KPATKA XAPAKTEPUCTUKA

1. UME HA JIEKAPCTBEHUS IPOAYKT awpy N 20 20, 250108

CmopKabusen Henrpan 6e3 enextponutu emysicus 3a uudfysnm
SmofKabiven Central Electrolyte Free emulsion for infusiohoaesnan

2. KAYECTBEH M KOJIMYECTBEH CLCTAB

CmohKabusen Ilentpan 6e3 enexTponnTy €MYJICHA 334 HH(Y3HA ce CbCTOH OT TPHKAMEpPHA
CUCTEMA OT CaKoBe. Beeku cak ChAbpKA CHENHHTE TNAapLUMANHN 00eMH B 3aBHCHMOCT OT
00CMHTE HA YETUPUTE OHAKOBKY.

986 mli 1477 ml 1970 ml 2463 ml B 1000 ml

PasTBOp Ha aMuHOKHUCEeTHHHK 500 mi 750 ml 1000 mi 1250 mi 508 ml
| ;1roko3a 42% 298 ml 446 ml 595 ml 744 ml 302 ml
JMnuana eMyJicus 188 ml 281 mi 375 ml 469 mi 190 ml
Tosa choTBEeTCTBA Ha caemHUsS 06N CHCTAR:

AKTHBHH BeILEeCTBA 986 ml 1477ml 1970 ml 2463 ml B 1({}0) ml
Anavnu (4lanine} 7,0 g 10,5¢g 14,0 g 17,5 ¢ 1,1 g
APraiun (Arginine) 6,0 g 90¢ 12,0 g 150 6.1 g

| tmu (Glycine) 3.5¢ 8.2 g 11,0g 13.8¢ 56¢
XWetuiun (Histidine) 1,5g 22 g 3.0¢g 3.7 ¢ IS5 e
W3oneeunn (Isoleucine) 2.5¢ 3.8 ¢ 30¢g 6.2 ¢ 25
JleBunu (Levcine) 3.7 g 5,6 g 74 g 94 ¢ 3.8 g
Jluznn (kato auerar) (Lysine) fas 3,3 g 50g 6,6 g 8.4 ¢ 3.4 ¢
aeelote)

Meruonun (Methionine) 22¢g 32¢g 43¢ 54¢g 2.2
Dennnanavun (Phemyvlalanine) 26¢g 3,8¢ 5.1g 6.4 ¢ 268
Hponuw (Proline) 5.6 ¢ 84 ¢ 1.2 ¢ 14,0 g 5.7 ¢
Ceput (Serine) 32¢g 49 g 6.5 ¢ 8.1 ¢ 3,38
Taypuu (Taurine) 0,50 g 0.75 ¢ 1,0 g 1.2 ¢ 0.5¢g
Tpeonnn (Threonine) 22 ¢ 33¢ 14¢ 5.4 ¢ 2.2
Tpurrodan (Tryptophan) 1,0 g 1,5 g 20g 2.5¢ 1.0 g
Tuposun (Tvrosine) 0,20 ¢ 0,30 ¢ 0.40 g 0.49 ¢ 0,20 g
Banun (Valine) 3.1 g 46 ¢ 6.2¢g 7.6 ¢ Jlg

[ tokosa (KaTo MOHOXHApat) 125 ¢ 187 ¢ 250 ¢ 313 ¢ 127 ¢
(Glucose) (as monohydrate)

Maciao OT COEBHM Ak, patpuuupavo 11,3 g 225¢ 28.1 g 14
(Sova-beanoil, refined)
CpennoBepyKHH Tpuravuepuay 11,3 g 225¢ 28.1 ¢ ti,4 ¢
(Medivm-chain triglycerides)

Macnnhoso  wmacno, pabunupano 9.4 g 188¢ 234 ¢ 95 g
(Qlive oil, refined) f: > %:‘ﬁ%

Pubeno macio, Goraro Ha omera-3- 5.6 g 7 o 53 .g,l_f:'l..;f;n;‘i‘;-\zilﬁﬂ g 5.7¢
KHCETUHU (Fisn oil, rich in omegu- a4 JE \S
3-aciels) fi i k‘i } }\i
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CroTBETCTBALIY HA:

986 ml 1477ml  1970ml 2463 ml B 1000 ml

¢ AMMHHOKHCEIHHH 50 g 75 ¢ 100 g 125 g 51g
¢ A3oT g 12 g 16 g 20 g g
¢ Brrnexuapatu
- I'moko3a (aHxuapua) 125 g 187 ¢ 250 g 313 ¢ 127 g
¢ MazHHHH 38 g 56 g 75g 9% ¢ 38¢g
e Arerar”’ 73mmol 110 mml 147 mmol 183 mmol 74.5 mmol
. fDOC(bﬂTz) 2,8mmol 42mmol 56mmol 6,9mmol 2,8 mmol
e EHEpruiHoO Chabp:KaHUe
- 06mo (mpubn.) 1100 kcal 1600 kcal 2200 kcal 2700 kceal

4,6 MJ 6,7 MJ 9,2 MJ 11,3 M)
- ot Hebenrsuen mnpomsxoa 900 kcal 1300 kcal 1800 kcal 2200 kcal

(npubi.) 3,8 MJ 5,4 MJ 7,5 M) 9,2 M)
e OcMmonanuTer npubn. 1600 mosmol/kg Bona
e OcMmonapurer npub. 1300 mosmol/l

¢ pH (cnen cMecBane) mnpuOIL. 3,6

D OT aMUHOKHCCIIHHHHA Pa3TBop
2)

OT JAMMHAHATA EMYJICHA

3a MEAHUAA CIIMCHK Ha IMTOMOIHUTE BELISCTBA, BXK. To4Ka 6.1.

3. JEKAPCTBEHA ®OPMA
EmMyncus 3a uadgyszus.

' MmoK03HHTEe H aMHHOKHCEIMHHY pa3TBOpH ca 6uctpu, 6e3nBeTHH 10 Oneno XBITH Ha LIBAT H
HE ChABPIKAT YacTHIM. JINIIHAHATA eMyJIcHd € O4)1a Ha UBAT H XOMOI'CHHa.

4. KJIMHU'THU JAHHHN

4.1 TepaneBTHIHM NoOKa3aHUA

3a mapeHTEepaJHO XpaHeHe HAa BBL3PACTHH IAIMEHTH, KOraTo HEPOPATHO HIH CHTEPATHO
XpaHeHe € HEBB3MOKHO, HEJIOCTATHYHO HJIM MPOTHBOIIOKA3AHO.

4.2 J03MpOBKa H HAYHH HA NPHT0KEHHE

Ciex cMECBAaHETO HA ChIBPKAHHETO HA TPHTE KaMepH NPOAYKTHT MMa BUJ Ha O:41a eMyJICHA.

Jlo3aupoBKaTa M CKOpocTTa Ha HMH(QY3HATA ClieaBa jJa ce ONPEAENAT OT CIoco0HOCTTA HA
nampeHTa Ja OTJclsd MasHHHHTE M Aa Merabosmsupa a3oTa H IIIIOKO3ara, a ChIo H OT

noTpeOHOCTTA OT XPaHUTEIHH BEIISCTBA, BX, TOUKA 4.4.

Jlozata TpsaOGBa 1a Gbae onpeAcieHa HHAUBKHAYAIHO, Ch0Opa3HO KIHHHYHOTO CHCTOAHHE Ha
NalHeHTa H TeNeCHOTO Terjo (1.1). ﬂ“”:"“‘\‘__\\\
A30THHTE HYKIH 3a NOANbPKaHE Ha OelThrYHATa fmcq Ha.”‘opr
CBCTOSIHMETO Ha IalMeHTa (Hamp. XpaHHUTEJCH craTy? },zii; ﬂ}@i‘[ﬂﬁ Ha, Eafﬁ

M3Ma 3aBHCAT OT
JUTCH CTpeC HIIH
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HOueBraute Hyxnu ca 0,10-0,15 g azor/kg 1.1/nen (0,6-0,9 g amuHoKkncennHu/kg T.1/1€H) NpH
HOpMaJIeH XpaHHTENlEeH CTaryc HJIH HpH ChCTOSHHUS Ha JieK Karabonured crpec. llpH
NAlUCHTH ¢ YMEPEH HO0 TC)KBK MeTalONMTEH CTpec, ChC HIM 0e3 HeaoXpaHBaHE, HYXIHUTE
Bapupar mexay 0,15-0,25 g asor/kg T.1/nen (0,9-1,6 g amunoxucenunu/kg T.1/1€H). IlpH
MHOTO CIEIHAIHH ChCTOSHHA (HAnp. H3rapaHug WIH H3pased aHaGoNMu3bM) A30THHTE HYXKIH
MOTraT U Ja HapacCHarT.

Lozupoexa

Ho3ousar uHTEepBan OT 13 ml — 31 ml CmobKabnsen Lientpan 6e3 enexrponut/kg 1.1/8€H
ceoTBercTBa Ha 0,10-0,25 g azor/kg T.1/men (0,6-1,6 g amuHokucenunu/kg 1.1/neH) u 14-35
kcal/kg T.1/nen ot obmara emeprusa (12-27 kcal’kg T.T/meH 0T eHepruATa OT HEbENTHYEH
npousxon). Topa MoKpuBa NOTpeOHOCTHTE HA MmO-TOsIMara 4acT OT NanueHTHTe. llpH
MalUEHTH ChC 3aTABCTABAaHE fo3aTa TpAOBa Ma ce ompeiens Ha OCHOBATa HA H3YHCICHOTO
HJleaJIHO TETJIO.

Cropocm na ungyszuama
MakcumanHata ckopocT Ha nHQY3HATa 3a rmoko3ata € 0,25 g/kg 1.1/h, 3a aMHHOKHCETTHHHTE
— 0,1 g/kg 1.1/h, a 3a mazaunENTE — 0,15 g/kg 1.7/,

CkopocTra Ha HHY3Ha He TpAOBa Ja npeBumana 2,0 ml/kg T.7/h (cpoTBeTcTBamo Ha 0,25 g
rimoko3a, 0,10 g amunokucennur 1 0,08 g Mmazarun/kg 1.1/h). Ilpenopruna ce nepHoabT Ha
HH)Y3nA 13 OpoABKHA 14-24 yaca,

Maxcumanna oneena oosza

MakcumaHaTa JHEBHA 1034 Bapypa B 3aBUCHMOCT OT KIMHHYHOTO CECTOAHHE Ha NAMEHTA K
MOXE Ja c€ NPOMEHA BCeKH neH. IlpemophuBa ce MaKcHUMallHa AHEBHA A03a oT 35 mli/kg
T.T/IEeH.

[IpenopruranaTa MakcuManua naeBHa fo3a ot 35 ml/kg 1.1/aex me ocurypu 0,28 g azor/kg
T.T/med (choTBeTcTBame Ha 1,8 g amMuHokHcenuuu/kg T.1/8eH), 4,5 g rawxosa/kg T.1/AeH,
1,33 ¢ masauan/kg T.7/AeH n obma eHeprusa ot 39 kcal’kg T.1/neH (choTBercTBAmH Ha 31
kcal/kg 1.17/1eH eHeprus OT HeOETTHUYER HPOU3XOA).

Havun u npoowadicumeniocm Ha 6b6excoane
3a HHTPABEHO3HO IPUTIOKEHUE IMpe3 IICHTPATHA BEHA.

Yernpute pasnauHl  omakoBku Ha Cmo¢pKaOusen Llentpan ©6e3 eneKTpoiuTH ca
npeAHa3HaYeHH 32 NAlHCHTH C BHCOKH, YMEPEHO HapaCHaM HJIH OCHOBHH XPaHHTECIIHH
ayxna. C ornes OCHTYpsBaHe Ha LSNIOCTHO NapeHTepalHo XxpaHeHe, KbM CmopKabusen

Lentpan 6e3 eneKTponuTH TPAOBa 2 c¢ J0OABAT MHKPOEIEMEHTH, CACKTPOJIHTH H BUTAMUHHA
ch00pa3Ho ¢ mOTPECOHOCTUTE Ha MAIUEHTA.

Ipunooicenue npu oeya
He ce npenoprpuBa ynotpebara na CmodKabusen LlenTpan 6e3 eneKTpOIUTH NMPH ACLA, BXK.
TO4Ka 4.4.

4.3 IIpoTnBONOKa3aHMA

-  CBpBX4yBCTBUTENHOCT KbM PHOCHH, fiveHH, C
KBM HAKOE OT AKTHBHHTE UIH MOMOLIHH BELIIE

-  Texxa XunepaanuaeMus |

- Texka ueproapobOHa HEJOCTATEYHOCT
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- TeXku HapyllleHus Ha KPHBOCHCHPBAHETO

-  Bpomenu HapyuieHus Ha aMHHOKHCEIHHHUS METa0OIH3BEM

- Texka 6bp0peuHa HeHOCTATHEUHOCT €3 TOCTHII 10 XeMOMUATpAIHA WIH JHATH3A

- OcTep MoK

-  HekoHTpoiupana XHneprimkeMus

- OO0mm npoTHBONMOKa3zaHMS 3a HMH(QY3MOHHA Tepamnusa: OCThp OenoapobeH OTOK,
XHIEpXHIpaTalHad H ASKOMIIEHCHpaHa ChpAeYHa HEAOCTAThYHOCT

- XeMo(arouTo3cH CHHAPOM

-  HecTtabwinu cecTOAHHS (HAIIP. TEKKH MOCTTPABMATHYHU CHCTOSHUS, HEKOMIICHCHPAH
3axapeH MabeT, OCThp MHOKapAeH HH(pApKT, MO3bYeH HHCYIT, emboimd,
MeTa00/MTHA  alUjo3a, TEXBK CEeNCcHC, XWIIOTOHHYHA  JEXHMIpaTalud o
XHUIMEPOCMOIIapHa KoMa).

4.4 Crneuna/iHH nIpeaynpexIcHN U NpeanasHd MepKH OpHa ynoTpebda

CrrocoOHOCTTa 3a OTHENAHEe Ha MA3HHHHTE € HHAMBHAYATHA 3a BCEKH OpPraHH3bM, IMOPaIH
kKoeTo TpsibBa jga OpAe mpocneAgBaHa CHopen NPaKTHMKHTE Ha CHOTBETHHA KIMHHUIMCT. [lo
IPHUHIKII TOBA C€ IIOCTHTa Ype3 MPOCHCasIBaHe HUBATA HA TPUTTIHIEpHAUTE. TAXHATA cepyMHaA
KOHLICHTpauHa He TpsOBa Aa Haasumasa 4 mmol/l nmo BpeMe Ha HHy3uATa. IIpeao3npanero
MOX€E Ja IoBele 10 CHHAPOMA Ha MPETOBAPBAaHE C MAacTH, BXK. ToUKa 4.8.

CmopKabueen LleHTpan 6e3 enexkTponutd TpsibBa Ja ce IpeamHCBa BHHMATEIHO IIPH
CBCTOSHHA Ha HApYIIEH THOMACH METab0M3bM, KOUTO MOTAT Ja BH3HWKHAT IIPH MNAI[HEHTH C
OROpeYHa HeIOCTATHEYHOCT, 3aXaped AUabeT, TaHKpeaTHT, HapyIlicHa 9epHOAPOOHa PyHKIIUA,
XUIIOTHPEOUNIBM H CEIICHUC,

To3u JekapCTBEH IPOAYKT ChABPXKA MAaCIO OT COEBH AAKH, pHOCHO Macjlo M AHYEHH
poconunuau, KOHTO Makap H pPAAKO, MOTar Ja I[peAU3BUKAT ANCPTHYHH peaKilyH.
HabmonaBanu ca KpeCTOCaHM aIeprHYHM PEaKIMH KBM COCBH U (BCTHYEHH AIKH.

C ormex m30ArBaHe Ha PHCKOBeTE OT TBBEpAE OBpP30TC BBBEXKJAHE Ha HHQY3HATA CE€
MpernopbyiBa MNpHIAraHe Ha MOPOoSBIDKUTENHAR H J00pe KOHTpomHpaHa HHQY3HA, IO
BB3MOXHOCT ¢ NNOMOIITA HAa BONTYMECTPHYHA IIOMIIA.

THi xaTto HM3MONM3BAHETO Ha KOATO A4 € IIEHTpajiHa BE€HA C€ CBBLP3Ba ¢ HNOBHIIEH PHUCK OT
uHbekuysa, TpadBa Aa ce B3eMaT CTPOTHM aCENTHYHH NpPeAna3HU MEpKH, 3a Aa ce H30erse
3aMBpCABaHE, OCOOCHO NIPH BHBEHKAHETO HA KATETHPA BHB BEHATA.

Tpadea na ce mpocaeaqaBaT HUBaTa Ha CEpYMHATA IMIOK034a, CICKTPOIATHTE U OCMOJIapUTETA,
KakTo 1 0amansca Ha TEYHOCTH, ANTKATHO-KHCETHHHOTO CHCTOAHHE H €H3UMHUTE ITpodH.

[Ipn npoABKUTENHO BBBEXKHAHE HA Ma3HMHH 3aTb/DKHTEHO C€ IpOC/eadBaT KpbBHaTa
KapTHHA H KoaryJallHOHHHS CTaTycC,

Cmo¢pKabupen LleHTpan 6e3 eIeKTPOIHTH ce MPOH3BEX/A [IOUTH H3LANIO O€3 €NEKTPOJIMTH 32
MaOHEeHTH ChC CHCHMAIHH WHIIH OrpaHMYEHH €NEKTPOIUTHH HyXau. B 3aBucHMocT ot

KIMHUYHOTO CBCTOSHHMEC Ha maiueHTa TpsaOBa ma ce o00aBiAT HATpWi, Kamud, KallHi,

Marse3uil ¥ JOMBJIHHTEIHH KOJIHYECTBa pocdat mpy YECTO NPOCIeAIBaHe Ha CEPYMHUTE HM
— PN
f,f ST m\*

IIpu nmanuenTn ¢ OBOpedHa HeTOCTATHYUHOCT, IPHEMBT & timcqsa"r Ipﬂﬁna‘é_’ﬂ \ce KOHTpONIHpa
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KomyuecTBOTO Ha OTACHHUTE CISKTPONNTH, KOMTO TpaOBa Aa Onpar nodaseHu, ce onpenens
OT KJIMHHYHOTO CHCTOSHUE Ha TallMEHTA H ¢ IOMOINITA Ha YECTO NpOCieAABaHe Ha CEPYMHHTE
HUBA.

[lapenTepanHoTo XpaHeHe TpsaOBa la ce npuiara ocoO€HO BHEMATEIHO IIPY MIIEYHA allHA03a,
HeJOCTaTh9HA JOCTABKA Ha KUCJIOPO/ B KJICTKUTE H HOBUILICH CEPYMEH OCMOJIAPUTET.

IIp BCEKH NpH3HAK WM CHMIOTOM Ha aHapHIaKTHYHA peakuua (Karo IOBHINCHA
TeMIeparypa, CTyACHM TPBIKH, OOpHB HJIM OUCIIHEA) clieiBa He3abaBHO NpeKkpaTsBaHE Ha
NH}y3UATa.

MactHoTo chabpkanue Ha Cmo¢pKabupeH llenTpan 0€3 €IeKTPOJIMTH MOXKE A OKaKE
BIHAHUE BBEPXY HAKOHM JabopaTopuu nokazaTenn (Hanp. OninnpyOHH, JAKTaTACXHAPOreHasa,
KHCIIOPOJIHA caTypalys, XEMOrioOHH), ako KpbBTa € B3€Ta Hpeld MasHHHHUTE Ja ca
NPOYUCTEHH OT KpbBOoOOpallleHHeTO B JocTaThuHa creneH. [IpM noBevero NaIlMeHTH
Ma3HHHHUTE Ce MIPOYKNCTBAT clie]] CBOOOAEH HHTEpBal OT 3-6 Jaca.

HutpaseHo3HaTa HHPY3HA Ha aMHHOKHMCEIIHHH c€ [pHApPYXapa OT IOBHINCHA €KCKpeLHA ¢
ypHHATa Ha MAKPOEIIEMEHTH U 0cOOEHO Ha Me[ M IIMHK. ToBa TpsaOBa Ja ce UMa IMpeBUl Npr
TO3UPAHETO HAa MUKPOCIIEMEHTHTE, 0CODEHO NIPH NPOABJDKUTEIIHO HHTPABECHO3HO XPaHEHE.

[Ipm nampeHTH ¢ HEAOXpaHBaHE, 3all0YBAHETO HA MApEHTEPATHO XPaHEHE MOXE Aa YCKOpH
npepaslpeeIeHHET0 Ha TeYHOCTHTE B OpraHu3Ma, KoeTo ja joBeje no OenoapobeH OTOK u
3aCTOMHA CBPACYHA HEAOCTATHYHOCT, KAKTO U HaMaliBaHE Ha CEPYMHHTE KOHUEHTPAITHH Ha
Kanus, (pocdopa, MarHesns M BOJAHOPA3TBOPHMHTC BHTAMHHH. Te€3M IIPOMEHU Morar 1a
HaCTHIAT B paMkute Ha 24 1o 48 yaca; e€To 3alo nNpHu Tasd rpyna MalHeHTH ce npenopbysa
BHUMATEJIHO W 0aBHO 3aIlloMBaHE Ha IAPEHTEPATHO XpaHEHe, 3aeAHO ¢ Npocaeassade 0TOMH30
¥ NOAXOAAIIN MAYMCHCHUS HA KOJHYECTBOTO Ha TEYHOCTHUTE, EIEKTPOIHTHTE, MUHEPAIUTE H
BHTAMHHHTE.

CMmodpKabueen lleHTpan ©Oe3 enekTpOJHTH He TpAOBa na c€ BBBEXKAA €JHOBPEMEHHO C
IpeauBaHe Ha KPBB B ChILMA HHPY3HOHEH CakK MOpajH PHCK OT NCEBJ0arNyTHHAMUSL.

[Ipu nanMenTy ¢ XHNEePriavkeMus MOXKE J1a C€ HAI0XKH IIpHiIaraHe Ha €K30T€HEH HHCYJIHH.

[Topanu cbcTaBa Ha aMHHOKHCeIMHHHS pa3tBop Ha CmodpKabmpen Ilentpan 6e3
€JIEKTPOJIMTH, MPOAYKTBT HE € IMoaxoxdin 3a ymorpeba IpH HOBOPOJCHM MM A€La OO0 2-
rogHIIHA BB3pacT. B MOMeHTa HsaMa KIHHHYeH omHuT oT ynorpebara Ha CmodpKabusen
LenTpan 6e3 enekTpo/mTy B AeTcKara B3pacT (ot 2 10 11 roguum).

[TonacTosiueM HAMA JAHHH 3a Tepanus ¢ THIHAHATA koMIIoHeHTa HA CMo(pKabusen lleHTpan
Oe3 eJIeKTPOJIHUTH 3a MOBeYe oT 14 JHH.

4.5 BzanmoaeidicTBHe ¢ JApYrH JIeKAPCTBEHM NPOAYKTH H JApyrd ¢opMH Ha
B3aHMOJeHCTBHE

Hsiakon neKapcTBEHH IPOXYKTH, KATO MHCYJIHH HANpPHMED, M
JWNa3Hara CHcTeMa Ha opranmsma. Marnmexna obaude, €
OrpaHHY€HO KIMHHUYHO 3HAYCHHE.

aXkKaTr BIHIHHE BEPXY
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XenmapuH B KIMHMYHH JO3H BOOM OO0 IPEXOAHO OTIENsSHE B KPBBOOODAINEHHETO HA
JHIONPOTCHH JHMa3a. 1oBa MOXe Oa IIpeAu3BHKa IIHPBOHAYAIHO IIOBUINCHA NJMA3MCHA
JIUTIONM3A, TOCIeBaHa OT IPEX0HO HaMAJICHHE Ha TPUITTHIIEpHAHNS KITMPBHC.

CoeBoTo Macio chabpxa ecrectseH BuTamuH K. KoHumentpamusara My B CmopKabueen
IleuTpan Oe3 enexkTpondTH o0ade € TONKOBa HHCKAa, Y€ HE C€ OYaKBa Ja TOBJIHAC
YyBCTBHTSJIHO Tpolleca Ha Koaryjanus Ipd I[alMeHTH, JIKYyBaHH C KyMapHHOBH
IIPOH3BOHH.

4.6 bpeMeHHOCT M KbpMeHe

JIuncear manuu 3a ynorpeba Ha CmodpKabusen LlenTpan 6e3 encKTpoIMTH NpH OpeMeHHH
KEHHA WIH KppMauki, He ca npoBexaaHu Npoy4YBaHHs BEPXY PENPOXYKTHBHATA TOKCHYHOCT
npH XUBOTHH. Ilo BpeMe Ha OpeMEHHOCT H KbPMEHE MOXE Ja €€ HalOXU NMAPEHTEPATHO
xpaHeHe. CMopKabusen Llentpan 6e3 enekrponuTy TpsAOBa Aa ce MPEANUCcBa HA OpeMEHHH H
KbpPMEINIH KEHH CaMO ClIe]] BHUMATENHa MPeeHKa.

4.7 EdexTH BHPXY Crioco0HoCcTTA 32 modHpane 4 padoTa ¢ MAINIHHA
Henpunoxumo.
4.8 Hexenanu JeKapCTBEHA peaKIHH
Hecmu | Hewecmu Peoxu
>1/100, <1/10 >1/1000, <1/100 >1/10000, <1/1000
Copoeyru Hapywenus Taxukapaus
Pecnupamopnu, Jncrnues
ZPLORU u
MeOUACMURANTHU
HapyuteHust
CmomauiHo-ypesHu 3aryba Ha amneTHr,
HaApYuieHuA rajcHe, NOBpbilade |
Hapywenus Ha 3aBHINICHU IIJIA3MEHH
memaboauma u HHUBa Ha
XPaHeHemo yepHOApoOHUTE
€H3UMH
Cv008u HapyuwieHUA XHUMOTOHHA,
XHIIEPTOHUA
Obwu napywernus u|Cnabo nopumenue Ha | Brpucanud, Peakiuu Ha
ehexmu Ha macmomo | TeJiecHaTa 3aMasHOCT, CBPBXYYBCTBHTEITHOCT
HA NPUROJICEHUE TEMIIEpaTypa raaBobonue (Hatp.
aHapUJIAKTUYHH HITH
aHapUMaAKTOUIHH
peaKIuy, KOKEH
oOpuB,  ypTHKapHi,
3a4¢pBABAHE,
riiaBo6onue),
yCeHlaHe 3a TOIUIM H
BBJIHH,
IHAHO34,
BB BpaTa,
KOCTHTE,
nabuHHTE
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[lpy mosBaTa Ha Te3H HeXenanu peaknue mHpysmara Ha CmodKabusen Iientpan Oes
JIEKTPONHTH TpsA6Ba Jia CC MPEKpaTH WM, ako € HEOOXOMHMO Ja MPOXBIKH NpH HaMalICHA
103a.

Cunopom na npemosapeare ¢ macmu

HapymeHara cmocoSHOCT 33 OT/SIBIHE Ha TPHIJIMIEPHIATE MOXKE Jia TOBEAC 10 pa3sBUTHE HA
,,CHHIPOMAa Ha MpeToBapBaHe ¢ MacTH , KOMTO MOXKE Ja ce ABJDKM Ha MPEAO3HPAHE. Tpabpa
na ce cleaM 3a MosABara Ha eBeHTYAIHH NpH3HAUH Ha METaDONHTHO ITPETOBapBaHe.
MpuumHata Moxke Ja OblJe TeHeTUYHA (WHIMBHMAYAIHH METaOOJHTHH pa3jH4HiA) HIH
[IOBJIMSABAHE Ha MeTaGOoIM3Ma OT HACTOSAMIM HIIH NpeiuecTBainy 3abonaBaHud. To3H CHHAPOM
MOXe JIa C€ MOABH 10 BPEME Ha TeKKa XHIEPTPUIIHUECPHASMIA, JOPH H IpH CIAa3BaHC Ha
NpenophuBaBara CKOPOCT Ha uH@y3WsA, a CHII0 ¥ BLB BpPE3KA C BHE3anHa NpoMAHa B
KIHHHYHOTO CBLCTOSHHE Ha MalMeHTa, KaTo yBpexaaHe Ha OnOpeuHara (QyHKIHS HIH
nHGeknud. CHHIpPOMBT Ha IpEeTOBApBaHe C MAacTH CE€ XapaKTEPH3Hpa C XHICPIMICMHI,
OBHIEHa TeMIepaTypa, MACTHA HMHQMITpalus, XemaToMeranus ¢ win Oe3 uKrep,
CIUTEHOMETAIMs, aHeMM#A, JIEBKONMEHHsA, TPOMOOIMTONEHH, KOaryJalHOHHHM HapymcHHA,
XEMOJIH3a H PETHKYJIOIMTO3a, aGHOPMEHH 4epHOAPOOHH eH3MMH H KoMa. OOHKHOBEHO
CHMIITOMHTE [PETHPIABAT OOpAaTHO pasBUTHE CNEA NpEKpaTsBaHe Ha HHQY3HATAa Ha
AUITMAHATA EMYJICHA.

IIpexomeprna ungy3ui Ha AMUHOKUCEAUHU

KakTo U OCTAHAJIMTE AMHHOKHCEIHMHHHM pasTBOpH, aMHHOKHCEIHHHOTO CBhABPKAHWUC HA
CmopKabusen Ilenrpan 6e3 eneKTPOIMTH MOXKe Ja NPHYHHH HEXENAHH DPEAKIHH IIPH
HAJBHIIABAHE Ha NPENOPHYBAHATA CKOpPOCT Ha HHQy3Hd. Te3H peakuuu ca TraZeHe,
NMOBpbBillaHe, BTPHCAHE W H3noTABaHe. MHQy3msaTa HA aMHHOKHCENMHH MOXE Aa NOBEIC IO
TOBHIUABAHE Ha TeJecHATa TeMneparypa. IIpu yppexnane Ha 6s0peuHaTa QpyHKiHA, MOTaT Ja
ce TIOABAT 3aBHMINCHH HHBA Ha a30T-ChABPKAMY MeTaGoMUTH (HaNp. KPEaTHHUH, ypes).

IIpexomepna unghyzua Ha 2nw0Ko3a
AKO cC€ MNpeBHIIH TJIOKO30TOJCPAHCHHA KanalldTeT Ha mNalHeHTa, e CE PpasBHC
XUIIEPrITHKEMHASL.

4.9 IIpenoznpane

Bx. touka 4.8 ,CMHApDOM Ha ©DpeToBapBaHe ¢ MacTH”, ,IlpekomepHa HHQY3HsI Ha
aMHHOKUCceHHR™ 1 , JIpekoMepHa HHPY3HUA Ha MTHOK03a™ .

[Tpu mosABa Ha CMMITOMH Ha IpeAO3HpaHe HAa Ma3HUHUTE I aMHHOKHCEITHHATE, CKOPOCTTA
Ha undy3uaTa TpaOBa Ja ce HAMANH HIH HHQY3HMATA H3LAIO Ja C€ IPEKPaTH. Hsama
cnemuduyer aHTHAOT OpH npenosmpae. CHEIMHMTE MepKH TpsOBa Ja BKIIOYBAT
MOJUTHPKAIIM MEPONPHATHA OT OOIN XapakTep, Karo ce oObpHE CNEHAIHO BHHMAHHE Ha
MXaTelHaTa H CHPACYHO-ChAOBaTa cHcTeMH. OT M3KIIOYMTENIHO 3HAYCHHE € BHAMATCIHOTO
KOHTpOJMpaHe Ha OHOXHMHYHHTE MOKAa3aTeJM W MPAaBHIHOTO TPCTHPAHS HA cnelnpUIHNTE
OTKJIOHCHHAL.

[Ipn nosipa Ha XMIEPTIMKEMHS CHCTOSHHMETO TpabBa Ja ce NeKyBa CHOpeN KIHHHYHATA

CHTyalMsa, HIH 4Ype3 MNOAXOAMAIIO BBBEXKIAHC HA HHcymg;;;s-ijf AT ~BQECHACTPOHBAHE Ha
CKOpOCTTa Ha MH(pY3MATA. // N Y

:w..:‘b :*':. 1114.1
OcBen TOBa, NIPEAO3UPAHETO MOXKE Ja AOBEAC OO0 00 g}f Iipe’mBapBaHéE, EKTPOMUTEH
nucbanase U XUNEPOCMOJIATHTET. R T
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IIpn HSAKOHM pelKH M TEXKH CHhCTOSHHUA MOXE Aa ce OOMHCIH NpHIaraHe Ha XeMOIHAJIH3a,
XeMOQHUITpaUs HIH XEMOIAAPUITPAIIHA.

5. PAPMAKOJIOTHYHH CBOUCTBA

S.1 dapMakoJHHAMHYHHI CBONCTBA

dapMakorepaneBTHYHA rpyna; PaiTBOpH 3a napeHTEpAIHO XpaHEHE.
ATC xox: BOSBAIO

Junuona emyncus

JIunupnata emyncus Ha CModKabusen Ilenrpan 6e3 enekTposuT ce ¢bCToH 0T CMOodmamm
M IpHTEXaBa rojeMHHA Ha YacTHIUTE M OHOJIOTMYHHM CBOMCTBA, CXOJHH € TE3H HAa
EHJOTcHHUTE XWIoMUKpoHH. ChcraBkure Ha CMOQuIHIHA: Macoo OT COEBH SOKH,
CPEIHOBEPHXHE TPUITHIECPAAN, MAacIHHOBO MACIO H PHOEHO MAaclO, OCBEH CHEPTHHHO
ChIBpPXKAHHE MPUTEKABAT H COOCTBEHH (hapMaKOIHHAMHYIHH CBOHCTRA.

CoeBOTO MAaciIo € ¢ BHCOKO CBABpKAHHE HAa €CeHIHATHHW MACTHU KHcenuHH. Omera-6
MacTHAaTa KHCeJIHHA, THHOIEHOBa KUCEIHHEA € ¢ HalH-BHCOK 1poneHT (npudi. 55-60%). Anda-
JTMHOJICHOBATa KUCENMHA, OMETa-3 MacTHa KHCEJIMHA, IpeAcTaB/Ba 0KoIo 8%. Tasu gact oT
IPOAYKTa OCHIypsABa HeOOX0AUMOTO KOJIMYECTBO OT €CCHIHAIHH MAaCTHH KHCCIIHHH.

CpeHOBEPHIKHHTE MACTHH KHCEJIWHU OBpP30 ce OKMCIABAT U OCHTypsBaT Ha OpraHH3Ma
H3TOYHHUK HA JIECHOAOCTHIIHA EHEPTHUAL.

MacIHHOBOTO Macj0 OCHIypsABa eHeprua mnmoja ¢opmMara Ha MOHOHCHAaCMTCHM MAaCTHH
KHCEJIMHU, KOHTO ca M0-ciad0 NoJaTndBM Ha MEPOKCHAAIHA, OTKOJIKOTO CBOTBETHOTO
KOJIMYECTBO NMOJTHHCHACHTCHH MACTHY KUCEIMHH.

PuGenoTo Macno ce xapakTepusupa ¢ BUCOKO CBABPKAHMEC HA €HKO3all€HTA¢HOBA KUCCIIHHA
(EIIK) u moxozaxekcaeHoBa xucendHa ([IXK)., IXK ¢ BaxkeH CTPYKTYpPEH KOMIIOHCHT Ha
KieTbunuTe MemOpanu, aokxaro EIIK ce saBsBa npeamecTBEeHUK Ha €HKO3AHOMAMTE, KAaTO
NPOCTArIAHANHH, TPOMOOKCAHH U JIEBKOTPHECHH.

Amunorxucenunu
AMHPHOKHUCEIIHHUTE, CHCTABKH Ha OelIThbKa B OOHKHOBEHATAa XpaHa Ce H3IIOJ3BAaT 3a CHHTE3 Ha

6eNTHLH B THKAHUTE M BCAKO H3IMINECTBO CE€ HAco4Ba KBbM OIpescNeH OpoH MeTaDONMTHH
nbTHING. [IpoyuBaHHATa JOKA3BAT TEPMOreHHH €DEeKT Ha AMHHOKHCETHHHATA HHPY3HsL.

I moxosa
['moxo3ara He OH cnefBalo jAa MMa ¢apMakKOAHHAMHYHO JEHMCTBHC OCBCH INpHHOCA 3a

NOOAbPKAHE WIH BE3CTAaHOBABAHC HA HOPMATHHA XPAHHUTCIICH CTaTyC.

3.2 OapMaKOKHHeTHYHH CBOHCTBA

Jlunuona emyncus

Otpenunte TpUrIuuepuId B cnctasa Ha CModhnmmua IIpPI‘I:ﬁﬂ(aBaT PA3NWYIHA CKOPOCT Ha

¢THMHHHpaHe, HO Cuocbmnm KaTo CMec Ce eTHMHHHMpa/IKC *61;p30 O {TRAr OBEPHIKHUTE
CKa\\ CKOpOCT HA

CIIAMAHHApPAaHE (B HM3BECTCH CMHCHJ IO-HHCKA OT Tasy ﬁa LCT} a CR BEPHIXHUTE
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rpurniiepuau (MCT) — ¢ mali-ronama. Pubenoro Macno, cmeceno ¢ LCT, uMa ceuara
CKOPOCT Ha eNUMKHApane Kato camoctoarentnte LCT.

Amunoxucenunu

OcHoBHUTE (PapMaKOKUHETHYHH CBOACTBA HA BJIHBAHHTC AMHHOKHCEIHHM Ca ITPHHIUITHO
CHIMTE KaTO Te3W Ha NMpHeMaHuTe ¢ oOHualiHaTa xpaHa. Bece mak o6aue, aMHHOKHCETMHHTE
Ha OUETUYHUTE OCNTHLM Haii-HampeJ MUHABAT mpe3 MOPTAJIHATA BEHA, €1Ba ClcH TOBA Ipes3
CHCTEMHOTO KpBbBOOOpaleHue, HOKaTO HHTPABECHO3HO HHGY3HPAHHUTE aMHHOKHCEIIHHH
oMafaT HanmpaBo B CHCTEMHOTO KphBOOOpaIlieHHE.

I'moxo3a
OapMAKOKHHETHYHHTE CBOMCTBA Ha MH(Yy3HpaHaTa IMIOKO3a ¢a Ha NPaKTHKA CHIHTE KaTO
Te3H Ha MpucMaHaTta ¢ oOHvaiiHara xpaHa.

5.3 HpeakauanIHu JanHu 3a 6e3onacHoCT

He ca npaBeHH IpoyvBaHUA HA NpelKIMHAYHATA §e30I1acHOCT HA CmodKabusen Llenrpan be3
eNEeKTPOIuTH. Bee nak obave HeknMHUYHATE AanHM 32 CMOQUIHIIEE, KakTO H 3a pa3TBOpUTE
Ha aMWHOKHMCEIIMHM M TJIIOKO3a ¢ pa3HuHa KOHICHTpalUd, He IOKa3BaT 0CoOEH PHCK 3a
Xopata Ha 0azaTa HA KOHBCHHMOHAIHUTE (apMaKOJIOTrHYHHA W3NUTBAHHA 3a Oe30IIaCHOCT,
TOKCHYIHOCT IPH MHOTOKPATHO MPHIATaHe W reHoTOKCHYHOCT. ITpn 3aiinu He ce HaOmo1aBaT
TEPaTOTCHHA €(eKTH WIH JApyrd CEMOPHOTOKCHYHHU BB3ACHCTBHA IPH €KCIO3HIHUA Ha
AMHHOKHCENIMHHH Pa3TBOPH H HE CJ€jBa Aa C¢ OYaKBaT MpH NPHIAaraHe Ha €MYJICHH OT
MasHHHH, KOraTto c€ JaBaT KaTo 3aMECTHTC/IHA TEpPallMd B IMPEIOPHYBAHUTE O3,
[logxpasBaii npoayKTH (pa3TBOPH Ha AMUHOKHCE/IMHH, EMYJICMH Ha Ma3HHHHM M HaTPHCB
rnunepodocdar), H3NOIA3BAHH 33 3aMECTUTETHA Tepalus BB (PH3HOTOTHYHH HUBA HE ClIc/Ba
Ja TIPOSABAT €MOPHOTOKCHYHOCT, TEPAaTOr€HHOCT HJIM Ja IOBAMABAT DPEIPOAYKTHBHATA
CIIOCOOHOCT UITH (DePTHANTETA.

IIpu npodu BBpXy MOPCKH cBHHYETa (Mpoda 3a MaKCHMH3AIMA) eMYJICHITAa ¢ pHOCHO MAacio
[I0Ka3Ba YMEpEHa JAcpMaiHa CeHcUTH3anuA. CHCTEMHHTE AHTHUTCHHH TCECTOBE HE JaBar
WHIMKAIMH 32 aHa(UIaKTHYCH MOTeHIHA HAa pUOHOTO Maco.

[Ipu mpoyuBaHe Ha JOKaJHATa ToJepaHTHOCT kpM CModumnup mpH 3ailid ce Habmonasa
NEKO, NPEXOAHO BhHINANCHHC NPH MHTPAAPTCPHANHO, IAPABEHO3IHO HIM TIOJKOXHO
BEBeXxJaHe. Cien HMHTPaMYCKYJIHOTO NpHIAraHe NPH HAKOH JXHMBOTHH ca HabloJapaHU
yMEpeHO, IPEXOAHO Bh3MaJICHAe H ThPKaHHA HEKPO3a.

1 (PAPMANEBTHYHH JAHHH
6.1 CHHucBbK HA MOMOIIHHTE BellleCTRA
['manepon

[Ipeuncreny gitueHn POCHOTUITHIN

a-ToKo(pepo paremar

Hatpuer xuapoxeuy (pH-Oydep)

Hartpueg oneat

JNlenena ounerHa kucenuHa (pH-6ydep) |
Xnoposoaopoana kuceanna (pH-Oygep) L T
Bona 3a nrxekuuu
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6.2 HecnLBMecTHMOCTH

CMmodKabupen LlenTpan 0e3 elleKTPOJIHTH MOXe Jla C€ CMECBa €JUHCTBEHO C JIEKAPCTBEHH
MPOAYKTH ¢ AOKa3aHa ChBMECTHMOCT.

6.3 Cpok Ha rogHOCT

Cpok Ha 200HOCM HA KEKAPCMBEHUS RPOOYKM 8 MBbP20ECKAMA ONAKOBKA
Z TOIWHHN.

Cpox Ha zoOHOCm cied cmecaane

XuMuyHaTa U QU3MuHa cTabMITHOCT NpH yIoTpeOa Ha CMECCHUS TPHKaMEpeH cak € JoKa3aHa
3a 36 yaca npu 25°C. Ot MEKpoOHONOTHYHA IIeJHA TOYKA NPOXYKTHT TpaOBa Ja ce U3M0JI3Ba
BeaHara. AKO HE ¢e¢ H3MOJ3Ba BEAHAra, CpPOKOBETE H YCHOBHMATA HA CBHXpaHEHHE INpead
ynotpeda ca OTTOBOPHOCT HA MIPWIAraliys MpoAyKTa B 0OMKHOBEHO HE HAAXBHPIAT 24 daca
mpu 2-8°C.

Cpox Ha 200HOCM cred cMmecgare ¢ 0obasxume

Ot MUKpOOHONOTHYHA TIJIe/HA TOYKa, IPOAYKTHT TpsbBa Ja c€ H3MNONI3BA BeJHAra Clel
n00aBAHETO Ha BellecTBaTa. AKO HE C€ H3ION3Ba BegHAra, CPpOKOBETE H YCIIOBHATA HA
CBXpaHEHHE Npeay ynotpeda ca OTTOBOPHOCT HA NpuUaaramud NpoaykKra ¥ 0OUKHOBEHO He
HaaXBBpIAT 24 daca npu 2-8°C.

6.4 CnenHatHH yCJI0BHS HA ChbXpaHcHHE

Ha ce cbxpaHsBa npu Temneparypa nox 25°C. Jla He ce 3ampassBa. Jla ce CbXpaHsaBa BHB
BBHIITHATA OIIAKOBKA Ha CAKa.

Cpox Ha 2o00HOCM cnied cmecsane: BXK. ToUKa 6.3.
Cpox na zoonocm cneo emecgane ¢ dobaskume: BX. Todka 6.3.

6.5 JlanHH 3a ONaKkoBKAaTAa

OnaxoBkara c€ CECTOM OT MHOTOKAMEPEH BBTPEIICH CaK U BHHINHA ONAKOBKA. BETpEIIHHAT
cak € pasfie/ieH Ha TPH KaMEpH ¢ ITOMOINTA Ha OTJIENBAINM ce nevYaTH. Mexay BETpeITHHS
CaK M BBHIODHaTa oOBHBKA mMa abcopOep Ha KuUCHOpoA. BETpPEIIHUAT cak € u3paboTeH OT
MarepHaia Excel, Tpucnoen nmoymmepern ¢umM. BBETpEIMHUAT CI0H ¢¢ CHCTOM OT IOJH
(nponuneH/eTNNEH) KOMOJUMEP H  CTHpeH/eTHISH/OYTHIEH/CTHPEH TEPMOILIACTHYCH
enactomep (SEBS). Mexuuaauar cmoii ce cherod or SEBS, a BBHIIHHAT — OT
xononuecrep-erep. Mudysnonnmar mopran ¢ cHabaeH ¢ noaHoNehHHOBA 3amyInalKa.
CMECHTETHMAT T1OpTa]l € CcHabJeH CBC CHHTETHYHA MOJHH30NPEHOBa (HECHABpPKANA

KaydyK) Tamna.

Buooge onaxoexu:

I x 986 ml, 4 x 986 ml

1 x1477 ml, 4 x 1477 ml
1x1970ml, 2 x 1970 ml
1 x2463 ml, 2 x 2463 ml

He Bcu4kd BHAOBE ONIaxOBKH Morar Aa Obaar IIyCHATH B Ipg,

f__‘.:;.»f‘df ’._-_-.:;_ !,L_ N I ’ '..' 11 o
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6.6 CnenmajHy npeanas’Hy MEPKH NPH H3XBBPIASHE, v b "%z 8y
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Jla He ce H3NOJ3BA IIPpH IIOBPEACHAa ONakoBKa. L3nmoJi3BaHTe €IHHCTBEHO, aKo
AMUHOKUCEMHHNAAT M ITIOKO3HHKAT pa3TBop ca 6uctph, Ge3useTHH 10 ONERO XBJITH Ha IBAT,
a JHMIAJAHATA eMyJicHd € Osla ¥ xomoreHHa. [Ipeam ymorpe6a M npeau NpuOaBAHETO HA
IOITEJIHUTENIHH BelllecTBa IMpe3 CMECHTEIHNAA MopTal, TpsiOBa na CMECUTE ChIBPXKAHHCTO Ha
TPHUTE OTACITHU KaMEPH Ha caka.

Cnen oTHSNAHETO Ha OTJIENBAIMTE € NEYaTH, CaKbT TpAOBa Aa ce 00BbpHE HAKOIKO IIBTH C
OrJiell OCHI'ypsBaHEe XOMOTE€HHOCTTA Ha cMecTa 0e3 IPH3HALM Ha OTAC/IIHE Ha asuTe.

Cwvemecmumocm

‘KeM CmodpKabuser IlenTpan 6e3 eneKkTpoludTH Morar Ja c¢e Jao0aBaT €AHHCTBEHO
JIEKapCTBEHM HMIH  XPaHUTENHM  DPAasTBOPH €  JOKYMEHTHpaHa  CBBMECTHMOCT.
CBEMeCTUMOCTTA Ha OTAENHHTE A0OaBKH M BpPEMETO HAa CHXPAaHEHHE Ha Pa3IMYHHTE
NIPHMECH tie OBaAT NpeAOCTABEHH IIPH IIOHMCKBAHE.

JoGapsHeTo Ha BelllecTBa TpsAOBa Jla ¢€ M3BLPIIEA ACCHITHYHO

Camo 3a egfHOKpaTHa ynorpeba. Henznonseanara 4acT OT pa3TBopa [a C€ M3XBHPIIH.

7. INPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

®pesernyc Kabu briarapus EOO]]

yi. An. XKeunos 1, et. 6, am. 37
1113 Codus
brarapus

8. HOMEP HA PA3PEHIEHHUETO 3A YIIOTPEBA / PETHCTPAIIHOHEH
HOMEP

9. NMATA HA IIBPBO PA3PEIIABAHE / [IIOJHOBSBAHE HA
PASPEHIEHHUETO 3A YIIOTPEDBA

10. JTATAHA AKTYAJIMBUPAHE HA TEKCTA
FOmu 2008
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