KparTka xapaKTepHCTHKa HA POAYKTA

1. BMe ua JieKapcTBEHHS NPOAYKT

OliClinomel N6-900 E
OauKausomen N6-900 E

2. KauecTBeH ¥ KOAHYECTBEH CHCTAB
To3u neKapcTBEH HPONYKT € NpeAcTaBeH Nox dopmara Ha cak ¢ TPH OTAeneHHs. Mma
qeTHPH (OPMH, KOWTO CBIBPIKAT CHENHUTE 00eMHU:

ety

MUHUCTEPCTBO HA 3APABEONA3BAHETO

TIpHACKEHYE Kbt

paspoutenue sa ynorpedade (o8 Adi 03, 02,03

664 [, 01.05

N a4

Orpeiienne 1000 ml 1500 ml 2000 ml 2500 ml
Lipid emulsion 200 ml 300 ml 400 mi 500 ml
Amino acid solution 400 ml 600 ml 800 ml 1000 ml
Glucose solution 400 ml 600 mli 800 ml 1000 ml

Cserap Ba cax 1000 ml:

Orpenenne ¢ | Otoenenue ¢ OrnenerHe ¢ FIKO3€eH
JlexapcTeens BemecTsa | JHNOHIHA AMMHOKHCEHHEH pasrsop 30% +
emyncis 20% | pasrsop 8.5% + Kannues xaopun
EnexrpoantH
200 ml) {400 m}) 400 m))
Refined olive oil +
refined soya oil* 40,0 g
Alanine 704 ¢
Arginine 391g
Glycine 350g
Histidine 1,63 ¢
Isoleucine 2,048
Leucine 2,48 ¢
Lysine 1,97 ¢
(as lysine hydrochloride) (2,46 )
Methionine 1,36 g
Phenylalanine 1,90 g
Proline 23lg
Serine 1,70 g
Threonine 1,43 g
Tryptophan 0,61 g
Tyrosine 0,l4g
Valine 1,97 g
Sodium Acetate, 3H;0 245¢
Sodium 2,l4g
glycerophosphate, 5SHO
Potassium chloride 1,79 ¢
Magnesium chloride, 0,45 ¢
6H,0




Anhydrous glucose
(as glucose monohydrate)

120,00 g
(132,00 g)

Calcium chloride, 2H,0O

030 g

* CMeC OT NPEYHCTEHO MACIHHOBO Maclo (NpHONH3HTENHO 80%) H NpedrCcTeHO COEBO
Macio (mpuGausuTenso 20%)

3a NOMOUIEHTE BEIECTBA BHXKTE Touka 0.1,

Crep cMecBaHe HAa TPHTE OTACIEHNS, KPaifHATA cMec HA BesKa (OpMAa OCHTYpsiBa

CJIENHOTO:
3a cak 1000 ml 1500 ml 2000 ml 2500 ml
Nitrogen (g) 5,6 8,4 11,2 14,0
Amino acids(g 34 51 68 85
O6wio xanopuu (kcal) 1015 1525 2030 2540
Kaopuu ot 880 1320 1760 2200
amuroxucenuuu (keal)

Kanopiu ot rioko3a 480 720 960 1200
(kcal)

Kamopuu o1 mumuan 400 600 800 1000
(kcal)

OTHOMIEHHE KATOPHH OT 157 157 157 157
AMHHOKHCEIIHEH /a30T

(kcal/g N)

Sodium (mmol) 32 48 64 80
Potassium (mmol) 24 36 48 60
Magnesium (mmol) 2,2 3,3 4.4 5,5
Calcium (mmol) 2 3 4 S
Phosphate (mmol)** 10 15 20 25
Acetate (mmol) 53 79 106 132
Chloride (mmol) 46 69 92 115
pH 6 6 6 6
OcmonapureT (mOsm/1) 1160 1160 1160 1160

** Brmoyenure GocdaTh ce OCHIYPABAT OT NHIHIAHATA EMYJICH

3. JlexapcTBena dopma

Cnej; cMecpaHe Ha TPUTE OTACNCHUA! €MYJICHH 3a HH!i]y3IIH, CHIBRALA CJIEKTPOANTH.

BoHIeH BN IIpefd CMECBAHE!

o JIMNIHHATE EMYIICHA € XOMOTEHHA TCUHOCT C MIIEKOHO,EOGBH BHJA.




o AMWHOKHCEIHHHHAT ¥ [IOKO3€H pa3TBOpH ca OUCTPH K Ge3NBeTHH HIH ¢ GNeN0 KBIT
HBST.

BrHImeH BHJI clien CMECBaHE!
XomMorenHna TEYHOCT ¢ MIIEKONTONO0CH BHI.

4. KIMHAYHA JAHHA

4.1 TepanepTHYHH NOKA3AHNA
[TapenTtepango xpaHeHe MPH BL3PACTHH M AElA Haj 2 TOOMHM, KOTaTO MEPOpaNHO HIIH

CHTEPANHO XpaHeHe HE € BB3MOXKHO, HE € JOCTaTh4HO HITH € IIPOTHBOIIOKA3AHO.

4.2 HozupoBKa H HAYHH HA IPHIOKEHe
4.2.1. To3npoBKa H HAYHH HA HPHIOKEHHE
Jo3upoBKaTa 1ie 3aBHCH 0T META0ONHTHHTE HYXIH, CHEPrHHHUI Pa3Xol H KITHHAYHOTO

CBCTOAHHE Ha MarHeHTa.
HpI/IJIOH{BHI/ICTO MOXE Ja [pOOBRIKH KOIKOTO € H806X0,I(PIMO, B 3aBHCHMOCT OT

KIHHHYHOTO ChCTOAHHE Ha [IallHenTa.

Br3pacTrau

Hyocdu
Hyxnute oT asor ca cpeguo 0.16 mo 0,35 g /kg/muepno (npubnusutento 1 5o 2 g aMuHO

xucenunn/kg/HEBHO).
Enxepruiinute Hy)XOH BapHpal B 3aBUCHMOCT OT XPAHHMTENHHS CTAaTyC Ha NAIHCHTa M

creneHTa Ha pasrpaxaaue. CpeaHo Te ca ot 25 fo 40 keal/kg/nuesno

Marcuwmanna onegra 6o3a
Maxcumangara muessa jgoza € 40 ml/kg rterecno Ternmo (exBuBanmeHTHO Ha 1,36 g

aMuHOXHCcenuHH, 4,8 g rmokoza u 1,6 g munuay 3a kg), Hanp. 2800 ml emyncmf 3a
HH(Y3H [IpH manuenTs ¢ rerno 70 kg.

IIpu pena map 2-rogumma Bh3pacr

Hyvoicou
Cpenno Hyxaute oT azot ¢a 0,35 go 0,45 g /kg/anenno (nprbnu3uTenHo 2 1o 3 g aMHHO

xucennHu/kg/mHeBHO).
EneprHiiHUTe HyXIM BapipaT B 3aBHCHMOCT OT Bb3pacTTa, XPaHWTENHHS CTaTyC H

cremenTa Ha pasrpaxzase. Cpenro Te ca mexay 60 i 110 kcal/kg/nuesno.

Hozuposxa

JlosuporkaTa ce OCHOBaBa Ha IIpHEMa Ha TEYHOCTH U JHEBHATE HYXIH OT a30T.
Josute Tpabea ma 6baaT cpOOpaseHy ¢ XUAPATAITHOHHILL CTATYC Ha JETETO.

Maxcumanug Onesna 0o3a
MaxcumanuaTa muEeBHa fgo3a e 75 ml/kg rtenecHo Terno (eKBHBANEHTHO Ha 2,55 g

aMHUHOKHCEAHHH, 9 g TMI0K03a K 3 g UMAK 32 kg TelnecHo Tero.

8]



KaTo OCHOBHO TPABWJIO [a He Ce NMPEBHINABaT JO3H OT 3 g/kg/MHEeBHO aMUHOKHCEITHHEHN
wum 17 g/kg/nuesHo TMoko3a u/mM 3 g/kg/HHEBHO IMIMIH, OCBEH B CHEIMANHH

chygay.
4.2.2. Hauun Ha NPHIIOXKEHe

YPE3 MHTPABEHO3HO ITPUJIOXEHME IIPE3 HEHTPAJIEH BEHO3EH CBJ.

3a yxasaHus 3a IPUIOTBIHE B paGoTa ¢ eMyNCHt 32 HH(Y3HA BIDKTE TOUKA 6.6.
[Ipenoppusarara IPOSBIKHTENHOCT Ha TAPEHTEPAITHO XPAHEHE Ype3 HH(Y3HS & MEXIY
12 u 24 gaca.

CkopocTra Ha NpHIloKeHHe Tpadsa na Gene chobpaseHa ¢ Jjozara, KOATO TpadBa xa ce
TIPHNOKH, XapakTepUCTHKWTE Ha KpajiHara CMec, KOATO Tpsabsa Za ce HHQYy3upa,
JHEBHATA F032 M IPOABIDKATENHOCTTA Ha HHPy3naTa (BHKTE TouKa 4.4).

OBHKHOBEHO CKOpOCTTa Ha NpHIoieHue Tpadsa na OBJe HOBHIIABaHA NOCTEICHHO 1O

BpeME Ha IIBPBUA Hac OT HH(I)YSH&T&.

Marxcumanua cxopocm_Ha uHQysus
OCHOBHO TpaBUJIO € Ja He ce npepymasa 2 mi/kg/yac or emyncus 3a uadysus, T.e. 0,07

g amusoxucenvny, 0,24 g rmoxosza 1 0,08 g manuaan/kg TeIecHo Terio 3a Yac.

HonbauuTe iy NeKapCTBEHH NPOAYKTH
To3H MpOIYKT CHABPKA ENEKTPONMTH, HO HE CHABPIKA BUTAMUMHY MM MUKDOSHEMEHTH.

KoM OliClinomel N6-900 E morar ma ce no0apsT €NEeKTPOSHTH, MHKPOSIEMEHTH HIH
BUTAMMHM, KOTaTo & Heobxomumo (BrkTe T0uKa 4.4 i 6.6).

Enexmponumu
Axo ce moGaBAT JOIBIHHTENHO ENEKTPONETH [OBEYC M HAI Te3W KOIUYEeCTBZ, KOUTO

peue ce chmspiar B OliClinomel N6-900 E, B muxo#f cnmyvaii He Tpabpa ja ce
ApeBHINABAT CIEIHNTE KOHIEHTPAIlMA 32 TUTEP KpaiHa cMec (BIDKTE CBIIO TOuKa 4.4).

- marpuii: 150 mmol/]

- kautgi: 150 mmol/l

- Margesnit: 5,60 mmol/l

- xammuii: 5 mmol/l

Muxpoenemermy 1 GUMAMUHY
CpInecTBYBAaT paslHYHM paspemeny (opMH 32 BB3PaCTHH, KOMTO MOraT @ opgar

IIpHJIarasy.
3a Jlena ce U3MCKBAT paspeliety NeuaTpPuIHN QOPMH.

4.3 TIpoTuponoxasanus
Yrorpebara ra OliClinomel N6-900 E e IpoTHBONOKA3aHa NPH CIEAHUTE CHCTOAHHA:

o Hemomocenn, HOBOPO/JCHHE M jlera HoJ 2-TOMHINHA BB3pacT, Thil KaTo OTHOIICHHETO
KaTOpUR/a30T ¥ eHepruiiHaTa JocTaBKa He ca NOXONAIIH.



e H3BecTHa CBpPBXYYBCTBHTCIHOCT KbM siigHYy WK COEBH HPOTCHHHE MIIH KbM HAKOA OT

IOPYTHTE CHCTaBKH.
o Texxka GLOpeuna HENOCTATHYHOCT 6€3 BBIMOKHOCT 32 XeMO(QHATPAIHS WK HATIH34.

o Texxxa uepHOAPOOHA HEAOCTATHUHOCT. '

e Bpoznieny HapyIIeHHI HA aMHHOKHMCENMHHNA METa0ONU3BM.

o TexKy HapylleHHs Ha KPbBOCHLCHPBAHETO.

» Texka XUnepaHITHICMAL.

» XuneprimkeMus, KOATO ce Hyxnae ot noseye oT 6 U urcymin/h.

e Biicoxa M DATONOrHYHA Ia3MeHa KOHLEHTpalus Ha HAKOH 0T eNeKTPOJHTHTE,

CBIBPIKEMIN CC B OpOoAyKTA.

OCHOBHATE IPHHLETHE IIPOTHBOMOKA3AHMA 3a IIPHIOKEHHE Ha HHTP2aBEHO3HA HHY3HA,
KOHTO BaYXaT H B TO3W CIIy4ail ca KaKTo cleasa:
- OcTtep OGemoppoGeH OTOK, XHIIEpXUApaTailds, [SKOMIICHCHpaHa CBpACYHa
HEOCTATHYHOCT ¥ XATOTOHNYHA JEeXHApaTalHs.
- Hecrabumsu ChCTOSHHS (HAOp. CHel TEXKH IIOCT-TpaBMAaTHYHH CBCTOSHHA,
JeKOMIIEHCHpaH 3axapeH AuabeT, ocTpa (asa Ha LUPKYNaToOpeH INOK, OCTHP
MHOKApIEH HHOApKT, TeXKa MeTabojuTHa auuio3a, TEKBK CEHCHC H

XHIIepoCcMONapHa KoMa).

4.4 CrenHasing IpegNa3sHa MEPKH M CIENHATHH NpelynperIesus npy ynorpebda
4.4.1. CoenyaiaHs NpeAnasHu MepPKU )

Ila Be ce mpunara npe3 nepHQepeH BEHO3eH IET.

BoOHO-eNEKTPOTUTHITE HAPYIICHWS M MeraboNHTHHTE Hapyluenus Tpsbsa fa Opxar
KOPUTYPaHH IPENH HAYAJ0TO Ha MHY3HSITa.

Tsit KaTo TO3H NPOYKT HE CHABPIKA BHTaMHHH WM MHKDOENEMEHTH, Te3H L00aBKH
TpsabBa ma GBHar ONpEJeNeHH M BKIIOYEHH B 3aBHCHMOCT OT HYXIHTE. Koraro ce
f00aBaT MOIBITHHMTENHH JIEKADCTBEHH IIPONYKTH OCMONAPUTETLT HA KpaHHata CMEC
TpsOBa fa Gbie ONpenencH Ipeiy MPHIOKCHHE.

OliClinomel N6-900 E TpaGBa xa ce HpHiara BHUMATENHO IPH NAHCHTH ¢ NOBHIICH
OCMOJApHTET, HANOBOPEYHa HENOCTATEYHOCT, ChpIEYHa HENOCTATHYHOCT MIIH HapylueHa
fenonpobHa GyHKIHA.

Tps6Ba 1a ce cmasBaT CTPOrO aCENTHYHHMTE YCAOBHA, KOTAIO ¢ BBBEXIA LEHTpaicH
BEHOZCH KaTETHP, KAKTO M 110 BpeMe Ha Iiiiata uudysud.

Heobxomumo € crenndUyHO KIHHHIHO MOHHTOPHpaHe B HAYaloTO Ha HHIPaBEHO3HATA

HHOY3HL.
QOGuKHOBEHO CKOpoCcTTa Ha mH(y3usaTa TpsbBa Ha ce IOBHUINABA IOCTENEHHO HpE3

IIBPBHS Yac.
TO3¥ [POAYKT CHABPIKA COEBO MAC/IO0, KOETO PAAKO MOXKE Ja IPHYHHE TEXKH PeaKluy

Ha CBPBXTYBCTBUTENHOCT.
VndysusTa Tpabpa fa ce IPEKpaTH BEeAHAra, ako Ce NOABAT HeoOHualHH Oere3y UIH

CHMAOTOMHE Ha ajleprudHa peakuus (KaTo MOBHIUEHA TeMIlepaTypa, BTPHCAHE, KOXHH
OGpYBH UM 3aTPY/AHCHHI B AHIIAHETO).



4.4.2. CriensalIH| ApeqyNpPeKEeHns

Jla ce M3I0f3Ba CaMO, aKO CaKbT HE € YBPEZEH, aKo BpeMeHHKTB Iperpagy ¢a HHTaKTHY
(T.e. HAMa CMecBaHe Ha CBHABPXKAHHETO OT TPUTE OTAENEHHA) M aKO pPasTBOPUTE Ha
AMMHOKMCEIHHHATE H TTIOKO3HUSA pasTBop ca GucTpy.

Cnen cMecBaHe ChAbpkaHuero Tpadsa ma ObAc H3NOA3BAHO BEAHAra U He ¢
NpeNopBYHTENHO 1a Ce ChXPaHsiBa 32 IIocneasala HHy3Hd.

Tpabpa ma ce MOHWTODHPAT BOXHMA M €lEKTPOIMTEH OamaHc, CEPYMHHA OCMOJApHTET,
ANKATHO-KHCENHHHNS 0anaHc, KpbBHATa 3axap H 4epHOAPOOHHTE (YHKIHOHAIHH
TECTOBE 110 BpeMe Ha JICYEHHETO.

KOHICHTPALWNHTE HA CEPYMHWTEC TPHIIHMLEPUAM M CHOCOOHOCTTA HA OpraHuiMa na
pasrpaxia JMIuAK Tpadsa na 6b1aT IpoBepsBaHy PELOBHO.

KOHIEHTpaIHHTe Ha CEPYMHHTE TPUIMHUEPHIN He Tpa6pa a [PEBHIIABaT 3 mmol/l o
BpeMe Ha uu(ysus. Tesu KouuenTpanuu He Tpapa fa OBAAT ONpENENEHH MNPEAU
H3THYAHE Ha MEHEMYM 3 —4aca OT HENpeKbCcHATaTa HHQY3HsL.

AKo ce TIpeANONara HapylIeHHE B JNHMIMIHAA MeTabomu3bM, NPEHOphYBa C& TE3H
H3CHEABAHHS A C& M3BBPUIBAT Npe3 AeHs Ype3 M3MEPBaHe Ha CePYMHHTE TPUTIMLIEPHIH
clle[ IIepHoz OT 5 1o 6 dJaca, 6e3 npeny ToBa Jia ce mpuaarar numany. Ilpyu Be3pacTHY,
cepyMsT TpabBa na Obfe GHMCTBHp MO-Manko OT O yaca CACH CHMpaHe Ha nHpy3uATa,
CBHEBPKAINA IHIEAHA eMyacus. Crexsanarta BH(Y3us TpAOBa fa 3aIlO¥HE CaMoO, KOTaTo
KOHIGHTpPAIM\Te HA CepPYyMHHTE TPHIIMIEPHAU Ca C& BBH3CTAHOBUIM B HOPMAIHH

CcTOHHOCTH.

Heo6X0oMuMH ca TONGIHETEIHO PENOBHY KIMHIYHE M Hab0opaTopHy TecToBe. 0cobeHo B
CIEYJauTe Ha:
- Hapyimenuns Ha aMHMHOKHCENHHHK MeTab0MIU3EM.
- Yeproapofua HENOCTATHYHOCT IIOPAIH PHCK OT PasBUTHE MM BOIIABAHE Ha
HEBPONOTHYHITE HapyIIeHHs, CBBP3aHM C XHIEepaMOHHEMHs (BIKTE T. 4.3).
- bpOpedna HemOCTaTHYHOCT, 0COOEHO NpH HANKYHE HA XMOCPKATMEMHJH, PHCK OT
pa3BUTHE WIH BIOLIABAHE Ha METAOONMTHA alu0o3a M XMAEpa3soTeMHd, ako He ce
W3BEPIIBA Auanu3a (BIKTE T. 4.3).
- MeTtabonurHa anuzo3a (IpHUIOKEHHETO HA BELICXHAPATH HE CE NPENOpPBIBa NpH
HATMYHE HA JAaKTaTHA alyiao3a).
- Baxapen Auaer: MOHMTOPHpPaHE Ha KOHIEHTPANUHTE Ha TIIOK03a, ITIOKO3YDPHA,
KeTOHypHsi, H KBAETO € HeoOX0AUMO KOPUTHPAHE HA JO3HPOBKATA HA MHCYTHH.
- Hapy1reHus B KpEBOCHCHPBAHETO.

- AHeMus.
- XunepnunageMus (Hopajy HAMHYUeTO Ha JIMIEIH B EMyJICHATA 38 wHbYy3MH).

KphBHATa KapTHHA ¥ KPBBOCHCHpBAHINTE (PakTopy TpsiOBa Ja C& MOHHTOPHPAT MHOIO
BHHMATENHO HPY MPOTBIDKATENHO IPHIIOKEHHE (HAKOIKO CeIMUIH).

Crenuaisy peAna3sHid MEDKY B IEJHATPUsTa
Io3nposkara TpaGsa na Obme chobpaseHa ¢ BB3PacTTa, XPaHHUTENHHA CTaryc H
3a6onsBaneTo, & KOrarto ¢ HeoOXOmMMO MOrar Oa c¢e TpmIarat JOIMBIHHTEIHO

BBIIEXHAPATH WIH IPOTEHHY TIEPOPATHO/SHTEPATHO.




Koraro OliClinomel N6-900 E ce mpunara npy Aeua Haz 2-TOAHIIHA Bb3PaCT, BAKHO €
Jia Ce H3MON2BA CaK, YHHTO 00eM ChOTBETCTBA Ha JHEBHHUTE HYXIH.
Bunaru e gHeoOxomumo HoGaBiHe Ha BHTaMHMHH H MUKpoenemeHTH. [pabpa ga ce

H3O0N3BAT NOAXOASIH 32 NeJHATPHYHO NPUIOKCHHC (bOpM}fJII’I.

4,5 JlexapeTBeHH B3aumMogeiicrBLs U gpyrn GOpMH Ha B3auMoNeHCTBHE

Tasu emyficus 3a HHQY3usa He TpaOpa jna OBae MpunaraHa eJHOBPEMEHHO C KPLB Ipe3
chpinara uH(pY3HOHHA CHCTEMA, TTIOPaAa BE3MOXKHOCT OT NCEBHOAr Iy THHAIHS.

JlunmuayTe, CHABPKAILY €€ B €MYICHATa MOTAT Ja NMOBIHAST ONpeAeieHA naboparopHu
mokasarenu (Hanp. OunupyOMH, Jakiar JeXuAporeHasa, CaTypHpaHEeTO C KHCIOPOZ,
XeMOTJIOOHH), aKko KpbBHATa Ipoba ce BleMe NPl JUIHAnTe Aa OplaT eluMEHIpaHu
(Te ODMKHOBEHO ce enUMUHHparT clef 5-6 Jaca, ako He ca IIPHeMaHHu IIpeny ToBa

JIHTEAH).

4,6 bpemenHocT 1 KbpMeHe
[TonacTostuleM HAMa JOCTAThYHO HANSKOHM KIMHMYHH JaHH4 32 OLEeHKa Ha
nogocumocTra KeM cberaBkuTe Ha OliClinomel N6-900 E mpu KeHH, KOHTO ca
OpeMeHHH HIH KBPMAT.

Ilopamy mmmcara Ha HaHHH, JIGKapdaT Tpsa0Ba Ja NpeleHy OTHOMICHHETO MOM3a/pHCK
Opesy A4 pelly Aa MPUIOKH Tash eMyNcHA Io BpeMe Ha OpeMEHHOCT MNU IIPH JKCHH,

KOHTO KBPMAT.

4.7 Baastaue BLpXy crocobnoctra 3a mogupane u pabora ¢ MAUIHHA
He ce pasrnexna.

4.8 Hexxenapn eKapCTBEHHA PEAKIHH
[ToTennuanay HEXEIAHH JEKAPCTBEHM DPEaklHH MOraT Ja €& NOABAT B pPe3yATaT Ha

HEFpaBHIHa yroTpeba: HAlp. IPeJO3HpaHe, MHOTO BHCOKA CKOPOCT Ha HHQY3HS (BHXKTe
T.4.414.9).

CHMITOMHTE, KOMTO MOTAT JIa C€ MOABAT ¥ YHETO OTCTPaHABaHE H3HCKBA MPOBEXKAAHE Ha
TeueHde, ca CIeApuTe: IMOBHINEHA TeMIleparypa, ODHIHO H3IOTABAHE, TpelepeHe,
rajieHe, rnasobonue, 3amyX.

JIoKaABaHO € IPEXORHO HOBHINaBaHe Ha YepHOApoOHUTE (QYHKUHOHANHYA NapaMerpd
(amkamsa  docdaraza, TpaHcaMmMuHA3W, OwimpyOmu), ocofeHo IO ppeme Ha
IPOOBIDKHTENHO NapeHTEPaTHO XPaHEeHe B PAMKHTE Ha HAKOIKO CEAMHUM.

B penxu ciygan ca Guny HaOMIONdBaHH XeNaTOMETaHA H XKbITCHHLA.

Hamanena cnoco6HOCT Ia ce eMMMUHApAT JHMnuLnTe, coyspkamy ce B OliClinomel N6-
900 E Moxe ma HOBele IO “‘CHHApOM Ha MAacTHO TpeToBapBape”, KOMTO Moxe xa Oble
FIPUAHHEH 0T IPEAO3HpaKe, HO MOXKE Jia C& HOSBY CBHINO H B HAYATOTO Ha HHY3HATA H €
CBBp3aH ¢ BHE3AIHO BIOINABAHE HA KIHHAYHOTO CBCTOSIHME Ha [IAl[UeHTA.

CHHOpOMBT Ha “MacTHO NpETOBapBaHe” C€ XapakTepH3Hpa ¢! XHINCPIHIMACMHL,
FOBHIIEHA TeMIIEPaTypa, MacTHa MHGUITPALMs, XeaToMerauus, aHeMusd, JICBKONIEHH S,
TpoMOOHHTONEH S, HAPYIIEHHA B KPHBOCECHPBAHETO H KOMA.

BCHYKH Te34 CHMIITOMH ca 00paTHMH, KOTaTo SHMHAHATA HEQY3HS C& IPEKpaTH.



CroblaBany ca peaky Clydad Ha TpOMOOUMTONEHHS IIpH JIENa, [IOJNYIaBany THITHNHK
HHQY3UH.

4.9 IIpenozupane
B cnysait Ha HenpaBMNHO NpHIoxeHHe (Ipefo3MpaHe H/WIHM IO-BHCOKA 1032 Ha

wWHY3HS OT MpenoppbuBaHaTa) MOraT ja ce HaOmomaBar OenesM Ha XHIEPBOIEMHS U
anumosa.

XumeprogxeMys, TTIOKO3YpHA ¥ XHIEPOCMOJAped CHHAPOM MOraT jga ce Habnrogasar
IIpH IPHAOIKEHHE Ha BHCOKH TO3H [IIFOKO34.

Muroro &bpszata pudy3us MIE DPHICKEHHE Ha MEOTO FoJIeMH 0OeMH MOFaT ga NpHYMHAT
rajiese, MOBpBIAHE, BTPUCAHE H €IEKTPONHTHH HapylleHHs. B Tesu ciydan mHQy3HATA
Tpa0Ba Jia Ce IpEKpaTtH BeHAra.

Hamanenara cmocoGHOCT fa ce eNHMHHIPAT JHUIHIN MOXKe Ha JOBEeHE A0 “CHHIPOM Ha
MAacTHO NpeTopapeane”, e)eKTHTE Ha KOHTO ca ofpaTUMu CNe]l CIHMPAHE HA AHIHIHATA

uHGy3us (BIOKTE CBIIO T. 4.8).
B HAKOM CEpHO3HH Cy4aH MOXE Ja CE HaNnok¥ NPOBEXOAHE Ha XeMOJUalH3a,

XeMOQUITPAII HiTH XeMOIHAQIITpanys.

5. PAPMAKOJIOI'TYHN JAGHH
5.1 GapmakoguHaMHIEN cBolcTBA
dapmakoTepaneBTHYHA Ipyna: Pa3TBopH 3a NapeHTEPaIHO XPaHEHe/MUKCTYPH.
ATC xox: BO5BA10.
Toga € TPHKOMHOHEHTHA CMeC (MHKCTYPa), KOATO JaBa BE3MOKHOCT a30THHAT/CHEPTHEH
fananc ga ce MOKALPKA OT H3TOYHMK Ha a30T (L-aMHHO KHCEIMHM) W €HEprHd IOA
¢GopMara Ha TIIIOKO3a M ECEHIWANHE MACTHH KHCEMMHH. JOIBIHUTENHO TO3H ChCTaB
ChIBPIa ENEKTPOIUTH.
AMMHOKHCEIUHHMAT PasTBop cuabpka 15 L-ammHo kucenmum (BKmounTenHO 8
eCEHNUAIIY aMHHOKHCEIHEH), KOUTO ca He0OXONUMH 3a CHHTE3a Ha HPOTEHH.
AMUHOKHCE/IFHHTE [PEACTABIABAT CHHIO EHEPrHeH H3TOYHHK, TAXHOTO OKHCIABAHE
BOJIH 710 OTJE/IAHETO Ha a30T oA ¢opMara Ha yped.
AMUHOXHCETHHHUAT NPOQHUIT € KaKTO ClIelpa:

- ECEHIIHANHH aMHBOKUCeNHH/ 00 aMuHo xuceausu: 40,5%

- eCEHUHANHH aMHHOKucemuHu (g)/obim azot (g): 2,5

- aMITHOKHCETHHY C Pa3KIIOHEHH BepHIk/001m aMHHOKHceTuBy: 19%

VI3TOuHHMK Ha BEIIexHpaTy ¢ riroxosata (120 g/l).

JlunufHaTa eMy/IcHI € CMeC OT IPEYHCTEHO MACNWHOBO Macio M HPEeYHMCTEHO COERBO
macino (oruomenre 80/20), cpec cneaHoTO HPHONH3HTENHO pasipeleleHHe Ha MAacTHH

KUCEIHHM:
- 15% pacHTeHH MACTHH KHUCEIHHN
- 65% MOHOHEHACHTEHH MACTHH KHCEJTHHI
- 20% monuHeHACHTEHH eCeHIHATHH MacTHY KHCENHHH.

Otromenreto Gochonumuau/rparmauepuny e 0,06.



VMEpEHOTO CBOBPIKAHHE HA €CEHIHAIHH MACTHH KHCEIHHH IOA00psBa CHCTOSHHETO
(cTaTyca) Ha TeXHHTE NpelIeCTBAMM AepHBaTH, KAaTo IO TO3H HAYHH C& KOPHIHUpa
JerIHTa Ha ECEHIMANHATE MACTHH KHCENUHH.

MacniHHOBOTO MAcIO CBHABPKA 3HAYUTENHO KOMH4ecTBO anda Tokodepon, KOHTo
xoMOEHMpaH ¢ YMEpeH NpHEM Ha NOMHHEHACHTEHH MAaCTHM KHMCEIHHM, OOIpHHACH 32
nonoﬁpsaaﬂe Ha CTaTyca Ha BHTaMHH E 1 Hamanasa TUNUAHOTO OKHC/IABAHE.

5.2 QapMakoKHHETHYHH CBOHCTBA
CHCTABKHTE HA eMylcHATa 32 HHQY3HA (aMHHOKHUCENMHH, €JEKTPOIUTH, IIIoKOo3a H

NUNUAY) ce PAsHpeNeiaT, MeTaOONM3HPaT H EKCKPETHPAT II0 MASHTHYEH HAYHH, KAKTO
aKo C& MpHiarar ¥ MOOTAENHHO.

(DapMaKOKHHETHYHKUTE CBOMCTBA HA AMHHOKHCEIMHHTE, IIPHIOKEHH HHTPaBEeHO3HO, ca
IPUHIMIIHO CHULHTE KaTo Te3M Ha aMMHOKHMCENUHMTE, NONyYaBaHH [PH XpaHEHE Mpe3
yerata. AMHHOKHCEIVHUTE OT XpaHUTENHHTe OpOTeHH: obade IIpeMHHaBatT MbpPBO [pe3
BEHA [TOPTE [IpeAd HA NOCTHIHAT CHCTEMHATA [THPKY AU,

CxopocTra Ha eTMMHHHPaHE Ha JHIMAHATE eMYICHH 3aBHCH OT pasMepa Ha YacTHIuTe.
MankuTe NHOHIHEE YacTHIH 3a0aRAT KIHpPBHCA, KaTo IO TO3H HAYHH Ce ITOBHINABA
JIMIIONH3aTa Ype3 JeHCTBHETO Ha MHIOIPOTEHHIIHNA3aTA.

PasmepBhT Ha JTUMHJHATE YaCTHIH B eMyJICHATa, ChAbpKamy ce B OnuKnnnomen N6-900
E e 635K 210 XHIOMHKPOHHTE ¥ CACHOBATENHO TasH eMyNCcHs HMa IoJ00Ha Ha TAXHATA

CKOpPOCT Ha eNHMBHHAPAHE.

5.3 HpenxianHuasy JAaHHN 32 Ge30IACHOCT

He ca u3BBpIHeHH NpeAKIHHEIHA OpoyyuBaHms ¢ Kpaex npoaykT OliClinomel N6- 900 E.
HizpbpuienuTe MpeIxIHHUYHH TIPOYYBaHUs C Pa3TBOPH HAa aMHHOKHCEIHHH H IIOK03a,
cemppkamu ce B OliClinomel N6-900 E B pasnuyHy KOJHYECTBA B KOHIEHTpAIMK He
pasKpHBAT HUKAKBA CHEIHPHYHA TOKCHYHOCT.

IpenKnuHHAYHATE IPOYIBAHES BEPXY TOKCHYHOCTTA, H3BBPHICHH C IHIIHAHATA EMYIICHI,
cpuspxanta ce B OliClinomel N6-900 i ycraHOBABAT MPOMEHN, KOHTO €& YCTaHOBEHH
IpH KOHBEHIIHMOHAJEH BHCOK IPHEM HA JIANMAHA €MYJCHS: MACTHA HME(HITpalus Ha
yepHusd Apob, TpomMOOLIMTONMEHHS 1 MOBHIEH XONECTEPOL.

6. DAPMALEBTHYHN JAHHI
6.1 CouchKk HA TOMOINHHATE BEIIECTBA

OToencHHe ¢ JHNHAHA eMYACHS:
e purified egg lecithin

s glycerol

o sodiwm oleate

o sodium hydroxide
s water for injections

Ornenenne ¢ padTBOP AMHHOKHCENIHHY!
o acetic acid
o water for injections

OTQCJ'IBHHB € pasTBOp FMIOKO3a

o hydrochloric acid
o water for injections



6.2 PU3HKO-XHMMTHH HeChBMECTHMOCTH

Ila me ce nobaBaT ApYTH JIEKAPCTBEHH NMPOMYKTH WM cyOcTaHuKE KBM €IHO OT TpHTe
OTAENeHHA HA caka WM KBM TOTOBaTa eMmyscus 6e3 MpelNBapHTE/HO Ja C¢€ NOTBLPAM
TAXHATA CBBMECTMMOCT ¢ obmara cmec u crabunHocTra HA KpaHHHA TPOXYKT
(crmenuanHo CTabUIHOCTTA Ha TUIHAHATA EMYIICHS).

HecpBMECTHMOCT MOXKE []a HACTHIIH HAIPHMEp OT NIOBHILIEHA KHCENHHHOCT (HHCKO pH)
MM HEIOAXOANI0 ChABPXKAHKE Ha OHBATCHTHH KATHOHH (Ca®* u Mg2+), KOHTO MOrar ja
JecTabHIM3APAT JIMIHAHATA EMYJICHI.

Jla ce mpoBepd CHBMECTMMOCTTA C Pa3TBOPHTE, NPUNaraHd eNHOBPEMEHHO IPE3 ChLIATA
cHCTeMa, KaTeThp MK KaRIona.

Jla e ce mprara npefy, €IHOBPEMEHHO HIIH Cllel MpHIOKEeHNEe Ha KPBB IpPe3 ChuiaTa
cCHCTeMa [IOpafd PHCK OT IICEBXOarTy THHAITHA.

6.3 Cpox Ha ropHoCT

2 rofgHHHM, KOTATO AOITBIHUTEHATA BHHIIHA ONAaKoBKa HE € yBpejeHa.

Ipenoppysa ce TO3H NPOAYKT Ja €€ H3MOA3BA BegWara Clel Karo ¢€ OTBODAT
BpeMEHHHUTE IPErpagy MEeXIy TPHTE OTACHCHH.

JloxazaHo e, 4e roToBaTa eMyNICHs € cTabuiHa MaKCUMyM 7 HHE OpH TeMIeparypa MexIy
2 °C 1 8 °C, 1 jo 48 yaca npx TeMIEpaTypa He mo-BrHcoKa or 25 °C.

Cnen pobGaegHe Ha  JONBIHHTENHM  JNEKApPCTBEHM TNPOINYKTH  (€NEKTPONHTH,
MUKpOESIEMEHTH, BATAMEHH; BIKTE T. 6.6):

3a cienuUUHY cMecH XUMHYHATA H (PU3HIHa cTa0UIHOCT Ha FOTOBHA, KPacH MPOIyKT &
7 nun apu 2 ao 8 °C, u go 48 waca npu Temneparypa non 25 °C. OT MEKpoSHONIOrHIHa
I7ieAHA TOUKa KpaiiHara cMec TpsOBa Ja ce M3MON3Ba BEAHAra. AKO He c¢ H3IION3Ba
BEAHAra, OTFOBOPHOCT HOCH IOTPeOHTE 3a BPEeMETO M YCIOBHATA Ha CBHXPAHEHHE
npend ynotpeba, kouTo He TpsOBa na Obmar mo-Obary or 24 gaca mpu 2 °C mo 8 °C,
OCBeH aK0 AODABIHETO HA NONLIHUTENHH JIEKApCTBEHY IPOLYKTH € M3BLDUIEHO B
KOHTPONHPAHH ¥ BAIHAHPAHH ACEITHIHM YCIOBHUS.

6.4 Crieuma/JIHH YCIOBHSI 32 ChXpaseHie
Ja He ce 3aMpassBa.
Ja ce ¢pxpansisa BFB BTOPHYHATA OIAKOBKA.

6.5 Jlapuy 32 0NAKOBKATA
OnakoBkaTa ¢ TpH OTHENSHHS € OT MHOTOIACTOB INIaCTMaCOB CaK C AONBIHUTENHA

BBHINHA ONAKOBKa ((ONHO), KOATO IpenqTcTsa HaBIM3aHETO Ha KHCIopox. Ilox
BBHIIBATA ONAKOBKa MOXe Ha Obhe mocTaBeH Marepual, abcopOupail KHCIOpPOAa.
MHOroImIacTOBAAT NNACTMACcOB MaTEpPHal ce ChCTOM InaBHo oT EVA (monuerunen-
BHHMJI A0ETAT) ¥ € CHBMECTUM C IHIHIM.

KeM oTmenenmeTo 3a IIIOKO32 MMA OTBOp 3a HHJKEKTHpaHe, KOHWTO Ce H3NON3Ba 3a
noGagaHe Ha MOITBIHHTENHY JIEKAPCTBEHH IIPOIYKTH.

KbM oTmemeHHeTo 32 aMHHOKHCENFMHH HMMa OTBOpP 34 BIHBaHE, KHACTO CE BBBEXAA

I’IH(I)y3I/IOHHaTa CHCTCMA.
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Cnen Pa3KBCBaHe HA NpErpajHHTE CTCHH O0HINAT KarnanHuTeT Ha OIaKkOoBKaTa II03BONSBa
JAOIMMBIITHHTENHO Ia CE ,E[OﬁaBEIT BHTAMHWHH, €JICKTPOIHTH B MHKPOETIEMEHTH.

Hpe,cmara'r Ce CIACAHHTE BHJAOBC CHAKOBKH:

1000 ml B cax ¢ Tpu ormencns (400 ml 8,5% pastBop amuHokmcenuuy + 400 ml 30%
pasteop rirokosa + 200 ml 20% munugHa eMyncus).
KapTonena kyTus ¢ 6 caka

1500 ml B cax ¢ Tpu oTaenenus (600 ml 8,5% pasTeop amMuHokHcemink + 600 mi 30%
pastBOp rmoko3a + 300 ml 20% mununna emyncus).
Kapronena kytus ¢ 4 caka

2000 ml B cak ¢ tpu otmenexus (800 ml 8,5% pasteop amunoxucesuuy + 800 ml 30%
pa3TBop rmoko3a + 400 mi 20% nHnuHA eMyTICHs).
KaproneHa xytus ¢ 4 caka

2500 ml B cax ¢ Tpu oTmenenys (1000 ml 8,5% pasrsop amunoxucenuuy + 1000 ml 30%
pasTBOp Iioko3a + 500 mi 20% munuaHa eMynacud).
Kapronena xytus ¢ 2 caka

6.6 HECcTpyKuMH B NpenopsKi NpH ynorpeda
a) omeapane
- OTcTpansBa ce BHHIIHATA 3alMTHA ONIaKOBKA.
- Axo nMa KrcropozeH abcopbep, ToH ce OTCTpaHsBa.
- IIpoBepsBa ce HeNocTTIa Ha ONaKoBKaTa H MPErPaNHATE CTCHH.
- Y3non3ea ce caMo, aKo CaKhT HE € YBPENIEH, aKO IPerpajgHuTe CTCHH Ca UHTAKTHH
(T.e. HIMa CMECBaHE HA CHEBPKAHHETO Ha TPHTE OTACACHH) ¥ AKO PasTBOPHIE C

AMHHOKMCENHHH H I'MOK03a ¢a 6HCTpPI.

6) Cmeceare Ha pasmeopume u emMyncuIma
IlponyxTsT € Ha IIOCTOSHHA TeMIIepaTypa, KOTaTo Ce paskbCBaT BPEMEHHHTE IPErpaH.
Cax’bT ce HapiBa BHEMATENHO Hox (opmMara Ha pylio, KaTo CE 3aroyBa OT ropHus Kpak
(xpait 3a 3akayBaHe).

TIperpanuuTe CTEHH ce pasKbCBaT OTKBM CTpaHATa C OTBOPHTeE 3a BnHBaHe. CaxsT ce
HaBMBa [I0KATO HPErpagHuTe CTEHH Ce OTBOPAT MOHE HANONOBHHA OT TAXHATA NBJDKHHA.

Cwuecra ce upe3 o6phiUage Ha caKa Hai-MalKo 3 ObTH.

g) Ilpuzomesne 3a ungysua

3aBIKHTENHO € CIa3BaHeTo Ha IpaBHIaTa 3a acenTHKa.

OmnakoBKaTa ce MOCTABg B OKa4EHO [OJIOXEHHE.

OrcTpangBa ce IACTMAacOBHA NPeATasyuTeN Ha OTBOpa 32 BIIHBaHe.

Bopx®T Ha pHOY3HOHHATA CHCTEMA CE BBBEXKAA TIBTHO B OTBODA 32 BIMBAHE.
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2) [lobassne na oonvaHumennu 1exapcmeen npooyKmu
JOnBIHATENHY JEeKApCTBEHM INPONYKTH (BKIIOMHTENHO BHTaMHHH) MOTaT Ja ce
npubaBsT B roToBaTa CMeC caMQ Cliel KaTo BpeMeHHMTE IIperpaju Ce paskbcar H

CBABPIKAHHETO HA TPHUTE OTHENEHHAI CE CMECH.
BurtaMuHuTEe Morar na ce npudapsT B OTAENEHHETO C IIIOKO3a TIpelH Ia ce IPHIOTBU
KpaiiHaTa cMec (IpemH Aa ce pa3KhcaT BPEMEHHHTe Iperpail B Npead Ja ce CMECST
Da3TBOPHTE ¥ EMYACHATA).

Kem OliClinomel N6-900 E moxe na ce nobasgT H:

- Enextponutu: ga ce UMaT MpeXBHK eNeKTPONUTHTE, KOWTO BEYe CE CHABPIKAT B caka:
crabunHoCTTa € JoKasaHa npu o0mo koauyecTeo 150 mmol marpuit, 150 mmol xamuit,
5,6 mmol Margesuii 1 5 mmol kanuui/IATEp KpaliHa cMec.

- Oprannynn docdaTn: crabungocTta e fokazana rpu nobaske 10 15 mmol/L.

- MukpoeseMeHTH ¥ BHTaMHHM: CTaDHIHOCTIA € JoKazaga A0 IpernopbyaHara JHEBHA

H03a.

HOG&BHHETO Ha MHKPOCIEMERTH Tpﬂ6Ba na Opne H3BBPHICHO IIPH aCeHTHYHH YCIOBHA.

Te3u MOIBIHUTEIHY JIEKApCTBEHH HMPOJYKTH ce BOOaBAT KaTo Ce H3II0N3Ba OTBOPBT 34
HEDKEKTHpPAHE:

© OTBOPET 32 MHXEKTUpaHe ce Ae3uHexiHpa,

© OTBOPET 32 HIDKEKTHPAHE C& IYHKTHpA H Ce HIDKEKTHpa HONBIHHTEIHMA JIEKAPCTBEH

TIPOAYKT;
© CMecBA Ce CHIBPYKAHHETO HA IIACTMACOBHS CaK H JONBJIHHATENHHA IEKapCTBEH

TPOAYKT;

o) Hpunoowcernue
Axo OliClinomel N6-900 E e cexpanspaH npu HHCKa TeMIlepaTypa, IPOAYKTET TpAOBa

Jna OnJie HOCTaBeH Ha CTalfHa TeMuepaTypa npeiu ynorpeda.

Ha ce nmpumara caMo CHeX KaTO BPEMEHHHTE IIPErpafH MEXNY TPHTE OTAECNSHHs Ce
Pa3sKbCaT ¥ ChOBPKAHUETO Ha TPHTE OTACICHUA CE CMECH.

Cnen oTeapsHe Ha Caka, ChOBDKAHEeTo TpAbBa fa ce M3MION3Ba BEAHAra H He €
IPETOPLUMTENHO 1a ce CHhXpaHaBa 3a [IOcAeABama HHPY3HI.

Camo 32 egrOXpaTHa ynoTpeda.
BCAKO HEH3IION3BAHO KOJIMYECTRBO HAH OCTATHK, KAKTO M BCHYKII H3ION3BAHM M3JEINHS

TpH6Ba na Opaar YHEINOMECHH 10 YIONXO AT HATHH.
Cakopete Jla HE C€ CBBP3BAT B CEPHA, 3a L4 CC p3derme BBE3MOKHOCT OT BBE3OYIIIHA

EM60J'II/IH, JBRIGKana ce Ha BBEINYX, ChABKAIN CE B IIEPBHA CaK.
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7. IIpoH3BOANTEN H NPHTEKATEN HA PA3PENICHHETO 32 YHOTpeda
7.1. lIpoussonuren

Clintec Parenteral S.A. HUTH Baxter S.A.

Zone Industrielle d’ Amilly Boul. Rene Branquart, 80
—B.P. 347 7860 Lessines

45023 Montargis Cedex Belgium

France

7.2. IlpuresxaTes HA pa3penieHHETo 32 ynoTpeda

BAXTER AG
Mullerenstrasse 3,Volketswil
CH-8604 Switzerland

8. PerncrpannoneH HoMep 8 pernerspa mo 9. 28 3JIAXM.

9. JaTa ga nppBo paspeiuaBaHe 3a yNoTpeda Ha IeKAPCTBEHHA DNPOAYKT.

10. Hara Ha HocjieqHA PeAAKLHST HA TERCTA

M. Anpus 2002r.



