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1. UME HA JIEKAPCTBEHMUWA ITPOAYKT

CMG(bKaﬁ”BEH nepnq)epa_n HH(bngDHHa EMY—HCHH .................... :.--..u.......--; ............................
SmofKabiven Peripheral emulsion for infusion

............................................................
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2, KAYECTBEH U KOJIMYECTBEH CbCTAB

CmodKabusen Ilepudepan ce cbeTOM OT TPHKaMEpHa CUCTEMA OT cakoBe. BeekH cak chabpiKa
CJICIHUTE NapLHaIHU 00EMH B 3aBUCUMOCT OT 0OEMHTE Ha TPUTE ONAKOBKH.

1206ml 1448ml 1904ml B1000ml

['moko3a 13% 656 ml 788 ml 1 036 ml 544 ml
Pa3TBOp Ha aMUHOKHCEJIMHH C

eJIEKTPOJIUTH 380 ml 456 ml 600 ml 315 ml
JlunuaHa emyncus 170 ml 204 ml 268 ml 141 ml

ToBa crOoTBEeTCTBA HA Cl1eIHUA 00IIl ChCTAB:

AKTHBHH BelllecTBA 1206ml 1448ml 1904 ml B 1000 ml
["moko3a (kaTo MOHOXHIPAT) 85 g 103 g 135 ¢ 71 g
(Glucose) (as monohydrate)

AnaHuH ). 3¢ 6.4 ¢g 8.4 ¢ 4,4 g
(Alanine)

ApruHuH 4,6 g 30'g 12¢g 38¢
(Arginine)

[ MumH 4,2 ¢ 5.1¢ 6.6 g 35¢
(Glycine)

XHUCTH/IUH ,1g 1.3¢g 1.8 ¢ 0,93 ¢
(Histidine)

H3oneBuuH 19¢ 23 g 30g 1,6 g
(Isoleucine)

JIeBumH 28 ¢ 33 g 44 ¢ 2,38
(Leucine)

JIu3uH (kaTo auerar) 25¢g 30g 40¢g 2,1 g
(Lysine) (as acetate)

MeTuoHuH 1,6 g 1.9¢g 2,6 g 1.3 ¢
(Methionine)

deHunanaHuH 19¢ 23 ¢g 3,1g 1,6 g
(Phenylalanine)

[Tponun 4,2 ¢ 5,1 g 6,7 g 35¢g
(Proline)

CepuH 2,59¢g 30g 39¢

(Serine)

Taypun 0,38 ¢ 0,46 g 0,60 g

(Taurine)

Tpeonun 1,7¢ 20¢g 2,6 g

(Threonine)

Tpuntodan 0,76 g 091 g 1,2¢

(Tryptophan)




Tupozun

(Tyrosine)
BanuH

(Valine)

Kanuuer xnopua (kaTo AUXUAPAT)
(Calcium chioride) (as dihydrate)
Harpues rnuuepodocdar (karo
Xuapar)

(Sodium glycerophosphate) (as
hydrate)

MarHe3ues cysdar (kaTo
Xernraxuapar)

(Magnesium sulphate) (as
heptanydrate)

Kanuer xuiopua

(Potassium chloride)

HaTtpues auertat (KaTo TpUXHAPAT)
(Sodium acetate) (as trihydrate)
[{uHkoOB cyndgar (KaTo Xenraxuapar)
(Zinc sulphate) (as heptahydrate)
CoeBo Macno, pabMHUPaHO
(Soya-bean cil, refined)
CpeaHoBepHWKHH TPHITTHLEPHIH
(Medium-chain triglycerides)
MacnuHoBo Macno, papHHKpPaHO
(Olive oil, refined)

Pubeno Macno, boraro Ha oMera-3-
KHCEJTHHH

(Fish oil, rich in omega-3-acids)

CBHOTBETCTBALUU HA:

e BwrinexuapatH
- 'noko3a (b6e3BoanHa)

AMHHOKHCENTHHHU

A3zot

JIunuau

EHEpruiiHO ChAbpKaHHE
- 061 (nmpuba.)

- OT HeDENTBHYECH NPOU3XO/
(npubn.)
e EnexTponuTtu
- HaTpHH
- KaluH
- MarHes3uH
- KaJILHUHA
- dpocdar’
- IIHHK
- cyndar
- XJIOpUA
- aueraT

0,15 ¢

0,46 g

1206 ml

83 g
38 g
6,2 g
34 g

800 kcal
3.3 MIJ
700 kcal
2,9 MJ

30 mmo
23 mmo
3,8 mmo
1,9 mmo
3,9 mmo
0,03 mmo
3,8 mmo
27 mmo
79 mmo

0,17 g

0,55g

1 448 ml

103 ¢
46 g
7.4 g
41 g

1 000 kcal
4,0 MJ
800 kcal
3,5 MJ

36 mmol
28 mmol
4,6 mmol
2,3 mmol
11,9 mmol
0,03 mmol
4.6 mmol
32 mmol
96 mmol

0,24 g
3,7¢g
0,34 g

25¢g

0,72 ¢

2,7¢g
2,0 g
0,008 g
16,1 g
16,1 g
13,4 g

8,0 g

1 904 ml

135 ¢
60 g
98¢
54 g

1 300 kcal
5,4 MJ
1 100 kcal
4,6 MJ

48 mmo.
36 mmo.
6,0 mmo
3,0 mmo.
15,6 mmo|
0,05 mmo.
6,1 mmo!
42 mmo.
125 mmo

] OT JIMIMTWJHATA €EMYJICHA H aMHHOKHCCIIHHHHNA pa3TBOp €AHOBPEMEHHO.

3a MBJIHUS CIIMChK Ha MOMOILHUTE BelllecTBa BHXTE TOUKa 6.1.

2

0,12 g
2,0¢
0,18 g

1.3g

0,38 ¢

B 1000 ml

71l g
32g

51 g

28 g

700 kcal
2.9 MJ
600 kcal
2,5 MJ

25 mmol
19 mmol
3.2 mmol
1,6 mmol
8,2 mmol
0,02 mmol
3,2 mmol
22 mmol




3. JEKAPCTBEHA ®OPMA

HHdy3uoHHa emyJIcHUs.

[ NIOKO3HUTE H aMHHOKHCENHHHH Pa3TBOPH ca OUCTpH, Oe3UBETHM A0 HJ1€00 XKBITH HA LIBAT M HE
ChbAbpPXKAT YaCTHUM. JIMMTUIHATA eMYJICHS € D4na Ha LBAT U XOMOT€HHa.

OcmonanureT: npud. 950 mosmol/’kg Bona

Ocmonapurert: npubs. 850 mosmol/|
pH (cnea cmecBane): npuda. 5,6

4. KJIAHHAYHHA JAHHHA

4.1 Tepa'neBanHn MOKA3AHHA

[TapenTepaiHo XpaHeHe NPH Bb3PACTHHU U AeLa Ha Bb3PAcT 2 TOAUHH U MO-TOJIEMH TIPH
HEBB3MOXKHOCT, HEOCTATBUHOCT HITH ITPOTHBONOKA3aHUS 33 NEPOPATTHO HIIH EHTEPAITHO XPaHEHE.,

4.2 JI03HpPOBKA H HAYHH HA NPHUJIOKEHHE

Jlo3uporka

Cnen cMeCBaHETO Ha ChAbPKAHKETO HAa TPHTE KAMEPHU NMPOAYKTHT MMa BUI HA Oflla eMyncus.

Jlo3upoBKaTa K CKOPOCTTa Ha HH(PY3UATA CIie/iBa Ja C€ OMpPELENIAT OT COCOOHOCTTa HAa MaUMEHTa Ja
OTAENA IUNHANTE K Aa MeTabo/IM3Kpa a30Ta U TIIIK03aTa, a ChUlo H OT NOTPeOHOCTTAa OT XpaHHTENHY
BELIIECTBA, BIJKTE TOYKa 4.4,

JTozara Tps6Ba na ce onpeaesis UHAMBUAYAIIHO CIOpe] KNMHHYHOTO ChCTOSHHE Ha MAalMEeHTa,
TeJIECHOTO Terno (T.T.), XpaHUTENHUTE U EHEPrHHHA NOTPEOHOCTH, KATO 103aTa Ce aJJafnTHpa Bb3
OCHOBA Ha JONBJIHUTEIHUA NepopalieH/eHTEPaNeH MPUEM.

A3OTHHTE HYXIM 3a NOAObpAKaHe Ha DenTbuHaTa Maca Ha OpraHU3Ma 3aBHCAT OT ChCTOSSHHETO Ha
nalyeHTa (Harp. XpaHHUTENEH CTaTyC U CTENEH Ha KaTabOoJIMTEH CTPEC WIH aHaOOIH3EM).

Bw3pacmnu

Hyxnaute ca 0,6-0,9 g amunokucenuuw’kg T.1./0eu (0,10-0,15 g asot/kg 1.1./0€H) npu HOopManeH
XPAaHHTEJIEH CTATyC WK NPU ChCTOAHUA Ha NEK KaTabonuTeH crpec. [IpH maumMeHTH ¢ yMepeH 10
TEKBK MeTaboNMUTEH CTPEC, ChC WIH 0€3 HeloXpaHBaHe, HyKauTe Bapupar Mexay 0,9-1,6 g
amuHokucenuHw/kg t.1./gen (0,15-0,25 g azor/kg T.1./0en). [Ipu MHOrO CrieLiHaiiHy CHCTOSAHUA (Hanp.
M3rapsiHuA WIH H3pa3eH aHaboJIM3bM) a30THUTE HY>KIOH MOTaT U Aa e NOBHILIAT.

Jlo3upoeKa:

Ho3osuaT HHTEpRan ot 20-40 ml CmodKabueen INepudepan/kg 1.1./acH e ocurypu 0,6-1,3 g
aMHHOKHCceNUHW/Kkg T.1./aeH (cvoTBeTcTBa Ha (,10-0,20 g azor/kg 1.1./0¢eH) n 14-28 kcal/kg 1.1./a¢H ot
obmara eHeprud (11-22 kcal/kg 1.17./0€H 0T eHeprusita oT HebenThYEH NpoU3xoa). Tosa noxkpHaa

TPHGB& JAa ce Oonpeac/iia Ha OCHOBATa HA U3YHCJICHOTO HACATTHO TEIJIO.

CxopocT Ha HHy3ui:

MakcHmanHara CKOpocT Ha HH$py3HAaTa 3a riroko3ara € 0,25 g/kg 1.1./h, 32 aMHHO
0,1 g/kg T.1./h, a 33 nunuawure - 0,15 g/kg T.1./h.




Cxopocrra Ha uHQy3us He TpadBa aa npesuwasa 3,0 ml’kg 1.1./h (choTBeTcTBauK Ha 0,10 g
aMUHOKUCENHUHY, 0,21 g rmokosza u 0,08 g nunuan/kg T.1./h). [IpenoprynrenHara npoabKUTETHOCT
Ha HHy3uaTa € 14-24 yaca.

MaxcumanHa JHEBHA [A034:

MakcvMaHaTa JHeBHA 103a Bapupa B 3aBUCHMOCT OT KIIMHUYHOTO ChCTOSHUE HA NMALMEHTA ¥ MOXKE
OOPH J1a CE NPOMEHS OT A€H Ha JeH. [IpenopryHnTenHaTa MaKCHMAaiHa IHEBHA 034 €

40 ml/kg 1.1./n€n.

[penopbuMTenHaTa MakCHMallHa JHEBHa Ao3a oT 40 ml/kg 1.1./a€H e ocurypu

1,3 g amunokucenuuw/kg 1.1./0eH (cvorBeTcTBawM Ha 0,2 g asor/kg T.1./0¢H), 2,8 g rmokosa’/kg
T.1./0eH, 1,1 g nunuaw/kg 1.1./aed 1 obmo eHepruiiHo cbabpkaHue ot 28 kcal/kg r.1./aeH
(cvotBeTcTBaAIlM Ha 22 Kcal/kg T.1./0eH eHeprys OT HEOENTHLYEH NMPOU3X0A).

Ieouampuuna nonyrayus
Heya (2-11 200unu)

Jo3upoBka:
HNosata no 40 ml/kg 1.17./0eH TpadBa peI0BHO Aa C€ KOPUTHUpa CIope] HYKIHTE Ha NECAHATPHYHHA
NalMeHT, KOWTO BapHpaT NOBEYe OTKOJKOTO MPH BE3PACTHUTE NALIUEHTH.

CxopocT Ha HH)Y3HA:
[IpenopbunuTenHaTa MaKCMMalHa ckopocT Ha HHGy3ua € 3,0 ml/kg T.1./h (cboTBeTcTBAIIH Ha 0,10 g

amuHokucenuuw/kg/h, 0,21 g/rmoxkoza’kg/h u 0,08 g nunuau/kg/h).
[IpenopbunTEeNnHaTa NPOABLIKHUTEIHOCT Ha HH)Y3uATa € 12-24 vaca.

AKO ce H3MnoJ13Ba NpENnoppYUTC/IHATA MAKCHMAITHA JHCBHA 4034, 1034aTa TPHGBE Oa CC BJICC 3a NCPHOA
OT HaH-Manko 13 qaca, 34 Ad HC CC€ HAAXBBPJA [IPCHOPBHATCNTHATA MaKCUMaJIHA CKOPOCT Ha HHC]))(BHH,
OCBCH B H3KJIlOUHTCIIHH CITYYHaH.

MakcumanHa nHesHa ao3a:

MakcHManHaTa JHEBHA 403a Bapypa cropel KIMHWYHOTO ChCTOSHUE HA MALHEHTA H MOXKE JOPH Aa ce
npomeHs ot AeH Ha JieH. [IpenoprrinrenHara MakcumanHa axesHa go3a € 40 mi/kg 1.1./aen. Tasu
NpenopbYHTEIHA MAKCHMAITHA HeBHa o3a oT 40 ml/kg T.1./aeH ule ocUrypH

1,3 g amuHokucenuHw/kg T.1./aeH (cproTBercTBawiy Ha 0,2 g azot/kg 1.1./8¢H), 2,8 g rmokoza/kg
T.T./0eH, 1,1 g nunuawkg 1.1./0e8 1 0610 eHepruiino ceaspxkanme ot 28 kcal’kg 1.1./0en
(choTtBeTcTBalu Ha 22 kcal/kg T.1./aeH eHeprus oT HebenTbUEH NPOU3XOM).

FOnowu (12-16/18 200unu)
[Tpu woHoiuuTe CMopKabueen Ilepugepan Moxe aa ce U3N03Ba KaTo MPH Bb3PACTHHUTE,

HauuH Ha NPUIOMKEHHE
3a MHTPABEHO3HO MPUNIOKEHHE ITpe3 NepUdepHa WIK LEHTPalHA BEHA.

Tpute paznuunu onakoBku Ha CMopKabusen [Tepudepan ca npeaHasHaueHH 32 MALHEHTH C YMEPEHO
HapacHaJIM WIM OCHOBHU XpaHHUTENHU HYkIH. C ornel OCHrypsBaHe Ha URJIOCTHO NTapEHTEPATHO
xpaHeHe, kbM Cmo¢KabuseH [lepudepan Tpabsa na ce 100aBAT MUKPOEJIEMEHTH, BHTAMHHH H




EBEHTYANHO eNeKTPONIMTH (KaTo Ce MMa NpeaBnu CbAbPiKaHUETO Ha €NEKTPOJIMTH B MPOIYKTa)
cboOpazHo ¢ NOTPeOHOCTUTE Ha NALIMEHTA.

3a yKasaHuA OTHOCHO NOATOTOBKATA HA IEKAPCTBEHUA NMPOAYKT NPEAn MPHIOKEHHE BHXKTE TOYKA 6.6.

4.3 IlporHBOonmokazaHHus

- CBpbX4yBCTBHTENHOCT KbM pHOHM, aiUeHH, COEBH WIH PBLCTBUYEHH NPOTEHHH HITH KbM HAKOE
OT aKTUBHHTE WK NTOMOILIHY BellecTBa, M30poeHH B Touka 6.1.

- Texka xunepnunuaeMus

-  Texka 4yepHOAPOOHa HEAOCTATBYHOCT

- TexxKkH HApYLUEHHA HA KPbBOCHCUPRAHETO

- BponeHH HapyllleHUS Ha AMHHOKHCEIHHHHSA META00IU3IBM

-  Texka 61n6peuHa HegocTaTbUHOCT Be3 JOCTBIT A0 XEMOMHUITPALIUA WIK JHANIH3A

- OcTbp wokK

- HexonrponvpaHa XHNEprivKeMus

- IlaTonoru4Ho 3aBHILEHH CEPYMHH HUBA Ha KOHUTO H Ja € OT CBAbPHKALIHUTE CE ENEKTPOIHTH

- O6uK NpOTHBONOKAa3anus 3a HHPY3HOHHA Tepanus: ocThp DenoapobeH OToK,
XUIEPXUAPATALUA B IEKOMIIEHCUPAHA ChpJCHHA HEAOCTAaThUYHOCT

- Xemo(arouMTo3eH CHHIPOM

- HectaGunnu cheTosHUA (HAMP. TEXKKHA NMOCTTPABMATHYHH CHCTOARUA, HEKOMIICHCHPAH
3axapeH AuabeT, ocThp MUOKAPACH HHQPAPKT, MO3BYEH MHCYNT, emOoIHa, MeTabouTHA
aUH033, TEAKBK CENCHUC, XUMTOTOHWYHA ACXUApATALMA H XHIIEPOCMOJIapHa KOMa)

-  Kwppmauerta v aena noa 2-roayiiHa Bp3pacT

4.4 ChneuHannu npeaynpexiaeHad ® NpeANa3HH MEPKH NPH ynorpeda

CnocoOHOoCTTa 32 OTACAAHE HA JUMUMANTE € HHIHWBUAYATHA 32 BCEKH OPraHU3BM, MOpaaH KOETO
TpsOBa aa ObIOe npocneasBaHa crnopei NpPakKTUKUTE Ha ChbOTBETHHS KIMHULMUCT. [1o NpUHLMMN TOBA ce
MOCTHra upes NpocieiBaHe HUBATa HA TPUIMHULICPUANTE. TAXHATA CepyMHa KOHUEHTpauus He TpaOBa
Ja HaasHiuasa 4 mmol/l no BpeMe Ha uHGpY3HATa. [Ipeno3upaHETO MOXKE Ja AOBEAE A0 CHHApOMA Ha
NpeToBapBaHE C MAacTH, BIDKTE TouKa 4.8.

CmodKabuseH [lepudepan Tpabea na ce npunara BHUMaTE/IHO NPH ChCTOAHHA Ha HapYIUEH NTHITHACH
mMeTaboNIN3BM, KOMTO MOTaT Ja Bb3HHKHAT MpY NaluueHTH ¢ 6x0peuHa HeoCTaTHYHOCT, 3aXapeH
ouaber, NaHKpeaTHT, HapyllleHa YepHoApoOHa QPYHKLHA, XMNIOTHPEOUIUIBM U CETICHC.

To3u nekapcTBeR MPOAYKT CHABPKA COEBO Macio, pHOEHO Macio H sitdeHd PocOUITUAN, KOUTO,
MaKap M pAaKOo, MOFaT Aa NPpeAW3BHKAT anepruydy peakuy. Habnronaganu ca kxpbrcrocaHu
aJleprHiYHH peakLMHd KbM COCBH U (PbCTHUYCHH AIKH.

C ornen u3bArease Ha pUCKOBETE OT TBBPAE ObP30TO BLBEXKIAHE HA HH(DY3UATA CE NMPENopPhYBa
MpUAaraHe Ha MPOABL/DKUTENHA U 400pe KOHTPONMHpaHa HHPY3HS, MO BE3MOXKHOCT ¢ NOMOLITA Ha
BOJIYMETPUYHA MOMIA.

HapyinieHusTa B 6anaHca Ha TEYHOCTH U €NEKTPOJIMTH (Harnp. aDHOPMHO BUCOKH WK HUCKH CEPYMHH
HMBA Ha €JIEKTPOJIMTUTE) TPAORA Aa C€ KOPUTHPAT NpPEeAr HAYanoTo Ha HHY3UATA.

CmopKabueer Ilepudepan Tpabpa Aa ce npusiiara BHUMaTe/IHO FIPH AALMEHTH CbC CKJIOHHOCT KbM
3aJbpyKaHe Ha eIEKTPOAHTH. B HauanoTo Ha BCAKa HHTPABEHO3HA HHPY3UA ce H3UCKBA CITELIHATIHO
KIHHHYHO HabmoneHHe. AKO ce MOABAT HeoOHYaitHM NpU3HALHM, UHDY3UATA TpaOBa Ja ce Npgkpe

APH BBRECKAAHETO HA KaTeThpPa BbB BCHATa H MAHHUITYJTMPDAHETO € HETO.




TpsaGsa na ce npocieasBaT HUBATa Ha CEPYMHATA [NIHOKO34, €IEKTPOIUTUTE H OCMOJIAPHTETHLT, KAKTO
H 6aNaHCHT HA TEUHOCTH, ATKAJIHO-KHCENHHHOTO ChCTOAHHE H YEPHOAPOOHUTE €H3NMHH NpodHu.

[Tpy NpOABLMKHTENHO BLBEXKAAHE Ha NMNUAK TpadBa 1a ce npocnensBaT KpbBHATa KApTUHA H
KOary/lallMOHHHUA CTaTYC.

IMpu naienTu ¢ 6OpeyHa HeAOCTATLHHOCT, NPHEMBT Ha (pocdaT K KaHil TpAOBA 1a C€ KOHTPOJIHpA
BHUMATEIHO, 3a Ja He ce JOMyCHe pa3BuTHe HA XUnepdochaTeEMUs U XUNECPKATUEMHUS.

KonnyecTBOTO Ha OTAEHUTE ENIEKTPOANTH, KOUTO TpaOBa na Obaar nobaseHu, ce onpeaens ot
KNIMHUHMHOTO ChCTOSHHE Ha MaLHEeHTa ¥ ¢ MOMOLITA Ha YeCTO NPOC/IeAiBaHe HA CEPYMHHTE HUBA.

[TapeHTepanHoTO XpaHere TpsaOBa na ce rnpuiara 0coO0EHO BHUMATENHO MPYU MIIEYHAa aluuao3a,
HEJOCTHUF Ha KHCJIOPOA B KIIETKUTE U NOBHUILIEH CEPYMEH OCMONIAPUTET.

[Tpu Bceku NpH3HAK WIM CUMIITOM Ha aHadUNaKTMYHA peaKuus (KaTo NOBUHICHA TEMIEpaTypa,
CTYAEHH TPBIIKH, 0OPHUB WM AHCNHES ) cAeABa He3abaBHO NpeyCTaHOBABaHE Ha HH(Y3HATA.

JInnmaHoro cpabpkanue Ha CModKabueeH ITepudepan Moxe na nopnuse HAKOH 1abOpaTOpPHU
nokaszaten (Hamnp. OunupybuH, nakrataexuaporeHasa, KUCJIOpOHa caTypauus, XeMOrNIOOUH), aKo
KpHBTA € B3€Ta NPeAH JIMNYWAUTE 1a Ca ACHMUIIUPAHH OT KPbBOOOPALIEHHETO B AOCTATHYHA CTEMEH.
[Tpy NnoreyeTo NAKMEHTH THNUIUTE CE CIMMUHHPAT Clejl CBOOOAEH OT NMIKUAM UHTEpBan OT 5-6 4aca.

HuTpaBeHo3HaTa HH(PY3HS HA AMHHOKHCENIHHH Ce NPHAPYKABA OT NOBHLLICHA eKCKPEeLUUA ¢ ypHHaTa Ha
MUKpOEIEMEHTH U 0Co0€HO Ha Mea K UMHK. ToBa TpsabBa 1a ce uMa npeaBUA NP J03HPAHETO HA
MHKpPOENEMEHTHTE, 0CODEHO NpH MPOALIKUATENHO HHTPABEHO3HO XpaHeHe. Tpabpa na ce uMar
npeasy BbBexkgaHuTe cbe CMopKabueen [lepudepan konnyecTsa LMHK.

[Tpu nauHeHTH ¢ HEAOXPAHBAHE 3aMOYBAHETO HA MAPEHTEPANTHO XpaHEHE MOXKE a YCKOPH
npepasnpeie/ICHUETO Ha TEUHOCTUTE B OpraHu3Ma, KoeTo Ja noeese ao denoapodeH oTok M 3acToMHa
ChPAEYHA HEJOCTATHYHOCT, KAKTO U HaMaIBaHE HA CEPYMHHUTE KOHHEHTpaUKU Ha kanus, docdopa,
MATrHE3HA M BOAOPA3TBOPUMHTE BUTAMUHHU. Te3u mpoMeHU MOTaT a HACTBIIAT B paMKHUTe Ha 24 1o 48
yaca; €TO 3all0 NMPpHU Ta3u Irpymna NauMeHTy ce MpenophuBa BHUMATEIHO U DAaBHO 3aMo4YBaHe Ha
NapeHTEPATHO XPaHEHE, 3a¢IHO ¢ MpOC/eAsBaHe OTONM30 U NOAXOAALUM H3YHCIIEHUS Ha
KOJIMYECTBOTO HA TEYHOCTUTE, ENCKTPOJIUTHTE, MUHEPATUTE H BUTAMHHHTE.

CmodKadusen Ilepudepan He TpabBa Ja ce BbBEXAa €AHOBPEMEHHO C NPETUBAHE HAa KPBB B ChLUHUA
MHY3ZHOHEH CaK, NOPaay PUCK OT NCEBAOArTy THHALIUA.

[Tpu nauueHTH ¢ XUMEPrIHKEMHS MOXE A C& HAJIOXKH NPHJIAaraie Ha €K30T¢HEH KHCYJ/THH.
ITpu u3non3pakle Ha nepudepHU BeHH 3a HH(pY3HS MOXKe J1a ce Habntoaasa Tpombodnedur. Macroto

Ha BhBEXAAHE HA KaTeThpa TPAOBa €XXEJHEBHO /12 CE MPOBEPABA 33 HAJIMYHE HA JOKATHH NMPU3HALIK Ha
TpoMbodnedur.

[lequaTpuyHa nomynauuvs

[Topanu cheraBa Ha aMUHOKMCeNMHHMSA pasTBOp Ha CMopKabuseH Ilepudepan, npoagyKTsT He €
NOAXOAALL 32 NIPUIOKEHHWE NPH HOBOPOAEHH WK Aclia 10 2-ToJAHMIIHA Bb3pacT. HAMa KIMHHYEH onuT
ot ynorpebara Ha CmodKabueen [Tepudepan npu aeua (Ha BB3pacT ot 2 a0 16/18 roaunn).

HAKOH fieKapcTBEHU NPOAYKTH, KATO HHCYJIMH HAlIPHMEP, MOTAT Ja OKaXKaT BJIMA
JMnasHaTa cucrema Ha opranuama. Marnexna obade, ye To3M 81 B3aUMOJEHCTB
KIIMHUYHO 3HaUEHHE.




XenapuH B KIMHUYHYW 103H BOAM J1I0 NPEXOAHO OTAENSHE B KpbBOOOPAILEHHUETO HA JIUITONPOTEHH
nunasa. TOBa MOXe Ja NpeAM3BHKa MbPROHAYANHO NOBMLIEHA NIIa3MEHa JIMNONNW3a, MOCNEABAHA OT
MPeXOAHO HAMAJIEHUE Ha TPHINTMUEPHAHHUA KIIHPBHC.

CoeBoTo Macio cbabpxka ectecTBeH BUTaMuH K. KoHuenTpauuara my B CmodKabusen [lepudepan
o0aue e TOJIKOBA HUCKA, Y€ He Ce OUaKBa Ja MoBAMAE YYBCTBUTEIIHO NPOLEca HA Koarynauus rnpu
NalHEHTH, NEKYBaHU C KYMapHHOBH NPOH3BOIHH.

4.6 @epTHauTeT, OPEMEHHOCT H KHPMEHE

JIunceat aaHuu 3a npunoxkeHkne Ha CmodpKabuseH [lepudepan npn OpeMeHHH HAM KbPMELLH KEHH.
He ca npoBexxaanu npoyusaHHs BbLpXY pENnpoayKTHBHATA TOKCHYHOCT MPH XHBOTHH. [0 Bpeme Ha
OpeMeHHOCT ¥ KbpMEHE MOJXKe [1a Ce HaJIOXKH napeHTepaliHo xpaHeHe. CmodKabuseH 1lepudepan
TpsaOBa aa ce npujiara Ha OpeMeHHHU U KbPMELLIH KEHH CaMO CNEJ BHUMATEHA MPELeHKa.

4.7 EdekTH BLpXY cnocobHOCTTA 32 WodHpaHe H padoTa ¢ MAIIAHH
Henpunoxumo.
4.8 Hexenanu JEKAPCTBEHH peaKIXHH
Hecmu Hevecmu Peoxu
> 1/100 0o <1/10 > 1/1 000 60 <1/100 > 1/10 000 oo <1/1 000
Cvpoeunu napyuenus Taxukapams
Pecnupamopnu, 2pvonu Hucnues
U MeOUACMUHANHU
Hapywienus
CmomauiHo-4pesHu 3aryba Ha aneTwur,
HapyweHus rajeHe, NOBPLUIAHE
Hapywenun na 3aBHILIEHH MNA3MEHY
memaboauMa u HHBA Ha
XpaHeHemo YepHOAPOOHHUTE
€H3UMH
Cwvoosu HapyuwteHus Tpombodnebur XHANoToHMA,
XHIIEPTOHHS
Obwyu napywenus u Cnabo nopyiieHyie Ha | BrpucaHus, 3aMasHocT, | Peakuuu Ha
edhexmu na Macmomo | TeJieCHaTa rnagofonue CBPBXUYYBCTBUTE/THOCT

Had NPUROHCEHUE

TeMIeparypa

(Hanp. aHaQWIaKTHYHH
Ny aHapUIakKTOMAHH
peaKkLUM, KOXKeH OOpHB,
YpPTHKapHA4,
3ayepBsABaHe,
rnaBobonue), ycelane
338 TOIUIH WIH CTYACHH
BBJIHH, ONeIoCT,
[HaHO3a, OONKY BLB
Bpara, ropba, KOCTHTE,
['BPAMTE U CIAOUHMHTE.

[Ipu nossaTa Ha Te3u HeXkenaHH peakuuu uHdy3uata Ha CmopKabusen [lepudepan Tpadea.

NpeYyCTaHCBH HJTH, AKO © HGOﬁX(},ﬂHMO Ha MNpoabJIKHU [IDH HaMaJl€Ha 103a.

CuHoOpom Ha npemoeapeane ¢ Macmu
HapymeHara cnocoOHOCT 3a OTHAENSHE Ha TPHIVIMLUEPUHANTE MOXe Aa AOBEJE 10 pJpEs

,,2CHHAPOMA Ha MpeTOBapBaHe ¢ MACTU , KOWUTO MOXKE Ja C€ AbJ/DKH Ha Npel03UpPaH«
cJieJH 3a MoABATA HA €BEHTYaJIHX NpHU3HaLK Ha MeTabONUTHO nperoBapeaHe. [1pH \
6bAe reHeTH4Ha (MHAWBUAYAIHH MeTaDOJIMTHN pa3NiuyMs) WIM MOBJIUABAHE HA JIATIY




MeTaboM3bLM OT HACTOALILYK WM NpeallecTBaiiu 3abonasanus. To3u CHHAPOM MOXE Ja C€ NOABH FO
BPEME Ha TEXKA XUNEPTPUTMHLUEPUAEMHS, IOPU M NPH CNAa3BaHE Ha NPENOpPbLYUTENHATA CKOPOCT Ha
HHY3Hd, a CbLLO ¥ BbB BPb3Ka C BHE3aMHa NPOMAHA B KIIMHHYHOTO CHCTOSSHHE Ha MailMeHTa, KaTo
yBpexaaHe Ha ObOpeunaTa dyHKUMA WK HH@EKUUA. CHHAPOMBT Ha NPETOBAPBaHE C MACTH Ce
XapaKTEPH3UPa C XUNIEPJIMNEMHUS, IOBHILEHA TEMNEPATYPa, JIMIMAHA HHPHATPALU, XEnaToMeranus
CbC WU 6e3 UKTED, CTUIEHOMET AU, aHEMHMS, TEBKONMCHUA, TPOMOOLMTONEHHA, KOAryJIaLMOHHH
HapYLIEHHUs, XEMOIH3a U PETUKYJIOUMTO3a, A0HOPMHH HHBA Ha YEPHOAPOOHHK EHIUMH H KOMa.
OOHKHOBEHO CUMIITOMHTE [IPEThPNABAT OOPaTHO pa3BUTHE Clie] NPEYCTAHOBsABaHE Ha HH(PY3MATA HA

JUINMAAHATA EMYJICHA.

IIpexomepra uny3us na aMuHOKUCENUHU

KaxTo ¥ ocTaHAIHTE aMUHOKHCEJIHHHH pa3TBOPH, AaMHHOKHCENHHHOTO ChAbPYKaHUE HAa
CmodKabusen [leprdepan Moxe aa NPUUHHK HEXENAHH peakuydH NPpU HaABHLIABAHE Ha
NpenopbYUTENIHATA CKOPOCT Ha MHPY3ua. Te3n peakuuH ca raaeHe, NOBPLILAHE, BTPUCAHE H
nanorasaHe. UH(py3usaTa Ha aMAHOKHCEJIHHA MOXKE Ja JOBEAE A0 NOBHILABAHE HA TEIECHATA
TeMnepartypa. [1pu yBpexxaaHe Ha OnOpedHaTa GyHKLMSA, MOraT Ja ce MOABAT 3aBHUILEHH HUBA HA a30T-
ChABPXKALLN METABONHUTH (HaNp. KPEaTHHUH, ypes).

Ilpexomepna ungpyzun Ha enoxosa
AKO C€ MPeBUILH MNIOKO30TONIEPAHCHHUA KaNalUTET HA NALMEHTA, 1€ Ce Pa3Bue XUMepriIuKeMus.

CroblLiasadHe Ha NOAO3MPAHU HEXKETAHU PEAKLIMH
CrobuiaBaHero Ha MOJO3UPAHH HEXENAHUW PEAKLHH CAel pa3peliuaBaHe 3a ynoTpeba Ha JieKapCTBEHHA

NPOAYKT € BaXkHO. TOBa NO3BO/IABA A2 NPOABIXKH HaONIOACHUETO Ha ChOTHOLLICHHETO MOJ3a/PUCK 34
NleKapcTBeHUA NpPOIyKT. OT MEAHLMHCKUTE CIIELMANUCTH CE€ U3MCKBa Ja chodlasar Beska
NOJO3HPaHa HeXelaHa Peaklus Ype3 HallMOHaTHaTa CUCTEMA 3a ChoOLIaBaHe:

HM3neaHUTENHA areHuma Mo JexaperaaTa
yn. . Jlamsan I'pyes® Ne 8
1303 Codusn

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

4.9 Ilpenozmpane

BuxTe Touka 4.8 ,,CuHapoM Ha npeToBapBane ¢ MacTh, ,,JIpekomepHa uHdy3us Ha aMUHOKHCEJTUHH
H ,,JIpekomepHa HHQY3UA HA [TIOKO3a".

[Ipu nogBa Ha CMMIITTOMH Ha Npefo3upaHe Ha TUNUINWTE WK AMHHOKHCEIHHHUTE, CKOPOCTTA Ha
HHGY3UATa TPAOBA Ja c& HaMaTH WU HHQY3UATa U3LAIIO Aa ¢e npeycTaHOBH. Hama crienuguuen
aHTHAOT NpH npenosupade. CneluHuTe MEPKHU TpAOBRa 1a BKIIOUBAT NOAQBPKALM MEPOTIPUATHS OT
o611 XapakTep, xaTo ce 0ObpHe cneidanio BHUMaHKe Ha JHXaTelHaTa v ChpAEeYHO-ChA0BaTa
cacTeMu. OT H3KITIOYUTEARO 3HAYCHUE € BHUMATETHOTO CleAcHe HA OHOXUMHYHHTE NOKA3aTeNH H
NPAaBWIHOTO TPETHPAHE HA CELU(PHYHHATE OTKIIOHEHHS.

[Tpu nosBa Ha XUNEPIrIAUKEMUA, CbCTOAHUETO TPAOBA Aa Ce IeKyBa Crope] KIIMHHYHATA CHTYAUHs Wi
ype3 NOIXOAAII0 BLBEKAAHE Ha MHCYTHH W/HIIH NPEHACTPOMBAHE Ha CKOPOCTTa HA MH(Y3UATA.

OcBeH TOBA, IIPCOO3HPAHETO MOXKE a A0BCAE 10 00eMHO [IpCTOBapBaHC, CIICKTPOIHTCH oucbanaHc M
XHINICPOCMONAITHTCT.

H*,e\w no

[Ipy HAKOH peJKH ¥ TEXKKHA ChbCTOAHHUA MOXKE 13 ce OOMMCIIH NIPHIIAraHe Ha XeMOaH
XeMOQUITpaLIUA WK XEMOOUAQWITpaLIUA.




5. ®OAPMAKOJOI'HMUHHU CBOUCTBA

5.1 dPapMakoiAHHAMHYHH CBOHCTBA

dapmakoTepaneBTUYHA rpyna: Pa3TBOpH 3a NapeHTEPAITHO XpaHEHE.
ATC koa: BOSBAIO

Junuona emyicus

JInnuaHata emyscua Ha CmogpKabueen [lepudepan ce cucTou 0T CMOGIMNIKUA M NpUTEXKABA
rojleMMHa Ha YaCTHIHTE U OMONOrMYHU CBOKHCTBA, CXOAHH C TE3M Ha EHAOTEHHHTE XWIOMUKPOHH.
ChetaBkuTe Ha CMOIKHOKA: COEBO MAC/O, CPEAHOBEPHIKHH TPHIITMLUEPHAH, MACIIMHOBO Macio H
pHOEHO MACNO, OCBEH EHEPrRiHO ChAbPIKAHUE NPUTEXKABAT H COOCTBEHH (PApMAKOIHHAMHYHK
CBOMCTEA.,

CoeBOTO MACJIO € ¢ BUCOKO CbABPKAHHUE HA ECEHLIMAIHH MACTHH KUceauHu. Omera-6 macTHara
KHCeJIMHa THHOMOBA KHCETMHA € ¢ Hai-BUCOK npoueHT (npudin. 55-60%). Anga-nnHoneHoBara
KUCE/IMHA, OMEra-3 MacTHa KHCe/IMHa, npeacrasnasa oxkono 8%. Tasu wact OT npoAyKTa ocurypssa
HEOOXOJHMOTO KOMUYECTBO OT €CEHLHATHU MAaCTHHA KUCEIHHH.

CpeaHOBEPHXHHUTE MACTHU KUCENHHHU OBP30 ce OKMCIABAT H OCUIYpABaT Ha OpraHu3Ma U3TOYHHUK Ha
NeCHO ocBoOOXKaaBalla ce CHeprus.

MacaMHOBOTO Maclio OCHIypsBa eHeprus nol ¢gopmMara Ha MOHOHEHACUTEHU MAaCTHH KUCEIHHH,
KOMTO ca Mmo-ciabo noJaTjuBy Ha NEpOKCHAAUMS, OTKOJKOTO ChOTBETHOTO KOJIMYECTBO
NOJMHEHACHTEHH MACTHHY KUCETUHMU.

PubeHoTo Macno ce XxapakTepH3npa ¢ BUCOKO ChABPXXaHHUE HA elko3aneHTaeHoBa khcenHHa (EI1K) u
gokosaxexkcaeHoBa kucenuHa (JIXK). JIXK e BaxkeH CTPYKTYPEH KOMIIOHEHT Ha KIeTb4HUTE MeOpaHH,
aokato ElIK ce aBsaBa npemiecTBeHHK HA €HKO3aHOUAUTE, KAaTO NpOCTarjJaHAWHH, TPOMOOKCAHH U
NEBKOTPUEHH.

[IporeneHH ca ABe NpoyyBaHUA MPH NAUHECHTH, HYXKAACLIH C€ OT XbATOCPOYHO MAPEHTEPAIHO
XpaHeHe B AOMAalIHH ycnoBua. OCHOBHATA LEN NP ABETE MPOYyYBAHUA € Aa C€ MOKAXKE
oeszonacHocTTa. EQuKacHoCTTa € BTOpaTa Len B eQHO OT NIPOYYBAHHUATA, KOETO € HanpaBeHo npH
neJUaTPUUHH NMalueHTH. ToBa Npoy4BaHe € CTpaTUULIUPAHO MO Bh3PaCTOBH IPYIH

(1 mecelr - <2 roavHu M 2 - 11 rogHu ¢bOTBETHO). [IBETE NpOyUYBaHHA NNOKa3BaT, ye CModnunug
uMa Cbilus npodun Ha HezonacHocT, KakTo 0bekra 3a cpaBHeHue (MuTpanunun 20%). EdpukacHocTTa
B NEJUATPUYHOTO NPOYYBAHE € U3MEPEHA Upe3 HaAAaACHO TErJI0, BUCOUMHA, MHACKC Ha TellecHa Maca,
npean0yMHH, peTHHOJ-CBBP3BaLll MPOTEHH U MPOQPHI HA MACTHUTE KUCenWHH. Hama paznuka Mexay
rPYMUTE MPH BCEKH OT NapaMeTPUTe, C H3KIIIOYEHHE Ha Npodwia Ha MACTHUTE KHCENIUHH cnep 4-
ceIMHYHO NeyeHHe. CbCTaBBT HA BJIMBAHATA JIMNIAHA eMYJICUS C€ OTpA3iBa Ha NPOoduna Ha MaCTHUTE
KHCEJTUHH NPpH nauueHTH Ha CMoaunuj 4pe3 yBEIHYEeHUE Ha OMera-3 MacTHHUTE KMCENTHHH B
MJIa3MEHHUTE JIMMONPOTEUHH H HOCGONHUNMUANUTE B YEPBEHUTE KPbBHH KAECTKH.

AmMunoruceunu u earexmponumu

AMMHOKHKCEITMHUTE, ChCTABKM Ha OeaTbka B OOMKHOBEHATA XpaHa, Ce U3I10J13BAT 3a CUHTE3 Ha
OeATbLH B ThKAHUTE ¥ BCEKH U3JTHIIBK CE€ HACOUBA KBbM orpeacneH Opoii MeTaboIMTHH TbTHLIA.
[TpoyuBanusaTa [OKA3BAT TEPMOreHHUA €PEKT HAa AaMUHOKUCEIUHHATA UHDY3HA,

Frioxoza
["moko3ara He 0K cneasano Aa WMa GapMakoAMHAMUYHO JEHCTBUE, OCBEH MPHHOC
WU BB3CTAHOBABAHE HA HOPMAJIHHUA XPaHUTEJIEH CTaTYC.




5.2 @apMaKOKHHETHYHH CBOHCTBA

JTunuona emyncus

OTaenHUTe TPUIAKIIEPHAM B cbeTaBa Ha CMOMANHNNA NPUTEXKABAT PamIMYHA CKOPOCT Ha
eJIMMUHMpane, Ho CMogIMNUA KaTo cMec Ce eIMMUHHPA Ne-01bP30 OT ABJATOBEPHIKHHUTE
tpurnuuepuan (LCT). MacnuHOBOTO Mac/io € KOMNOHEHTHT C HalH-HHUCKA CKOPOCT HA €TUMHUHHPaHE
(B M3BECTEH CMHUCHII N0-HUCKa oT Ta3u Ha LCT), a cpeaHoBepuxxkuute Tpurnuuepuam (MCT) — ¢ Ha#i-
ronsma. Pubenoro macno, npumeceHo ¢ LCT, uMa cbliiara ckOpOCT HA €TMMUHEUPAHE KaTo

camocTosTenuure LCT.

Amunokucenunu u erexmporumu

OcHOBHHUTE (PapMAKOKMHETHYHHY CBOHCTBA HA BJIMBAHUTE AMUHOKHMCE/IMHH H €JIEKTPOJIHTH ca
MPUHLKITHO CHIUMTE KATO TE€3H HAa MPUEMAHHTE AMUHOKHCENHHH H €NIEKTPONIUTH ¢ 00W1aiiHaTa XpaHa.
Bce nak obaye aMHHOKHCEIHHUTE HA AHETHYHKMTE OeNThUMN Hall-Hanpel MUHABaT Mpe3 fopTaiHara
BEHa, eJBa CJe/l TOBa Npe3 CUCTEMHOTO KpbBOOOpALLCHHE, 10KATO HHTPABEHO3HO HHQY3UPAHUTE
AMHHOKHCEJIMHYU NMONajaT Harpaeo B CHCTEMHOTO KPbBCOOpallleHHE.

I'moxo3a
QapMaKOKHHETHYHHTE CBOMCTBA HAa HH(PY3UPAHATA TIIOKO3A Ca HA MPAKTHKA ChLIKWTE KATO TE3H Ha
npveMaHara rioko3a ¢ obuuaiiHara xpaHa.

5.3 IlpeaxknHHHYHH XAHHH 3a 0€30DACHOCT

He ca npaBeHH Npoy4BaHUs HA NpeAKIMHKAYHATa De3omacHocT Ha CmopKabuseH Ilepudepan. Bee
nak obaye, HeKJIMHWYHHUTE JaHHH 332 CMOoGNHHUA, KAKTO H 3a pasTBOPHTE HA AMHUHOKHCENIMHHU H
FAI0KO3a C Pa3/IiuHAa KOHLEHTPALMA M HATPUER ITHUepodocdar, HE NoKa3BaT 0co0EH pUCK 3a XopaTa
Ha 6a3aTa Ha KOHBEHUMOHANHUTE (bapMaKONOruiHH U3MUTBAHHUA 33 6€30MaCHOCT, TOKCHYHOCT MNpPH
MHOT'OKpaTHO fpWiIaraHe H reHoTokCcH4YHocT. [Ipu 3aiim He ce HabMIOAABAT TEPATOr€HHH €PEKTH WIH
APYTrHd eMOPHOTOKCHYHY BB3AECHCTBUA NPU EKCINO3ULUA HA AMMHOKHCEITHHHY pa3TBOPH U HE CJICIBa Ja
¢€ OYaKBaT NpH NpPWIAraHe Ha NUITHAHK eMYJICHH H HATPUEB rulepodoctaT, KoraTo ce 1aBaT Karto
3aMECTHUTEJIHA Tepallig B PENMOPBUBAHHTE J03H. [loaxpaHBally NPOAYKTH (pa3TBOPH Ha
aAMUHOKHCEJIHHH, THIIMAHH EMYJICHH K HaTpUeR rinuuepodocdar), M3noa3BaHH 3a 3aMECTHTE/HA
Tepanus BB (U3HUOJIOTHYHH HUBA HE CJIeABA Aa NPOABAT EMOPHOTOKCHUYHOCT, TEPATOr€HHOCT WK Aa
NOB/IHABAT PENPOAYKTHBHATA CMIOCOOHOCT MNU (pepTHIHTETA.

[Ipn npobu BLpxy MOPCKH ¢cBUHYETA (ITpoda 3a MAKCHMU3ALIMA) eMycUaTa ¢ pubeHO Macno nokasea
yMepeHa JepManHa CeHCHTH3auuA. CHCTEMHHUTE aHTUIEHHH TECTOBE HE IaBaT HHAHKALIWH 32
aHapUIAKTHYEH FOTEHIHAN HA pubEeHOTO Maco.

[1pH npoy4BaHe Ha JIOKAIHATA ToJlepaHTHOCT KeM CModuiMnua npH 3aHiuM ce HaOmogaBa Jieko,
NpexXoAHO Bh3NajleHUe IPH MHTPAaapTEPHAIHO, MAPABCHOZHO WM MTOAKOXKHO BbBEXAaHe. Cnea
MHTPaMYCKYJIHOTO TIpUJIaraHe MpH HAKOM KMBOTHH ca HAOJIIOAaBAHU YMEPEHO, MPEXOJHO Bb3NAJCHHE
M TBKaHHA HEKpOo3a.

6. ©GAPMAIEBTHYHHA JAHHHA

6.1 ChnHcbK HA TOMOUIHNTE BellleCcTBA

[nuuepon

[Ipeuncrenu situeny gpochonunuam
a-Tokogepon paLemar

Hatpuer xuapokcua (3a kopekuusa Ha pH)
Hartpues oinear

JleneHa oLlETHA KHACENHHa (3a KopekUMs Ha pH)
Bopna 3a nHxeKUWH
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6.2 HecLBMeCTHMOCTH

CmodKabusen Ilepudepan moxe na ce cMecBa €IMHCTBEHO C APYTH JIEKapCTBEHH MPOAYKTH 32
NapeHTepaIHO XPAHEHE, C KOUTO UMa JOKAa3aHAa CbBMECTUMOCT, BHXKTE TO4Ka 6.6.

6.3 Cpok Ha roaHOCT

Cpox Ha 200HOCM HA AEKAPCMEEHUR NPOOYKM 6 MbP2OGCKAMA ONAKOBKA
2 ronuHy

Cpox Ha 200H0CM C1E0 CMEC8AHE KaMEPUMe Ha caxa
XumuyHaTta ¥ dpuszryHa cTabunHoCT NpH ynotpeda Ha CMECEHHS TPHKAMEPEH CaK € NoKa3aHa 3a

48 yaca npu 20-25°C. Or MUKpOOHONOTHYHA IIIEHA TOYKA NPOAYKTHT TPAOBA Aa ce U3NO0JI3BA
BeaHara. AKo He ¢ce M3N0A3Ba BeAHara, CpOKOBETE U YCAOBHATA Ha ChbXpaHeHHe NpeaH ynorpebda ca

OTrOBOPHOCT Ha MpWiaraillus npenapata U 0OMKHOBEHO HE HAAXBBPJIAT 24 yaca npy 2-8 °C, ocBeH
aKO CMECBAHETO HE € M3BbPHUICHO NPH KOHTPOJUPAHU U BAJILAWPAHH aCEITHYHH YCIIOBUAL.

Cpox na 2ooHocm cned cmeceane ¢ 0obasxume

JokazaHa e du3MKOXUMHKYHA cTaGHNMHOCT NpHu ynorpeda Ha CMECEHHA TPHKaMEPEH cak ¢ 10baBkH
(BHOKTE TOUKa 6.6) no 7 qHu, T.e. 6 aHHU npu 2-8°C, nocneasanu ot 24 yaca npu 20-25°C,
BKJTIOUYMTEJTHO NMPOABJDKHUTEIHOCTTA Ha npuiioxkeHHe. Ot MUKpobHOnoruyHa rneaHa TouKa,
NpoXyKTHT TPAOBA Aa ce H3NOJ3Ba BeAHara ciel A00aBaHETO Ha BeliecTBaTa. AKO HE C€ M3Mo3Ba
BeJHara, CpOKOBETE H YCJIOBHATA Ha ChXpaHEeHHe npean ynotpeda ca OTrOBOPHOCT Ha NpHaarawus

npenapaTa U 0OMKHOBEHO He HaOXBbpAAT 24 uaca np 2-8 °C, ocBeH ako 100aBAHETO HE € U3BLPILICHO
MPYU KOHTPOJIMPAHHU ¥ BATHAWPaHK acEITHYHH YCAOBHA.

6.4 CroenHa/JHH YCJIOBHA HA ChbXPaHEHHE

Ha ce cpXpansBa npy remneparypa nog 25 °C. Jla He ce 3aMpa3ssga. /la ce cpXxpaHsaBa BB BHHIIHATA
OMaKOBKA Ha CakKa.

Cpok Ha 200HOCm C1e0 CMeCc8aHe Kamepume Ha caka: BXK. TOUKa 6.3.
Cpox na 200H0cm cned cmeceéane ¢ 0obaskume. BX. ToOuka 6.3.

6.5 BHAH chAbPXKAHHE HA ONTAKOBKATA

OnakoBKaTa ¢€ ChCTOH OT MHOIOKAMEPEH BLTPEILIEH CAK K BbHIIHA ONMAKOBKA. BbTPELIHUAT cak €
pasfeneH Ha TPH KAMEPH C MOMOLITA HA OTJIENMBALIM ce NnevyaTH. MexxTy BbTPCIIHUS CaK U BBbHIIHATA
obBuBKa HMa abcopOep Ha Kucaopoa. BrTpemHuar cak e 3paboTeH OT MHOTOTIIACTOR MOAHMEPEH
¢unm Biofine.

BrrpemHuaT konteitnep Biofine ce ¢scTOM OT nONM{NpONUIEeH-KO-eTWICH), CHHTeTHUYEH Kay4yK
nonu[crupeH-0nok-(OyTunen-ko-etuneH)} (SEBS) u cuHTeTHYEH KayUyK NOAU(CTUPEH-0M0K-
n3onpen) (SIS). Uupy3uoHHA H CMECHTENTHNA MMOPTATH Ca HANPABEHHU OT MOJIMITPONHIEH U
CHHTETHUYEH Kay4yK noju[cTHupeH-6nok-(OyTunen-ko-etuneH)]| (SEBS) u ca chabnenu cne
3aMyLIAJKH OT CHHTeTHUEH nosinu3onpen (6e3 narekc). CKpUTHAT OTBROP, KOUTO C€ U3NON3BA CaMO
110 BpeMe Ha MPOK3BOACTBEHHA NMPOLIEC € HaNpaBeH OT NOJUNPONUIIER H € CHAOACH ChC 3amylianka
OT CHHTETHYEH IIONIMM3OMIpeH (6e3 narekc).

Buoose onarxoexi.

1 x1206 ml,4x1206ml
] x 1448 ml, 4 x 1 448 ml]
1 x1904 ml4x1904 ml

He BcuukH BHAOBE ONAKOBKH MoraT Aa Obaar ITYCHATH B npo,uaxfﬁa.
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6.6 CnennajHH NpeAna3HH MEPKH NPH H3XBLPAAHe H padoTa

Hucmpyxyuu 3a ynompeba

Ja He ce u3nos3Ba NpH NOBpeleHa onakoBka, M3nonssanTe eAHHCTBEHO, aKO aMUWHOKHCETUHHUAT H
[JIFOKO3HUAT pa3TBOPH ca OMCTpH, Oe3UBETHH UM ONIE€80 *BIITH HA LUBAT, a JIMNHAHATA EMYJICHA €
6ana n xomoreHHa. [Ipeaun ynorpeba u npeau npubaBsHETO Ha AOTbAHUTENHH BEWIECTBA NPE3
CMECUTEITHHMA NopTan TpsadBa Aa CMECUTE ChAbPXKAHHETO Ha TPUTE OTACIHH KAMEPH Ha caka.

Cnen OTOENSHETO HA OT/IEHBALIWTE Ce NevaTH, cakbT TpsOBa Aa ce 00LpHE HAKOIKO MBTH € Orea
OCHI'ypsiBaHE XOMOIE€HHOCTTa Ha cMecTa Oe3 npu3kaly Ha OTAelsHE Ha (asuTe.

Cvemecmumocm

Hannusu ca JaHHH 33 CHBMECTHMOCT ¢ MOCOYEHUTE NeKapcTeeHW NpoaykTH Dipeptiven,

Addamel N/Addaven, Glycophos, Addiphos, Vitalipid N Adult/Infant u Soluvit N B onpeaeneum
KOJMYECTBA U FeHEPUUYHHU NEKApCTBA Ha €NEKTPONKTH B ONIpelleSieHH KOoHIeHTpalid. Korato ce
NOOaBAT €NEeKTPONHTH, KOJTMYECTBAaTa, KOUTO BeUe Ca HATM4HM B CaKa, TpA0Ba la ce BIEMAT NpeBUA,
3a [1a C€ OTFOBOPH Ha KJIMHUMHHUTE HY>XAH Ha nauneHTa. OnucaHuTe JaHHHW NOJAKPEnsaT 100aBSIHETO
KbM aKTHBHUPaHMA Cak, CbrJIacHO 00o01eHara Tabavna no-ao.y:

JTluana3oH Ha CbBMECTUMOCT, CTaOWIIEH 3a 7 OHH, T.€. 6 A1HM chxpaneHue npu 2-8°C, nocneasaHo OT

24 yaca npu 20-25°C.

EnHBMuH Maxkcamaiano 0010 ChABPKAHNE
pasMep Ha cak Ha ml 1 206 1 488 1 904
CmodKabupeH I[Tepudepan
JHobaBKka O6em
Dipeptiven ml] 0-300 0-300 0-300
Addaven/Addamel N mi 0-10 0-10 0-10
Soluvit N ¢nakoH 0-1 0-1 0-1
Vitalipid N Aduit/Infant m] 0-10 0-10 0-10
'paHunM HA eJIEKTPOIHTH' Koan4ecTBO B caK
Harpuit mmol <180 <223 <300
Kanuii mmol <180 <225 <300
Kannu# mmol <6 <75 <10
Maruesui mmol <6 <75 <10
Heopranuuen docdar
(Addiphos)
NI mmol <18 <225 <30
Oprannuen gocdar
(Glycophos) f
[k mmol <0,2 <0,25 / ;
CeneH pumol <1 <1 .

. BYIIOYBA KONHYECTBA OT BCHYKH MPOAYKTH.
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3abenexka: Tazu Tabnvua UMa 3a Hen a NOCOYH ChBMECTHMOCT, ToBA He € PHKOBOACTRO 3a
AO3UpAHE.

3a IeKapCTBCHH NPOAYKTH, NpeaH NPEANKCBaHe, BIXKTe HALMOHANHO of0o6peHaTa NpoAYyKTOBA
HH)OpMaLIHA.,

CBBMECTUMOCTTA ¢ OCTAHATMTE N0OABKH UM BPEMETO Ha CHXPAHEHHE HA PA3TAYHHTE MIPHMECH [
ObaaT OpeIOCTaBEHH IIPH NMOKUCKBAHE,

HobaBgHeTo Ha BemecTBa TpAGBA 1a C€ H3BBPILUBA ACEITHYHO.

Camo 3a eaHokparHa ynotpe6a. Heusnonssanara uacr ot pasteopa cien mHQy3ns TpaGBa aa ce
H3XBBPIJIH.

Heu3non3paHHAT JIEKAPCTBEH MPOAYKT WIH OTNATBYHHTE MATEPHAIH OT HETO TPAGBA [1a CE H3XBBP/IAT
B CHOTBETCTBHE C MECTHHTE H3HCKBaHHS.

7.  IIPUTEXATEJ HA PABPEIHEHHUETO 3A YIIOTPERA

Fresenius Kabi d.o.o.
Radnicka Cesta 37a, 10 000 Zagreb
XbpBaTHA

8. HOMEP(A) HA PASPEIIIEHHUETO 3A YIIOTPEFRA

Perucrpaionen Ne 20090033

9. JATA HA ITBPBO PA3SPEIMIABAHE/TIOJHOBSABAHE HA PA3ZPENIEHUETO 3A
YIIOTPEBA

Jlara Ha mbpBo paspewasate: 05 despyapu 2009 r.
JlaTa Ha mocneaHo noaHoBsaBaHe: 25 Mapt 2014 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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