEKTE BHTaMHHH. [TonoGHH npOMeHH MOXKe Na HACTBAAT B PAMKHTE Ha 24 no
48 uaca; TOpaJH TOBA C& NMpENnoOpbYBA BHHMATENHO M GABHO 3aT0YBAHC Ha MAPEHTCPATHOTO XPAHEHS
38€HO ¢ WATETHO HAOMIONEHWE M [OJXOAAIIO YTOYHABAHE HA TEYHOCTHTE, €JIEKTPONIMTHTE,
MHKPOETIEMEHTHTE i BHTAMHHMUTE.

Cakosere 12 He ce CBBP3IBAT B CEpHM C led Aa ce H3berHe BBH3MOMNKHOCTTA OT BB3AYIIHA ©
NpHYHHEHA OT OCTATHYHHMA BB3IYXa, CHABPXKAI C¢ B ITbPBHA Cax.

3a na ce u3berHaT pHCKOBETE, CBBP3AHH C MMPEKOMEPHO [O/AMA CKOPOCT Ha MPHIIOKEHHE,
H3MOM3BAHE HA HEMPEKBCHATA H KOHTPOIHpaHa HHY3HA.




OJTAMEJI N7E Tpatea na ce mpunara BHHMATENHO HPH MALMEHTH CbC CKIOHHOCT KbM 3aQbpXaHe Ha
€JIEKTPOITHTH.

MHTpaBeHo3HaTa HH(Y3MA HA AMUHOKMCETHHH Ce ChITBTCTBA OT MOBHIICHO OTASIISHE HA MHKPOCNEMEHTH
B YPHHATA, B YaCTHOCT MeZl H LMHK. Toea TpaGBa fia ce HMa IpeaBH/ NPH JO3HPaHe HA MHKPOCIEMEHTHTE,
0cOBEHO NPH IPOXB/DKHTENHO HHTPABEHO3HO XPAaHEHE.

Tornuasaxe Ha 1aGOPATOPHH HIcHEIBAHWA
JIunuanTe, KOWTO Ce& CHOBPKAT B TA3H €MYJICHA, MOXE A3 MOBRJIHAAYT Ha Ppe3ylITaTHTE OT HAKOH
naGopaTopHH H3cneaBaHuA (BX. pazzer 4.5).

Coenvanieu npeanasHy MepKH Ipy Aelia
Korato ce nmpunara rpH Aeua no-roJieMH oT 2 TOAMHH, € H3KTIOUHTETHO BAKHO Ja C€ H3MOJI3Ba CaK ¢ ofeM,

CBOTBCTCTBRAI HA JHCBHATA AOIHPOBKA.

OJIMMEJI N7E He e noaxoaAuI 3a ynotpeba npH felia Ha Bb3PACT HOA 2 FOAHHH, 3a110TO:

- BHeceHaTa I'TIOK03a € NPEKANICHO MATIKO, KOETO BOAM O HHCKO CHOTHOIIEHHE IMMOK03a / mammam;
- Jluncara Ha LIACTEHH MPABH HENOAXOAMIA KOMOHHALMATAE OT AMHHOKHCETHHH,

- KanunaT ¢ TRBPAE MAJIKO;

- (O0eMEBT Ha CAKOBETE € HENOIXOIAL,

MakcHMANTHATA CKOPOCT Ha Mudy3us e 2,6 mi/kg/yac npu Aelia Ha BB3IPacT MEKAY OT 2 Ao 11 ropuHu H
1,7 mV/kg/yac npu peua Ha BB3pacT oT 12 o 18 roauHu.

BB BCHUKM CiTydad e HeoGXoawmo fo6aBAHe Ha BUTAMHMHH H MHKpoeneMenTH. Tpa0ea na ce momasar
neKkapcTBeHH GOPMH, MOAXOAALIH 34 NMPHIOKEHHE NPH JeLia.

['epuaTpHyHa NOmyJaHKa
Kato uano u360phT Ha A03aTa MPH Bb3PacTeH NauueHT Tpabea na 6B€ Npeanasixe, KaTo ce HMa NPEIBHN

NO-FONAMATA YECTOTA HA HAMATeHa YepHoApo6Ha, 656peuHa WiH chpaedHa GyHKUMS H HA CBITETCTBANIO
3a00/IABaHe HIH ApYTa IeKapCTBEHA TEPAITHA.

4.5 BaaamopeiicTBRE ¢ APYrH JeKAPCTBEHH OPOAYKTH B APYrE ¢opME HA BIaEMOjeHcTBHE
He ca npoeexnaHy Mpoy4BaHHA 33 B3aHMOJCHCTBHATA.

OJIMMEJI N7E He TpaCea Aa ce MpHjiara 3aeHO ¢ KPBB NMpe3 €Ha H ChIlla KaHIOlla Ha uHY3HOHHATA
CHCTEMa, MOPaH ONACHOCT OT MCEBIOAI Y THHAIIMA.

JIunHaMTe, KOHTO C& ChIBMKAT B TA3H EMYJICHA, MOKe Ja MORIHAAT Ha DPE3YNTATUTE OT HAKOH
nabopaTopHM M3C/IeABAHMA (HampuMep 33 GHIMpYOHMH, AKTAT ACXHAPOTCHA3a, HACHINAHE C KHMCIODPOA,
KpbBEH XeMOrnofm), ako mpobata KpbE € BieTa MpeH ENHMUHHPAHE Ha JHIHAHTE (o6uuatino Te ce
STUMHHMPAT 34 CPOK OT 5 10 6 Yaca, mpe3 XOHTO HAMA NPHEM Ha JNHTHMAR).

ITpu cMecpasero Ha LIeTPHAKCOH C pPAasTBOPH, CHALPAKALIH Kaiuyii, B egHa M Cbila CHCTEMa 3a
HHTPABEHO3HO NMPHIOKEHHE MOKE [18 BE3HHKHE MPELIHNHTALMA Ha nedrpuakcos-kammi. lleprpuakcon
He TpaOBa [a ce CMECBA WAH MpHIAra eJHOBPEMEHHO C HHTPABEHO3HH PasTBOPH, CHABDKANIH KanuHii,
pkmounrenio OJIMMEJT N7E, npes eana U china HHY3HOHHA cHCTeMa (Hanp. V-o6paseH KOHEKTOP).
IleTpHAaKCOH H pa3TBOPH, CHABPKAIIA KaIuM#t, MOTAT obaye Aa Ce TPHJIAraT MOCNEAOBATENHO, AKO
HE(DY3HOHHUTE CHCTEMH C€ IIPOMMAT IUATENMHO C NOAXOAALLA TeTHOCT MEXKILY nH}y3uuTe (BXK. TOUKH 4.4 H
6.2).

OJIMMEJI N7E chaspxa BUTAMHH K, ecTeCTBEHO MPHCBCTBALI B JIMIIMAHHTE EMYJICHH. Komuy

KYMAPHHOBHTE NPOH3BOIHH.




Tlopamn ceaspkanuero Ha kamuit 8 OJJMMEI N7E cneumanno sHHMaHue TpsGea fa ce o6bpHe 1MpH
MALHHEHTH, JIEKYBAHK C KATHH-CHXPAHABALIN JHYPETHLM (KATO HANPHMED, AMHIOPHA, CMHPOHOMAKTOH,
TPHAMTEpEH), HHXKOWTOPH HA AHIHOTEH3HH KonpepTHpamys eH3uM (ACE), aHTaroHMCTH Ha PeLIeITTOpUTe
Ha AHrMOTeH3HH Il MNM HMYHOCYIPECOpHTE TAKPONMMYC HIH HMKIOCMOPHH, ApeJBHX PpHCka OT
XMIMEPKAIEMHUA.

HAKXOH JTEKAPCTBEHH MPOXYKTH, KATO HHCYI/IMH, MOTAT Ja NIOB/HAAT Ha JIANA3HATA CHCTEMA Ha OpraHH3Ma.
Tozu Tvn B3aHMoOAEHcTBHE 06ayue M3rfexa ¢ OrpaHHYCHO KIIMHHYHO 3HAYEHHE.

XenapuHET MpHeMaH B KJIMHHYHM J03H NPEM3IBHKBA NIPEXONHO 0CBOGOXKIABEHE HA JMTIOMPOTERHORA
nwnasa B KpsBooGpaentero. ToBa Moke TBPBOHAYANHO Aa AOBEJE A0 MOBHIICHA TUIAIMEHA JIHIIOIH3A,
MOCNENBAHA OT MPEXOAHO HAMANABAHE Ha KIIHPBLHCA HA TPHIJIHLICPHAHTE.

4.6 ®epranurter, GpemennOCcT B KEPMERE

Bpemennoct
HsaMa KIMHMYHH J2HHM 38 ynotpe6ata Ha OJIAMEII N7E mpu Gpemennn xexd. He ca mposexaany

npoyusaria #a OJTAMEJI N7E 3a penpofyKTHBHA TOKCHYHOCT IPH KUBOTHH (BHKTE TOUKA 5.3). Ilpensun,
ynotpe6ata u nokazanuaTa va OJIAMEJI N7E, npu HeoGX0AMMOCT MOXKe Jia ce 0OMHCITH TIPWIOKECHHE HA
npogykTa no BpeMe Ha GpemenHoct. OJIMMEII N7E 1ps6sa aa ce npuiara npa GpeMeHHH JXeHH CaMo
cnieql BHUMATEITHA MTPELIEHKA.

KnpmeHe
ViMa HemocTaThuHa MHpopMais 32 ekckpeumsata Ha OJIMMEJI N7E/merabonutte B kppMata. [1o Bpeme

HA KBPMEHE MOXKe Ja 6 HAIOXH NapeHTepanto xpavene. OJIMMEJI N7E TpabBa Ja ce mpuiara npH
KLpMEIIH XKEeHH CaMo clie]l BRUMATE/THA peLieHKa.

QepTuianTer
Hama AQCTATHYHO JTAHHH.

4.7 EdexTn Bupxy cnocofHocTTa 32 modupane # pabora ¢ MAmAHEA
HenpunoxuMo.
4.8 Hexenann JeKapcTBend PEAKIHA

BL3IMOXKHH HEXKEJIAHH PEeakuHy MOXKC Ja Bh3HMKHAT B Pe3y/ITAT HAa HECMpaBHIHA ynotpeba (HanmpuMep
NpeI03MpaHe, MPEKOMEPHO BUCOKA CKOPOCT Ha MH(Y3uATa) (BHKTE TOHKH 44u49)

B Ha4anoTo Ha MHGY3IHATA BCEKH e(HH OT CIEAHMTE aHOPMAJTHH NPH3HALH (noTeHe, BACOKA TEMIIEPATYPA,
BIpHCaHE, TMaBobonHe, KOXHH OOPHBH, mucnHes) TpaGea fa ce MpHEME KATO NPHYHHA 34 He3abaBHO
NpeKpaTABaHe Ha HH(pY3IUATA.

Hexenauute peakuus goxnansanu ¢ OJIMMEJ] N9-840 B paHAOMH3HpaHO, JBOMHO CJIANO, AKTHBHO
KOHTPOJIMPAHO MPOYYBAHE 32 H3CIEABaHE HA ePeXKTHBHOCTTA H 6e30MacHOCTTa ca NMOCOYEHH NO-JOTy B
Tabauuara. BkmoyeHu ca H ca TeKyBaHH JBANECET H OCEM NAlHCHTH ¢ PAXTHIHH 3aGonaBaHKna (HAIPHMED
TNOCTONEPATHBHO TaNyBaHe, TEXKO HEJOXpaHBaHe, HEOCTATHYCH HIIH 3a0paHeH eHTepaneH HpHEM);
TALHEHTHTEe B rpynara, Jexysana ¢ OJIMMEJ ca nomyuaBand NeKApPCTBEHHA MPOAYKT B 1032 N0 40
mi/kg/neH B NPOSR/DKEHHE Ha 5 IHH.

CpOpaHHTE NaHHH OT KIHHHYHH H3NHTBAHHA M OT YOCTMAPKCTMHIOBHA OMMT MOKA3BAT CIICTHHTE
HeXenaHu nexapcTeenu peakuuu (HJIP), cespsanu ¢ OJIMMEJI N7E:




IIpeaAnoYHTAR TEPMHH 0O
MedDRA

PeaxumH Ha CBPLXYYBCTBHTEIIHOCT,
BKJIIOYHTETHO XHIICPXHAPO3a,
MTHPEKCHA, BTPHCaHe, r1aBoboiue,
KoskeH 0OpHE (epUTeMaTo3¢H,
namynapeH, MycTynapeH,
MAKYJIapeH, TeHEPatH3UpaH
06puB), cEp6eskK, TOMH BRIHH,

CHacTeMo-oprasen Kaac Yecrora®

HapyilleHHs Ha HMYHHATA CHCTEMA C HeH3BeCTHA YecToTa®

JMCITHes
CrpaeyHH HapylIeHHA Taxukapana Yectn®
Hapymenns Ha MetaGomisMa | Hamanex anetur Yecrw®
XPpaHEHETO XunepTpUurivuepuaeMus Yecte®

Kopemna Gonka Yectw'
CroMalllHO-YpeBHH HAPYIICHHA Auapus “eor

I'anene YectH®

TMoepriuane C Hew3BecTHa yecToTa"
CpA0BH HApPYIICHHA Xuneprouus Yeerw®

ExcTpasasalUsTa MOXE 1a JOBEIE
B oOnacTTa Ha MHGY3HATA 0!

6onka, pa3IpasHEeHHe,
O611M HapymieHHs U epeKTH Ha MOHyBaHE/OTOK, 6
C HeH3BeCTHA YECTOTA
MACTOTO HA NMPUIOKEHHE epHTeMa/3aTOIUIAHE, HEKPO3a Ha

KOMKATA, MEXYPH/BE3HKY/IH,
BBIMNANICHHE, yaeOenapaHe WIH
CBHBAHE HA KOKATA

a: UecTOTaTa CE ONpe/eNa KaTo MHOro uectH (>1/10); vectn (>1/100 mo <1/10); HedecTH (>1/1000 go <1/100);
peakH (>1/10000 mo <1/1000, Muoro peaxs (<1/10000) win ¢ HEU3BECTHA TECTOTA {He MoXe [a ce OIpeAeH OT
HaNIWYAHTE JaHHH).

6: HexxenaHH JIeKapCTBEHH peaKuMH, cho0menn o1 noctmapxeTHnrosra omut ¢ OJIMMEJ N7E

CNeIHHTE HEKETAHH PeAKLIHH XAPAKTEPHH 32 KJIaca ¢a ONIHCAHM B APYTH H3TOYHHLH BLE BpB3Ka C nonoGHHu

NPOMYKTH 38 NIAPEHTEPATHO XpaHeHe. YecToTata Ha Te3H CEOMTHA € C HEH3BECTHA HECTOTa.

- HAPYIUEHHS HA KPBBTA U IMMO®HATA CUCTEMA: TpomGouMToneH A

-  XEMNATOEUIIMAPHH HAPYHIEHHA: Xonectasa, XeNaTOMETa|A, A BITTCHHLIA

-  HAPYUIEHHMA HA HMMYHHATA CUCTEMA: CepbX4yBCTBHTCITHOCT

-  HAPAHSBAHMA, OTPABSIHHA H TMTPOLENYPHH YCJOXHEHHA: IlapeHTepanHo xpaHeHe,
ACOLMHPAHO ¢ yepHoapoGHO 3a6onsBane (Bx. pasen 4.4, noapasaen ,, XenaToGHIHApHH HapYLIEHHA )

-  W3CHENBAHMA: ToeuineHa kpbBHa amkamHa ¢ocharasa, NMOBHINCHH TPAHCAMHHASH, NMOBHINCH
KpbBeH GUnUpyOUH, NOBHILEHH HHBA HA YEPHOAPOGHHTE CH3HMH

- HAPVHIEHHA HA BBLEPELIMTE U TIMKOYHMWTE ITBTULLA: A3oremus

- CBJIOBH HAPYIIEHHMA: BenoapoGHochaoes npeuumuratd (GenonpobHocnaosa embonua M
pecnuparopeH AncTpec) (BK. Touka 4.4)

Cu M Ha MACTHO papBase (MHOIoO o
CHHAPOMET H& MACTHO MPETOBAPBAHE € ChOOIIEH NPK NoACGHH MPOAYKTH. ToBa Moxe f1a 6bae MPUUHHEHO
OT HEMPABMITHO NPHIOXKEHWE (Hanp. NPelo3HpaHe /WM [O-BHCOKA OT NPETIOPLYHTENHATA CKOPOCT Ha
uHGYy31s — BIDKTe TouKa 4.9). [IpH3HALMTE ¥ CHMITTOMHTE HA TO3H CHHIPOM ofayve MOraTt Aa Eb3HHKHAT U
B HAYA/IOTO Ha HHYIMATA, KOTATO MPOAYKTET CE MPHJIAra Cho0pasHo HHCTPYKLMHTE. Haman
3aTpyaHeHa cnocoGHOCT 3a MeTabGonH3MpaHe Ha NHIHAHTE, CHABPKALIM CC B OJIAMEJI N7ZE waéARdTg,
YABJDKEH TUIA3MEH KIMPBHC, MOXE Aa J0Befie 10 CHHIPOM Ha MACTHO MpeTOBapBaHE. T: -
BHE3aMHO RIOUIABAHE HA KIIHHHYHOTO ChCTOAHHE Ha MALMEHTA H C& XapaKTepH3Hpa ¢ npozé

TEMIEpATypa ¢ BTpHCAHE, AHEMHA, JIEBKOTICHHA, TPOMGOUMTONEHNA, HapyYIIEHHA Ha KPY
XHDEpIHMMAEMHd, MACTHa MHGWITpauMs Ha YepHuA Apob (XemaTomerailus), Biowle
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dYHKIA H (POABM Ha LIEHTPANHATa HepBHa cHeTeMa (Hanp. xoMa). CHRAPOMET 0GHKHOBEHO € obpatumM
cre cnupaHe Ha HHOY3IUATA Ha eMYICHATA OT JIMMHAH.

Crobuapane Ha MOXOZHPAHH HEKENAHH PeakKIiHH

C1oGII2BAHETO HA MOIO3MPAHH HEKENAHH PeakuMH CNel paspellaBaHe 34 YIOTpeOa Ha JICKApCTBEHHA
npoaykT € Baxno. ToBa NMO3BONABA Ja NMPOABDKM HAGTIONEHHETO Ha CHOTHOLIEHHETO MOJ3A/PHCK 34
nexapcTaeHHs MPodykT. OT MeAMLMHCKHTE CNICIHANMCTH Ce M3MCKBA 2a ChOGIABAT BCAKA M10/103MpaHa
HeXellaHa peakius 4pe3 HAlJMOHANHATA cucreMa 3a choOmasaHe B M3mhaxwrenHa areHums no
nexapcTearta yiu. ., Jlaman [pyes“ Ne 8, 1303 Codus, Ten.: 35928903417, yeGeaitr: www.bda.bg

4.9 Tlpenosmpane

B ciy4aii Ha HeNpaBWIHO NpWiaraHe (MpeAO3MpaHe W/KIM M0-BHCOKA OT MpENophYaHaTa CKOPOCT HA
HH(DY3UATA) MOXKE Aa C€ TIOABAT MPH3HAIM Ha XHITEPBOJICMHA H AlIHAC3A.

TIpexoMepHO Gp3aTa HAdY3HS WIH IPHWIOKEHHETO HA HEMOMXOAALIO FOIAM 0GeM OT NpPOMyKTa MOjxe fia
MpHYMHAT rafeHe, MOBpHINAHe, BTPHCAHE, InapoGonne, ropemy BRIHH, XHNEPXHAPO3a H HApYLIEH
enextponnTeH 6ananc. B rakusa ciryuan undysusTa HesaGasro Tpa6sa na ce cripe.

AXO CKOpOCTTa Ha MH}Y3Hsl Ha IVIIOKO3ATa HA/IBHIIK KJIMPBHCA H, MOXKE Jia C& Pa3BHAT XHMEPriIHKEMHA,
NMOKO3YPHA H XHMIIEPOCMOJIapeH CHHAPOM.

HamaneHaTa i 3aTpyAHeHa CriocoGHOCT 2a MeTaboMM3upaHe Ha JTATHINTE MOXE J1a I0BEAE RO ,,CHHIPOM
HA MacTHO TIPETOBApBAHE”, KATO HeroBHTe eheKTH 0GHKXHOBEHO Ca 00pATHMH Clie/l CITHPRHE Ha THITHIHATA
uH(y31a (BIDKTE CHIIO H TouKa 4.8).

B HAKOM TEXKO NPOTEKTH CTydaM MoOke A8 ca HeoGXONMMM XeMOAWATH3A, XeMOGHITpad WiH
XeMoAHA(HTTpRIMS.

5. ©APMAKOJIOTHYHM CBOHCTBA
5.1 ®apmakoIHHAMHAYHE CBOHCTBA

dapMakoTepaneBTETHA rpyna: PasrBop 3a napeHTEpanHo XpaHeHe/CMECH
ATC xon: B05 BA10.

AzotHOTO (L-aMMHOKHMCENTHMHH) M €HEPrHHHOTO (T/ROKO32 H TpUrnuuepHan) chaspxkanue Ha OJIMMEJ]
N7E no3ponsea Aa ce NOATbpia afIeKBATHO CHOTHOIIEHHE a30T / eHepTHHHOCT.

Ta3u nexapcreeHa GopMa ChOBPAKA H ENEKTPOIHTH.

EMyncHATa Ha unuan, ceappxama ce 8 OJIMMEJ] N7E, e cmec ot padHHHpPAHO Mac/IHHOBO Macio M
paduuHpaHo coeBo Macno (B choTHomenue 80/20) ¢ MPHONHIHTENHO CIEAHOTO PasNpeneneHHe HA
MACTHHTE KHCEIHHH:

- 15% nacureHH MacTHE kucenund (HMK),

- 65% MoHoHeHacHTeHH MacTHH kucennHn (MHeMK);

- 20% MONMHEHACHTEHM eceHIManH MacTHu kucesmnH (ITHeMK);

CroTHoweHHeTo pocdonunumy : Tpurmanepua e 0,06.
MaCITHHOBOTO MAc/Io ChIBPAA JHAYHTENHH KoM4ecTBa aidha-Tokodepor, kOHTO B koMGHHALWA ¢ YMEPEH

npuem na [THeMK nonpuuacat 3a nofo6pasaxe Ha mpodiina o OTHOLIEHHE HA BUTAMHH E a
Hama/IsbaHe Ha EPOKCHAHPAHETO Ha JIHIMUINTE.

3
¥

PasTBOpET HA AMMHOKHCENHHH ChObpka |7 L-aMHHOKHMCEIHHH (meo'-unenn%/g?
AMMHOKHCETHHH), KOMTO ¢4 HE3aMEHUMH [TPH CHHTE3a Ha GeNThRuM. s
W3
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AMHHOKHMCEJTMHATE C& H3TOYHHMK H& eHEprid, KaTO TAXHOTO OKHCICHHE BOAH IO STHMHHHPAHETO Ha a30T
noza GopmMara Ha ypes.

MpodrTET HA AMHHOKHCETMHHTE € CNICHHRAT:

- ECEHUHATHH AMHHOKHCENHHH/ o0mo aMuHokucenuHu: 44,8%

- eceHUMATHH aMHHOKHMcemMHHK (g)/o6m asor (g): 2,8%

- aMHHOKHCEJHHM C pa3kIOHeHa BepHra/obIo aMHHOKHCETHHH: 18,3%.

H3TOYHMK Ha BBLIVICXHAPATH € ITIFOKO34TA.
52 ®apmMakoKHHETHYHH cBolicTBa

Crerapknre Ha OJIMMEJI N7E (aMEHOKHMCEIHHY, €IEKTPONHTH, [VIOKO3a H JMIIHAH) Ce pasmpeneirT,
MeTaGOH3HPAT M €NMMMHHHMPAT N0 CHLOHA HAYHH, KAKTO AKO C€ NPHJIAraT CaMOCTOATEIHO.

5.3 IIpeaxIHHAYHA nannH 33 GezomacmocT
He ca nporexxaann npeaxiuuayny winursandns ¢ OJITMMEJI N7E.

IpeaxIMHHYHUTE H3MHTBAHKA 38 TOKCHYHOCT, TPOBEJEHH ¢ eMYJICHATA, ChIbPXKALNA C¢ B OJIMMEJINTE,
ca JaH JaHHH 33 MPOMEHMTE, KOUTO 110 NPAaBHAO c¢ HabmoaaeaT NpH NpHEM Ha TONEMH KOIMYECTBA
EMyJNICHA HA TMNMIN: MaCTHA MHGIITPALHA Ha YepPHUA Aped, TPOMGOLUHTONEHHA H NIOBHINIEH XONECTEPOIL.

TIpeITHHAYHATE W3NHTBAHMA, 33 MPOBEXIAHETO HA KOHTO CA MMOI3BAHH PA3TBOPHTE HA AMHHOKHCEIHHH
H Ha IMoKo3a, ydactsaud B cecrasa Ha OJIMMEJI N7E, B pasnuyHH Ka4eCTBCHM H KOJMUECTBECHH
CHCTABH, He Ca [IOKA34JIH JAHHH 38 HAKAKBA CREUH(HIHA TOKCHIHOCT.

6. GOAPMAILIEBTHYHU JAHHH

6.1. CuoHeLK HA NOMOIMIHATE BeINECTRA

KaMepa ¢ eMyncHa Ha THITHIH:

NPEeYHCTEHH AiueHn GochomHIman;
FIHIEPOIT,

HATPHEB OJIEAT;

HATPHEB XUAPOKCUR (3a perynupaHe Ha pH);
BOJI& 33 HIDKEKIIHH,

Kamepa ¢ OD Hi AMMHOKUCEIHHH H ENEKTPOJINTH:
NeAeHa OlIeTHa KHcenuHa (3a perynHpale Ha pH);
BOJA 38 HHXKEKIIHH,

Kawmepa ¢ Op Ha TIOK03a ¢ KAJILMH:

XIOPOBOIOPOAHA KHcenHHa (3a perynupaHe Ha pH);
BOZA 32 HIDKEKIIHMY;

6.2 HecLBMECTHMOCTH
He npubaeaiire JpyTrH IEKAPCTBERH MPOAYKTH WM BEIIECTBA KBM HAKOS OT CHCTABKHTE HA CaKa WIH KBM

roToRaTa eMyacHs, Ge3 npeJBapHTENHO a CTE NOTBLPAWIN TAXHATA CBBMECTHMOCT H cTabMNHOCTTa Ha
roTydeHaTa cMec (B 9acTHOCT CTabMITHOCTTa HAa MacTHaTa eMYJICHS).

HechBMECTHMOCTH MOTAT 2 BE3HHKHAT HAIPHMED, IIOPajH MPEKOMEPHO BHCOKA KHCEIT
CTOMHOCTH) HIH HEMOAXOMMIO ChIbPKAHHE Ha JBYBANEHTHH Katvonm (Ca’* n Mg™),
AecTaCHIH3HPAT EMYNCHSTA Ha JIHITHIH.

12



KakTto mpH BCAKA CMEC 3a MIAPEHTEPATHO XpaHeHe, TPAGBa Ja Ce OTUHTAT CHOTHOLIEHMATA Ha KAumd U
¢ocharu. ITpexoMepHoTo AoGanane Ha kamuuit M docdar, ocobeHo noa GopMaTa Ha MHHEDAIHH COMH,
Moxe Na aoeene 10 Gopmupane Ha KanueBo-(ocdaTHy NpeLUNETATH.

OJIMMEJ N7E chabpXa KanuueBH HOHM, KOHTO KPHAT AOITBIHHTENICH PHCK OT MPELHMIHTHPAHE Ha
CHCHPELH B KPBB HIIH KOMIOHEHTH, TPETHPAHW KOHCEPBHPAHH ¢ AHTHKOATYJIAHTH.

Lle¢Tpuakcon He TpaGba fa ce CMECBA WM MpPH/IAra eIHOBPEMEHHO C PasTBOPH CBABPKAIIH KaTLHH,
srounTento OJIMMEJ] N7E, npes efHa M chilla HHQY3HOHHA chcTema (Hamp. Y-o6paseH KOHEKTOp)
NOpajH PHCK OT NPSLMIMTALMA Ha e TPHaKCOH-Kanuuesa colt (k. Touku 4.4 1 4.5).

Iopaan pucka ot npemunurauys OJTAMEJI N7E ne Tpatea na ce npunara npes eaHa H Chilia HHDY3HOHHA
CHCTEMA WK [a C€ CMECBA C AMMULITHE KTH $ocheHHTOHH.

TTpoBepeTe CHLEMECTHMOCTTA ¢ PA3TBODH, KOMTO CE BbBEX/IAT €THOBDEMEHHO Npe3 OGIU KOMILIEKT 3a
HHGY3HS, KATETHP HIH KaHIONA.

He mpunaraifte npeau, JHOBPEMEHHO MITH C/IfI BTHBAHE HA KPbE [pe3 ChlATa CHCTEMA, NOPAAH PHCK OT
NCEBIOAT Ty THHALNA.

6.3 Cpox BHa rogsaoct

2 FOAHHM, 8KO 3AIUTHOTO GOHO HE € MOBPEAEHO.

Cpok Ha MOIHOCT CJIS[I NPHIOTBAHE:

IIpenoprbuBa ce HPOAYKTHT [a ce H3MON3Ba He3abaBHO ciiel OTBapsAHe Ha HEMOCTOAHHHMTS YILTHTHHTEIH
MexIy TPHTE xaMepH. BEnpexH ToBA € YCTAHOBEHO, Ye paGoTHaTa CTAGHIHOCT Ha PHIOTBEHATA EMYICHA
e 7 IHK NpH TeMnepartypa ot 2 Ao 8°C 1 cen ToBa ottle 48 yaca NpH TEMNEPATYPH, KOMTO He HAJIBHIIABAT
25°C.

Cpok Ha ronHOCT clefi BHACAHE Ha o6aBku (efe HTH, M €MCHTH, BUTAMHHH, BIDKTE To4Ka 6.6):
3a KOHKPETHH NPHFOTBEHH CMECH € YCTaHOBEHO, 4e paboTHaTa cTabiiHOCT € 7 IHH NPH TeMIIepaTypa oT
2 1o 8°C u ciefi ToBA ole 48 yaca MpH TEMNEPATyPH, KOKTO He HanpAmarar 25°C.

OT MHKpOGHOIOrH4HA TVI€HA TOYKA BCAKAKEH MPUTCTBEHH CMECH TPAGBA [la Ce noN3BaT HesabaBHO. AKO
He Ce M3MO0I3Ba He3a6aBHO, OTTOROPEH 3a BPEMETO H YCIIOBHATA 3a pabOTHO ChXpaHeHHe NpexH ynotpeba
© T10/T3BATENIAT, KATO OGUKHOBEHO TO HE MOXe Ja HA/IBHILIABA 24 yaca IIpH TeMnepaTypa ot 2 o 8°C, ocBen
aKo NpubaBgHETO Ha ZOOABKH He € OCBIIECTBEHO MPH KOHTPONIMPAHH H I0KA32HO ACCTITHYHH YCIOBHA.
6.4 CoensanBM yCJIOBHS HA ChXPRHCHHAE

Ja He ce 3aMpa3iBa.

Jla ce cbXpaHsBa B MOKPHBHHA TUIHK.

3a YC/IOBHATA HA ChXPAHEHHE Ha TIPHTOTBEHHA JIEKAPCTBEH MPOMYKT, BIDKTE TOUKA 6.3.

6.5 BHa B cLALPKAHAE HA ONAKOBKATA

CakbT ¢ 3-Te KaMepn € Topfa OT MHOroc/IoHHa miacTMaca. BrrpenmiHMAT (KOMTRKTHHAT) CNOH Ha
MaTepHana, OT KOHTO € M3pabOTeH CAaKDbT, € CMeC OT MONHONEe()HHOBH KOTONHMEPH H € CHBMECTHM C

pa3TBOpA HA AMMHOKHCENHWHH, ¢ IIIOKO3HMA pasTBOp M C JHMHIHATA EMYIICHA. Ilpyrure ciioese ca
HarpaBeHH OT NosHeTHneH BuHANaueTar (EVA) 1 ot kononnecrep.

KaMepara ¢ rinokosa e cHa6ieHa ¢ MACTO 32 HIDKEKTHPaKe, KOSTO Ce NOM3Ba 3a pHGapsHe Ha

KaMepaTa ¢ aMHHOKUCEITHHHTE € CHabjeHa ¢ MJCTC 3a BBBEXJaHe, HA KOETO ce N
HH(}Y3HOHHAT2 CHCTEMA.
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3a Aa ce MPeAOTBPATH KOHTAKT ¢ BB3AYXA, CAKET € ONAKOBaH B NPEAlla3saul OT OKHCIABAHE NOKPHBEH
IUTHK, KOHTO ChABpKA IUTHKYe ¢ 26COpOEHT 3a KHCIIOPOA.

T'oneMPHH Ha ONAKOBKATA:

cak 1000 ml: 1 kamoH ¢ 6 caka; | KallloH ¢ 5 caka
cax 1500 ml: 1 xamoH ¢ 4 caka; 1 kamoH ¢ 5 caka
cax 2000 ml: 1 xamroH ¢ 4 caka; 1 KamoH ¢ 5 caka
1 cak ot 1000 ml, 1500 m! & 2000 ml

He BcHuKM BUIOBE GMAKOBKH MOraT Aa ObaT mycHatH B nponaxda.
6.6 Cnenmaxgd BPpeINA3HA MePKH NPH H3XBLPASHE H paboTa

3a a OTBOpHTE

OrcTpaHeTe NpeANnasHUs NOKPHBEH IUTHK.
Haxpnpnere nnukyeto ¢ abcopbeHTa Ha KHCJIOPOA.

VBepere ce B LIEJIOCTTA Ha ¢AKa H HA HEMOCTOAHHHTE YTUTETHHTETH. TTonaeaifre camMo, ako CaKbsT HE €
NOBPEAEH, KO HEMOCTOAHHUTE YILTBTHHTENH CA HEMOKBTHATH (T.€. HAMA CMECBAHE HA CHALPXKAHMETO HA
3-Te KaMepH), aKO pa3TBOPLT Ha AMHHOKHMCETMHY M PA3TBOPET Ha ITII0K03a ca 6UCTpH, Ge31BETHH HITH JIEKO
AHITEHUKABH, H PAKTHYECKH HE CHABPKAT BHAHMH YaCTHLH, H AKO €MYJICHATA Ha JIMITHAH € XOMOIeHHa
TEYHOCT, NoAOOHA Ha MIFKO.

CmecpaHe Ha PA3TBOPDHTE U EMYJICHATA

KoraTo pa3KbCBaTe HENOCTOAHHHMTE YILTBTHHTEINH, YREPETE Ce, Y€ MPOMYKTHT € ChC CTAlHA TeMNepaTypa.

HapuiiTe caka OKONO CAMMs HEro, KATO 3aMOMHETe OT BPBXHATA MY 4UacT (OT Kpas 32 3akauBaHe).
HenocToAHHMTE YILTETHHTEH Ule H34€3HAT OT CTPAHaTa B 61H30CT C BXOJHHTE OTBODH. Iponniokaeaifre
N3 HABMBATE CAKa, IOKATO YILTETHHTEIHTE €& OTBOPAT MPHOIMIHTENHO N0 NOJIOBHHATR OT AB/DKHHATA CH.

CMeceTe, KaTo 0GBpHETE caka Hai-MATKO 3 THTH Harope-HaoNy.

BBHITHHMAT BMA HA CMECTA CIIe] TIPUIOTBAHE € KATO Ha XOMOTEHHa, l10J106Ha Ha MITAKO EMYJICHA.

Jobapku

OfeMbT Ha Caka € JOCTATBYEH, 3a Aa MO3IBONM Aa ce MPHOABAT AOOGABKM, HANIPHMEDP BUTAMHHH,
€JIEKTPONUTH H MHKPOEJIEMEHTH.

Beakaked A06aBkH (BKTIOYHATENTHO BHTAMMHM) MOTAT Ja Ce BKTIOUAT KbM BeYe MPHroTBEHaTa CMec (cnex
KATO C& OTBOPEHH BPEMEHHHTE YIUTHTHHTEIH M CJIE KATO C€ CMECH ChABPHAHUETO HA 3-Te KamepH).

BUTaMHMHHTE MOKE Ja c& JOBABAT CHINO M B KAMEPATA C [MIOK034, IPE/IH CMECTA Jia Ce IPHIOTBH (MpeaH
A4 ca OTBOPEHH HEMOCTOSHHUTE YIUTETHHTENH H fIPEH /Ia C& CMECH CHIbPKAHUETO HA TPHTE KaMepH).

Tlpw nobaesne Ha MPOAYKTH KbM PAIHOBUIHOCTHTE, CHABPKAIIN ENEKTPOIIMTH, TpAGRA Ka ce B3eMe ION
BHHMaHHe KOJIHYECTBOTO HA ENEKTPOIHTHTE, BE€Ue HAJIHYHH B caka.

TpubapaHeTo TpAGBa fa CTaBa PH ACEIITHYHH YCIIOBUA H OT KBATH(HIHPAHO JIHLE.
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KbM OJTUMEJI N7E mMosxe 1a ce JoGABAT eNEKTPONKTH, CHITIACHO MOKA3aHATA 110-A0Ny Tabiuua:

Ha 1000 ml
Braogena MaxkcaManao Maxcamanna obma

KOHIEHETpanAsd AOMBJAHETEHO BHACHHE KOHIEHTPARHA
Harpwit 35 mmol 115 mmol 150 mmol
Kanuii 30 mmol 120 mmol 150 mmol
Marne3mit 4,0 mmol 1,6 mmol 5,6 mmol
Kanumit 3,5 mmol 1,5 (0,0 mmol 5,0 (3,5®) mmol
Heoprauuynu ocdaru 0 mmol 3,0 mmol 3,0 mmol
Opraunuu $ocharu 15 mmol® 10 mmol 25 mmol®

* CToHHOCTHTE CHOTBETCTBAT HA A0GaBEANTE HEOPTAHHTHH (ocdaTH
® Biunousa docdariTe, OCHTYPEHH OT EMYJICHATA HA THITHAK

Muxpoenemenmu u sumamunu.
CraGWIHOCTTa € JOKA3aHA ¢ HaMMpall¥ ce B mpofax0a MpOAYKTH HA BHTAMHHH H MHKPOC/IEMCHTH

(chabpxamy 10 1 mg xensso).
JlaHHH 38 CBBMECTHMOCT C APYTH J0GABKH MOKe J1a Ce MPeOCTARAT MPH MOHCKBAHE.

TIpu BHACAHE Ha BOOABKH KPaiHMSAT OCMONAPHTET Ha cMecTa TpsbBa fia ce H3MEPH MPE/H IPHIAraHeTo A
npe3 nepugepHa BeHA.

3a H3BLpIBAHE HA AOGABAHETO!

- TpaGaa aa ce cria3paT aceTHYHH YCIIOBHI,

- TMoaroTeere MACTOTO 32 HEDKCKTHPAHE HA Caka,

- TlpoSonete MACTOTO 3a MIDKEKTHPaHe H HEDKEKTHpaiTe 10GaBKHTE, KATO MO3BATE HI1A 32 HHKCKIHHA

HJIH YCTPOHCTBO 3a pa3peKaHe;
- CmeceTe ChABPKAHHETO Ha caka ¢ AobaBKHTe.

[IpurorpsHe Ha MHGY3HATA

TpaGera pa ce cNa3BaT acENTHYHH yCIIOBYA.

Oxayvere caka.

OTcrpadere IWIaCTMAcOBATa 3aLIMTA OT OTBOPA 38 NPHIOXKEHHE.

BkapaiiTe 3apaBo uIMna Ha HHGY3HOHHHA KOMILIEKT B OTBOPA 34 MPHIOKEHHE.

TIpunoxenue
Camo 3a e[JHOKpaTHa ynotpeba.

Tlpunaraifre MPOAYKTA CAMO Clied KATO HEMIOCTOSHHHTE YILTBTHHTETH MeXITy 3-Te KAMEPH CE OTBOPAT K
clief] KATO C€ CMEeCH ChABPKaHMETO Ha 3-Te KAMEpH.

Veepere ce, ue kpajtHaTa ME(bY3HOHHA EMYJICHA He TOKa3Ba HUKAKBH BHAWMH IPH3HALH Ha Pa3ACILIHE HA
(pazure.

Crien OTRapsHe Ha Caka CHOBPAAHUETO My TPAGBa a ce ynoTpebu HesababHo. OTBOPEHHAT Cak B HHKAKES
clydaii He TpAGBa [a ce CHXpaHABA 3a N0CNe/IBAIA HHpY3uS.

CaxoBere na He Ce CBLP3BAT B CEpUM C el Ja ce M30erHe EB3MOXKHOCTTA OT BB3YILIHA
Np{YHHEHA OT OCTATEYHHA Bh3yX4, ChAbPIKALL Ce B ITEPBHA CaK.

HemnomssaHHAT NpOAYKT H OTNaABYHHTE MATCPHAIH OT HEro H H3MOI3BAHHTE MEX
TleGB& Ja ce M3XBBLPIIAT B CHOTBETCTBHE C MECTHHTE H3IHCKBAHHA.
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7. TIPUTEXKATEJ HA PASPEIMEHHETO 3A YIIOTPEBA

Bakctep Brarapua EOONL

6yn. briarapus 45

1464 Codusa

brarapus

8. HOMEP(A) HA PAZPENIEHHUETO 3A YITOTPEBA

Per. Ne: 20100292

9. JATA HA IThPBO PA3ZPEINABAHEMOJAHOBABAHE HA PASPENIEHMETO 3A
YIIOTPEEBA

Jlata Ha mepBO paspeinaeane: 29 anpun 2010 r.

Jata Ha nocneaHo noaHopasaHe: 31 mapr 2014 1.

10. JATA HA AKTYAJM3IHPAHE HA TEKCTA

01/2026
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