Kparka xapakTepucTHKAa Ha NPOAYKTA

1. Ume Ha nexapcTBeHUs NPOIyKT

OliClinomel N7-1000 E
OnuKnunomen N7-1000 E

2. KauecrBen M KONMUIECTBEH ¢hHCTAB

To3u nexkapcTBeH MPOAYKT € NPENCcTaBeH Moj ¢opmara Ha cak

MUHUCTEPCTBO HA 3[IPRBEONASBANETO

TIPHAOKEHNE Kbl
paspeerte 3aynorpebakit i~ 4x4]03,02.05¢,

654 /gj. 04.03

¢ Tpy oTaeneHums. MMa

yeTupd GOpPMH, KOHTO CHABPKAT CEAHUTE ODEMH:

Ornenenue 1000 ml 1500 ml 2000 ml 2500 m}
Lipid emulsion 200 ml 300 ml 400 mil 500 ml
Amino acid solution 400 ml 600 ml 800 ml 1000 mi
Glucose solution 400 ml 600 ml 800 ml 1000 mi

Coberas Ha cax 1000 ml:

Otnenenne ¢ Orpenenne ¢ Orgenenne ¢
JlexapcTBeHn BeulecTBa | JHIHAHA aMAHOKHCEHHEH TJII0KO3EH pa3TBop
emyncns 20% pasteop 10% + 40% + Kannues
EnexTpossTy xXnopng
(200 ml) (400 ml) (400 ml)
Refined olive oil +
refined soya oil* 40,0 g
Alanine 828 ¢
Arginine 4,60 g
Glycine 412 g
Histidine 1,92 ¢
Isoleucine 240 g
Leucine 292¢g
Lysine 232¢g
(as lysine hydrochloride) (2,90 g)
Methionine 1,60 g
Phenylalanine 224¢
Proline 2,72 g
Serine 2,00 g
Threonine 1,68 g
Tryptophan 0,72 ¢
Tyrosine 0,16 g
Valine 232 ¢
Sodium Acetate, 3H,O 245¢g
Sedium 2,14 g
glycerophosphate, 5H,0O
Potassium chloride 1,79 g
Magnesium chloride, 045¢g
6H.O




Anhydrous glucose 160,00 g
(as glucose monohydrate) (176,00 g

Calcium chloride, 2H,O 0,30 g

* CMec OT MPEeYHCIEeHO MaciuHOoBO Macio (npubmisutenHo 30%) M NpeyHCTEHO COCBO
macio (npudinmsaTenHo 20%0)

3a TOMOITHMTE BEIECTRBA BHKTE TOUKA 6.1

Clen cMecBaHe HA TPUTE OTAEJEHHS, KPadHATA cMec Ha Beska ¢opMa OCHIypsBa
CJIETHOTO:

3a cak 1600 ml 1500 ml 2000 ml 2500 ml
Nitrogen (g) 6,6 9,9 13,2 16,5
Amino acids(g) 40 60 80 100
O6mo xanopuu (kcal) 1200 1800 2400 3000
Kanopuu ot 1040 1560 2080 2600
amuHokuce man (kecal)

Kanopuu oT IIroK03a 640 960 1280 1600
{(kcal) |

Karopuu 0T TUIAAY 400 600 800 ' 1000
(kcal)

OtHoireHHe KATOPHH OT 158 158 158 158
aMHMHOKHCEJINHE /a30T

(kcal/g N)

Sodium {mmol) 32 48 64 80
Potassium (mmol) 24 36 48 60
Magnesium (rmmol) 2,2 3,3 4.4 5,5
Calcium (mmol) 2 3 4 5
Phosphate (mmoly** 10 15 20 25
Acetate (mmol) 57 86 114 143
Chloride (mmol) 48 72 96 120
pH 6 6 6 6
Ocsmonapurer (mOsm/1) 1450 1450 1450 1450

** Brmowenute GochaTH ce OCHIypaBat OT JHINAHATA eMYNCHI

3. JlexapcrBena dropma
Cren cMecBaHe Ha TPUTE OTACHCHUS: eMYJICHS 3a HH(Y3Hs, ChAbPKAMA eJEKTPOIHTH.

Boumes pun npend cMecBaHe:
¢ JImnunxara EMYJICHA € XOMOT'€HHa TEIHOCT C MIIeKONoKo0eH BUA.




o AMHHOKHCEIHHHHKAT ¥ TAIOKO3EH pasTBOPH ca OUCTpH ¥ OS3IBETHU WA ¢ OIeN0 KBIT
LIBAT.

BruiieH BHI cllel CMECBAHE:
XomMmoressa Te9HOCT ¢ MIEKOIIOA0OEH B,

4. KIMHAYHW JAHHMK

4.1 TepaneBTHIHHN MOKA3AHHHA
TTapenrepanHo XpaHeHe Npyd BB3PacTHH H JAela HayX 2 NOJMHM, KOTaTo IIEepOpaiHo MiH
eHTepaNHO XpaHeHE He € BB3MOXKHO, HE € JOCTATHYHO HITH € IIPOTHBOIIOKA3aHo.

4.2 To3upoBXa H HATHH Ha NPUHI0KEHNne
4.2.1. Mo3rpoBKa M HAYUH HA NPUI0KeHHe
TosupopKkaTa Ie 3aBUCH OT MeTa0OJUTHHTE HYX(IH, CHEPIUIHUA pasXoh B KIHHHYHOTO

CECTOAHHE Ha NAlfBCHTa.
HPKHODKCHHBTO MOXKE Ja IOpOABRIKE KOJKOTO € H806X0,Z[I/IMO, B 3aBHCHMOCT OT

KIHHHEYHOTO CECTOAHUE Ha [TalTHCHTA.

Br3pacTHH
Hyoicou

Hyxaure ot asot ca cpenuo 0.16 no 0,35 g /kg/nuenno (apudansurento 1 go 2 g aMuHO

xucemuun/kg/nHEBHO).
EHepruiinuTe Hy)XIH Bapupatr B 3aBUCHMOCT OT XpaHHTENHMA CTATYC Ha HalldeHTa M

cTenenTa Ha pasrpaxzane. CpenHo 1e ca oT 25 mo 40 kcal/kg/naerno

Maxcumanua oneena 003a
MakcumangaTa AuHeBHa no3a € 36 ml/kg Tenecmo Termo (exBmBajeHTHO Ha 1,44 g

aMHHOKMcenuHy, 5,76g rmokosa u 1,44g mumumn 3a kg), manp. 2520 ml emyncus 3a
pHbYy3ug npy nanueHTH ¢ Terno 70 kg.

Ipu gena Hax 2-rofMiiHa Bb3pacT

Hyoicou

Cpenuo nyxgute ot a3or ca 0,35 no 0,45 g /kg/nuenno (mpulnusurento 2 1o 3 g aMHHO
kucenunn/kg/nHEBHO).

EneprufiHuTe HyXJM Bapupar B 3aBHCHMOCT OT BB3DACTTA, XPAaHHTENHHA CTATYC H
cTerneHTa Ha pasrpaxcaane. Cpenno te ca mexay 60 u 110 keal/kg/maerHo.

QOSHQOGKG

Jlo3upoBKaTa ce 0CHOBaBa Ha IIpHeMa Ha TEYHOCTH ¥ NHEBHUTE HYKIH OT a30T.
Jlosure TpstOBa Aa OpJaT cho0pasen ¢ XUAPATALMOHHHAS CTATYC Ha JETETO.

Maxcumanua dnegna 0o3a
MakcuMamaTa gueBHa no3a e 75 ml/kg TenecHo Ternmo (exBHBaNeHTHO Ha 3 g

aMHHOKMcenuny, 12 g rmokosa 1 3 g mamay 3a kg TelmecHo Terlo.




—

Karo ocHoBHO npasuno na He ce npeBHIaBaT Zo3u oT 3 g/kg/AREBHO aMHHOKHCETHHH
wimma 17 g/kg/nuerHo rmoxosa Wwm 3 g/kg/nMHeBHO NHUNMIYM, OCBEH B CICHHAIHH

CIIyJaH.
4.2.2. Hauun na ynorpeda

YPE3 MHTPABEHO3HO ITPYUIOKEHUE [TPE3 HEHTPAJIEH BEHO3EH CHA.

3a yxazaHus 3a IpHTOTBSHE H paboTa ¢ eMyJICHs 33 HH(Y3HI BIXKTE TOUKa 6.6.
ITpenopsuBanara NPORBIDKHTENHOCT Ha HapeHTePaTHO XpaHeHe dpe3 HHQY3HI € MEXIY
12 1 24 gaca.

Cropoctra Ha npunoxenne Tpadsa na 0p1e chobpa3eHa ¢ [03aTa, KOATO TpadBa Ha ce
OpPHJIOKH, XapaKTepHCTHUKUTE Ha KpaiHara cMec, XoaTo Tpabsa ma ce uHOQY3Hpa,
JHEBHATA JI03a H IPOABIKUTENHOCTTA Ha HH(pY3HATa (BIAKTe Touka 4.4).

OGuKHOBEHO CKOPOCTTa Ha IpuioxeHue TpsOBa ja Opjle MOBHINABaHA IIOCTEIICHHO IIO
BpeMe Ha ILPRHSA Yac 0T HHPy3HITa.

Maxcumanna cxopocm Ha uHGy3us
OcuosHO paBuio e na He ce npepmmasa 1,5 ml/kg/uac ot emyncus 3a uady3Hs, T.C.
0,06 g amunokucenuuy, 0,24 g rmokosa 1 0,06 g nunuau/kg TenecHo TErNo 3a yac.

*

JonbiaHuTe AHN JeKAPCTBEHH IPOIYKTH

To34 MPOAYKT CHABPIKA ENEKTPONHTH, HO HE CBIBPXKA BHTAMHHH MIH MHKpPOCJIEMEHTH.
Kem OliClinomel N7-1000 E morar na ce Zo0aBaT €IEKTPOIHTH, MUKPOCIEMEHTH HIH
BHTAMIHH, KOraro € Heobxomumo (BHKTe TO4Ka 4.4 1 6.6).

Enrexmponumu
Axo ce m00aBAT NONBIHHTEIHO eNeKTPOJHTH N0BeYe M Hak TE3H KOJMYECTBa, KOHTO

Beue ce cepappkar B OliClinomel N7-1000 E, B mukoH ciyyadl He Tpabea na ce
MpEBUILABAT CEAHNATE KOHIESHTPalH 32 MUTHP Kpaiiia cMec (BIKTe ChIo Touka 4.4).

- HaTpuit: 150 mmol/l

- kamuit: 150 mmol/l

- Maruesyii: 5,60 mmol/l

- xanmmii: 5 mmol/l

Mukpoeremenmu 1 eUMaMuHy

CplnecTBYBAT pasHUYHK paspelicHH (OpPMH 3a BB3PACTHH, KOMTO MoraT Ja Obmar
TIpHIIaraHy.

3a Jiena ce H3MCKBAT paspelieHy NeJHaTpuYHy GOopMH.

4.3 IlporuBonoxkasagns
Vmorpebara wa OliClinomel N7-1000 E e npoTHBONOKAa3aHa [IPH CAEHHHUTE CHCTOMHH:

¢ Hemomoceny, HOBOPOJAEHH ¥ Jiella T10J] 2-TONHINHA BB3PACT, ThH KATO OTHOLICHHETO
KJIOP¥H/a30T U eHepruiiHaTa JOCTaBKA He Ca NOJXO/IAIIH.



e Ji3pecTHa CBPBXYYBCTBUTEIHOCT KbM SHYHK MM COEBM IPOTEMHH MM KBbM HIKOA OT
IPYTHTE ChCTABKH.

e Texxa 660pedna HeJOCTATEYHOCT 663 BE3MOIKHOCT 32 XeMODUITPAIIHS M [HANHA3A.

» Teskka uepHoapoOHa HENOCTATBIHOCT.

e Bpoleny HapyLIeEHs Ha aMUHOKHCEIMHHHIS METab0oNM3EM.

e Te)XKH HAPYIMEHHS Ha KPbBOCHCHPBAHETO.

o TeXKa XUISPIAIHASMIUA.

o XurepriuKeMus, KOITO ce HyKaae oT nosede oT 6 U uncynun/h.

o Bucoxa M HATONOTHYHA IINa3MEHa KOHNEHTpanys Ha HAKOH 0T eNeKTPONUTHTE,
CBIBPIKALIY CE B IPOIYKTA.

OcHOBHWTE NPHUHIHIHE [POTHBOIOKA3AHAS 33 IPXIONKEHNE Ha HHTPaBEHO3HA UH(Y3HS,
KOHTO Ba)KAT W B TO3H CIy4ail ca KaxTo CHeNBa:
- Octep OemofpoGeH OTOK, XHNEPXHIApATallds, JEKOMIEHCHpaHa ChpASIHA
HeAOCTATHUHOCT H XHIIOTOHHYHA JeXHAPATAHA.
- Hecrabuman cbCTOSHHS (HAOp. CHEH TEXKKH ITOCT-TPABMATHYHH CBHCTONHUL,
NEeXOMIEHCHpaH 3axapeH pmaber, ocTpa (a3a Ha IMPKYNarOpeH IIOK, OCTHp
MHOKapieH uHGApKT, TeXKa MeTaDoNWTHA Aamuae3a, TEXBK CENCHC H
XHepocMoiapHa KoMa).

4.4 Crienpaud APeIHASHH MEPKH H CRENMANN PeyNpEKICHUs NPH YIOTpe6a
4.4.1. Cenpa/THH NPeANA3HI MePKH

JTa He ce npumara npe3 IepupEPeH BEHO3EH IIBT.

BoHO-CIEXTPONUTHITE HapylleHus K MeraOONMTHHTE HapymeHus TpsOsa pa Obrar
KODHMTHpPaHH Ipelf HayaloTo Ha HHQy3uara.

Thit KaTo TO3H TPOAYKT HE ChHABPKA BHTAMEHM HIX MEKPOENICMEHTH, TE3H A0GaBKH
Tpsa0Ba 1a OGBIAT ONpENelieHM M BKIIOYEHH B 3aBWCHMMOCT oT Hyxzaute. Koraro ce
06GaBAT MOUBIHUTENIHH JEKAPCTBEHH TMPONYKTH OCMOJApHTIETHT Ha KpaliHara cMec
Tpsa6Ba na OpAe ONpENEHeH NpeNy MPUIOKEHHE.

OliClinomel N7-1000E Tpsi0sa Oga ce mpuiara BEMMATENHO IPH MAUUEHTH ¢ IIOBHINCH
OCMOTIAPHTET, Handb0pedHa HeIoCTaThYHOCT, ChPACYHA HEZOCTATHYHOCT MY HapYIICHa
fenoapobua GyHKIMA.

Tps6Ba Ha ce crazpay CTPOTO acCENTHYHHTE YCIOBHS, KOTaTo CE BBBEXKAA IEHTPANCH
BEHOB3EH KATEThP, KAKTO W 10 BpeMe Ha Ii1aTa HHGy3H.

HeobxomumMo € crelu(uyHe KIFMHNYHO MOBMTOPUPAHE B HAYalN0TO Ha HHTPaBEHO3HATa
HHDY3H5.

OGUKHOBEHO CKOPOCTTa Ha HH(OYy3usra TpsOBa Ja Ce IOBHIUEBA HOCTENIEHHO IIpe3
IIBPBHS Hac.

To3H NPOAYKT CHABPIKA COEBO MACHO, KOSTO PAAKO MOXE Ja IPHUMHE TEXKH PeaKUuu
Ha CBPHXIYBCTBHTENHOCT.

WndysusTta Tpabba ha ce NpeKpaTH BeJHAra, ako Ce IOABAT HeoOH4aHHM Oenesy UM
CHMITOMH HA aJepriyHa peakiysg (KaTo NOBHINEHA TEMIEpaTypa, BTPHCaHe, KOXHH
OBpYBE HIIM 3aTPYAHEHNS B JHIIAHETO).



4.4.2, Cnennaaan npeayHpexienas

Jia ce u3mo3Ba caMO, AKO CAKHT He ¢ YBpEeZeH, ako BpeMEHHHTE OPEerpajn ca HHTAKTHH
(T.e. HAMA CMeCBaHe Ha CBHIBDKAHHETO OT TPHUTE OTNENCHHS) M aKO Pa3TBOPHTIE HA
AMHHOKHMCEIMHUTE H [NIOKO3HUS pa3TBOp ca OHCTPH.

Crien cMecpade ChBABDXAHHETO 7TpabBa Ha OBJe H3NON3BAHO BeJpara W HE €
[PEMOPLIUTENHO Jia ce ChXPaHIBa 3a MocaeaBaua Huby3us.

TpsOBa fla ce MOHHTOPHPAT BONHMA H eNeKTPONIHTeH OalmaHc, CEpYMHHsS OCMONApHTET,
anKamHO-KHCENMHHMs: OallaHC, KphBHATA 3aXap M 4YepHOZPOOHHTE (GYHKIHOHAIHH
TECTOBE 1O BpeMe Ha JIEYCHHETO.

KoneHTpauuure Ha CepyMHHTE TPHIIHLEPHIY M CIIOCOOHOCTTA Ha OpraHu3Ma Ja
pasrpaxia mimHay Tpadsa Aa OBNaT IPOBEPSIBaHH PEOBHO.

KoHIeHTpaluuTe Ha CepyMHyTe TPUITHMLEPHAN He TpaOBa fa npepuinasar 3 mmol/l mo
ppeMe Ha Hu(y3ug. Tesd KOHUESHTpaUMH He TpA0Ba Ja OLIAT ONpeNeleHM Ipelnu
H3THYAHE HA MUHEMYM 3 —daca OT HellpeKbCHATaTa HH{y3H.

Ax0 ce mpennonara HapylleHpe B JHNOANHES MeTaboNHM3BM, NPENOphYBa CE TE3H
H3CIIEABAHNS Ja C& H3BHPINBAT IIPE3 AeHs Upe3 U3MEPBAaHe Ha CEPYMHHTE TPHIIMIEPHAN
cIeJ] IEPHOZ OT 5 Ao 6 yaca, Ge3 npelH TOBa Aa ce npmiarat junuad. [Ipa Be3pacTaa,
cepyMbT Tpxabsa Ha OBAe OUCTBD TMO-Malko OT 6 daca CHEX CIpaHe Ha HH(Y3HATA,
ChABPXKAMA NunuaHa eMyicus. Cnexpamara nHGY3Ha TpaOBa Aa 3aI09HE caMo, KOT4TO
KOHIEHTPAIMKTEe Ha CEPyMHHTE TPHUITMIEPHAU Ca Ce BB3CTAHOBUIH B HOPMAIHH
CTOMHOCTH.

HeobxoauMy ¢a JONBIHATENHO PEIOBHM KIMHHYHN W Na00paTOpPHA TECTOBE, 0COOEHO B
cIyJauTe Ha:

- Hapynienuns Ha aMUHOKHCETHHHAS MeTabONmU3BM.

- YepmoxpoOHa HENOCTATHYHOCT HOpPAafH PHUCK OT PasBHTHE HIH BIIOIIABAHE Ha

HEBPONOTHYHHATE HAPYIIEHHs, CBBP3aHH ¢ XHNepaMOHueMus (BIKTe T. 4.3).

- BpOpeuna HEeIOCTATHYHOCT, 0COOEHO HpH HAIHUME HA XHIEPKAIHEeMHS, PHCK OT

PAa3BUTHE K BIOLIABAHE Ha MeTabONMTHA auM03a M XHIEpasOoTeMHs, ako He ce

H3BBPIIRA AHANH3a (BWKTE T. 4.3).

- MerabomuTHa auuzo3a (IPHIOKEHIETO Ha BRINIEXUAPATH HE C€ IPENOphYBa IpH

HAIAYHE HA IAKTATHA aHH034).

- 3axapen muabeT: MOHUTOpHpAHE Ha KOHHEHTpaUMMTE Ha TIIOK032, INOKO3YpHS,

KEeTOHYPHs, H KBAETO € He0OXOAHUMO KOPUTHpaHe Ha A03HPOBKATA HA HHCY/IHH.

- Hapyimenus B KpbBOCHCHPBAHETO.

- AHeMus.

- Xunepnanynemus (TT0pagyu HATHYHeTo Ha THIMAH B eMYJICHATA 33 HHY3H).
KprBHata kapTuHa B KpBBOChCHpBaliuTe (axTopd TpAdsa Ja ce MOHHUTOPHUPAT MHOIO
BHEMATENHO TIPH NPOABDKUTENHO IPHIOKEHAE (HAKOIKO CEAMHIIH).

Crenvanny gpeana3Hi MEpKH B HNENHATPUATA

JosupoBkara Tpsbea nma OBRe cboOpaseHa C BB3PACTTa, XPaHWTENHUS CTaTyC H
3a00A9BaHETO0, a Korarc € HeoOXomuMo MoraT Xa ce TPHIarar AONbIHHTEIHO

BEUICXHAPATH MIH NPOTCHHH IICPOPalI of SHTCPaNHO.



Koraro OliClinomel N7-1000 E ce npunara npy Aena Haf 2-ToQUHIHA BB3PACT, BAXHO €
Jia ce W3MOII3BA CaK, YNUTO 0D0eM CHOTBETCTBA Ha HEBHHUTE HYKIH.
Bupara € Heobxomumo [oGaBiHe HA BHTAMMHH H MuKpoeneMmeHTH. Tpabea ma ce

M3IOJI3BAT MOAXOMAUIH 32 IeJHATPHYHO MPHIIOKEHHE (POPMYIIH.

4.5 Jlexapcrsend B3aHMoAeicTBHA U Apyra (opmu Ha B3auMoAeicTBNe

Tazu emyncus 3a uadysus He TpaOsa na Oboe Dpuwiaraga eJHOBPEMEHHO ¢ KPBB Hpe3
Chara HHGY3HOHHA CHCTEMA, TOPalH BE3MOKHOCT OT ICEBOArTy THHAIHS.

JimnuamTe, CHALPKAIH Ce B eMYJICHATA MOTAT [ia IMOBIMAAT OIpeIelIeHH 1abopaTopHu
moKasateny (Haop. OwnupyOuH, JaKkTaT JEXHAPOreHasa, CarypHUpaHeTo ¢ KHCIOpOZ,
XeMOr7Io0HH), aK0 KpEBHATA Ipoba ce B3eMe Npeld MMIMAHTEe fa OBAAT eMMMHHHDPAHH
(Te OOMKHOBEHO C€ SIMMMHUpAT cief 5-6 waca, aKo HE ca IpHEMaHu IpefH TOoBa
TITETH).

4.6 BpeMeBHOCT H KbpMeHe

[TomacTrosmieM HaMa JZOCTATHYHO HAAEXKNHM KIHHHYHE JaHHH 34 OIEHKa Ha
noHocHMocITa KbM cweraskuTe Ha OliClinomel N7-1000 E npu xemm, xomto ca
OpeMEHHH MM KBPMST.

Tlopanu numcara Ha HaHHM, JeKapsT TpsaOBa Na NpelieHH OTHOLIEHHETO IION3a/pPUCK
Opeay 12 PeIld g2 NPUIOKH Ta3sy eMyJICHA IO BpeMe Ha GPeMEeHHOCT HIH NIpH JKEHH,
KOHUTO KBPMST.

4.7 Bausuue pppXy cocofHocTTa 3a miodupane 1 padoTa ¢ MAIHHM
He ce pasriexna.

4.8 Hekestapu JIeKapeTBEHH PEAKITUM

[MoTennMAaNiy HeXeTaHd JIEKapCTBeHW peakIMH MOTraT Ja ce NIOSBAT B pe3ynraT Ha
HENpAaBUIIHA yrIoTpeba: Hamp. Ipefo3Hpane, MHOTO BUCOKA CKOPOCT HA Ui dysusa (Buxre
T. 4.4 1 4.9).

CHMIOTOMMTE, KOHTO MOTAT JIa Ce TIOABAT M YHETO OTCTpaHABaHe H3UCKBA IPOBEKIAHE Ha
NedeHue, ca CIeOHHTE. IOBHIUEHa TeMIlepaTypa, OOHMIIHO H3NOTABAHE, TpENepeHe,
rajiese, ruaBodomue, 3anyX.

JlokiafBaHO e MPeXOMHO IOBHIUABAHE Ha YEPHOAPOOHHTE (QYHKIIMOHAIHH IapamMeTpy
(anxanHa (ocdarasa, TpaHcamuHasy, Ownupybun), ocofeHO 10 BpemMe Ha
HPONBIDKUATENHO TAPSHTEPATHO XPAHEHE B PAMKHTE Ha HAKOJIKO CEIMELH.

B penxu cnyvan ca Ouiy HabNIoJaBaHH XenaToOMEranus 1 KBITCHUIA.

Hamarena criocoOHOCT Ja ce eNuMUHMpaT THOHIKTE, chybpikan ce B OliClinomel N7-
1000 E moxe ma moeene 10 “CHHAPOM HA MACTHO HpeToBapBaHe”, KOHTO MOke Aa Obge
YIPHUMHEH OT JIPeFO3HpaHe, HO MOXeE Ja C& OABH ChIL0 H B HAYAKOTO Ha HH(y3usTa U €
CBBP3aH C BHE3aHO BIOABaHE HA KIHHEAYHOTO CHCTOAHNE Ha MAIHEHTA.

CurapoMBT Ha “MacTHO HpeTOBapBade” ce XapakTepusupa ¢ XANSPIHNMIEMHA,
IOBHINEHA TeMIIepaTypa, MACTHA WHMMITPALHs, XelaTOMEralus, aHEMHS, IEBKOIICHHA,
TPOMOOIUTOINCHHS, HAPYIIEHHS B KPEBOChCHPBAHETO H KOMA,

Beuuxy TE3¥ CHMITOMHE ca 00paTHMH, KOraTo THIHAHATA HHPY3HS Ce [IPEKpaTH.



Crobmapany ca pefikH Ciiydad Ha TpoMOOLHTONIEHMSA IpH Jena, TIONydJaBail JIHIMOHU
HH(pY3HH.

4.9 Ipeno3supane

B cmyuall Ha HEIpaBUIHO NpHIOKeHWe (MPeXo3WpaHe W/WIM IIO-BHCOKa J03a Ha
uH(Y3Hs OT NperropbuBaHaTa) MOTAT Ja ce HaOmoZaBaT Oene3d Ha XWIIEPBONEMHS K
aIuI03a.

XuneprivKeMus, MIIOKO3YPUI H XUIEPOCMOJIAPEH CHHAPOM MOTaT Jia ce HalNomaBsat
IIpH IIPHJIOKEHUE Ha BHCOKH NO3H TIMIOK03a.

Maoro 6sp3ara HHGY3HS UITH DPHIOKEHNE Ha MHOIO TOAEMH 00eMH MOraT Ja IpHIUHAT
rajicHe, [TOBPEIIAHE, BTPHCAHE W SHCKTPONMTHM HapyileHus. B Te3u cioydau uady3uara
Tps6Ba xa ce peKpaTH BeJHAara.

HawmamenaTta criocoGHOCT fa Ce eMMMUHUPAT JUIHMAN MOXe Ja KOBEHE N0 “‘CHHAPOM Ha
MACTHO OpeToBapBane”, ed)eKTHTE Ha KOHTO ca oOpaTuMH cliell CHHEpaHe Ha JIHITHIHATA
uHQy3uI (BHKTE CBINO T. 4.8).

B HAKkOM CepHO3HH CiIydad MOXE Ja Ce HaloXKH [pOBeXJaHe Ha XeMOoAHaiu3a,
xeMO(UNTpanus UK XeMOHaduITpalys.

5. PAPMAKOJOri4YHYy JAHHHA
5.1 ®apmaxogHHAMHYIHE CBOHCYBA
dapMakoTepanesTHYHa Ipyna: PasTBopH 32 NapeHTEpaIHO XPaHeHe/MUKCTYPH.
ATC xox: B0O5SBA10.
ToBa e TPUKOMIIOHEHTHA cMec (MHKCTYpa), KOSTO JaBa Bh3MOXKHOCT a30THHA/EHEprHeH
fanagc Oa ce MOAABPIKA OT W3TOUHHK Ha a30T (L-aMHHO KHCENMHH) M CHEPTHA ITOX
¢dopmara Ha TOKO3a M €CCHUMAIHH MAcTHH KHCeNHHH. JIONBAHHTENHO TO3H CHCTAB
CHIBPXA EIECKTPOJIUTH.
AMUHOKWCENMHHEHST pPasTBOp cbObpxka 15 L-amuHo KuceaWHH (BKIOUMTENHO §
ECEHIIHATHH aMHHOKHCENNHH), KOUTO ca HeoOX0IMMH 3a CHHTE3a Ha IIPOTEHH.
AMHHOKWCENUHHTE INPEICTABNISBAT CHINO E€HEPTHEH M3TOUHHK, TAXHOTO OKHCHsSBaHe
BOJH [0 OTHEIIHETO Ha a30T ok GopMaTa Ha ypes.
AMHHOKHCETHHHEUAT IPOQHT € KaKTo CJIeBa:

- eCEHIMATHE aMMHOKHCENNHA/00MH aMuHO KHcenuHu: 40,5%

- eCEHIMANHA aMHHOKHCEHHH (g)/0bnr a3oT (g): 2,5

- aMHHOKHCEIHHE ¢ Pa3KNOHEeHH BepHry/od1y aMuHoKucenuar: 19%

W3tounux Ha BRIIEXAApaTH e ripoxosara (160 g/1).

JlunupHata eMyacHa © cMec OT IIPeYHCTEHO MACIHHOBO MAClO ¥ IIPEYHCTEHO COEBO
macno (ornomerue 80/20), cbc cHeNHOTO NPHONM3HTENHO pasnpefeNeHye HAa MacTHH
KHCEHEHH;

- 15% HacuTeHH MAaCTHH KHCEIHHN

- 65% MOHOHEHACHUTEHH MACTHH KUCENHHH

- 20% HONHHEHACHTEHH ECeHITHATHE MACTHY KHCEIMHH,
Otrourenueto ocdonmmumu/rpurmmepry e 0,06.



VYMepeHOTO ChUBPKAHHE HA €CEHIHATHM MAacTHH KUCENHHH Noxo0psBa CHCTOSHHETO
(ctaryca) ma TeXHHTE NpeQUIECTBAIM OEPUBATH, KATO II0 TO3H HAYMH Ce KOpHrHpa
neUIHTa Ha eCeHIMATHUTE MAaCTHY KHCENUHH.

MacnuHOBOTO MACHO CBHIEBPIKA 3HAUWTENHO KonudecTBo anda ToKodepoX, KoiTo
KOMOMHMpAH C YMEpEeH IIpHeM Ha IOJMHEHACHTEHM MACTHH KHCENIHHM, NOIpHHAcH 32
nofoOpsaBaHe Ha cTaryca Ha BUTaMMH E ¥ Hamangsa NTHIHIHOTO OKKCIIIBaHe.

5.2 ®apmMaKoKBEHETHYHH CBOHCTEA

CrcTaBKUTE Ha €MYJICHATA 3a HH(Y3HA (AMUHOKMCEIMHH, CNeKTPOAMTH, INIOKo3a H
JHNANKE) ¢ pasnpeleNiarT, MeTaboNIM3ApaT B eKCKPEeTHPAT II0 HOCHTHYCH HA4YHH, KaKTOo
aKO Ce IPHNIAraT ¥ IOOTAETHO.

DapMakOKHHETHYHATE CBOHCTBA HAa aMMHOKHCEIHHHTE, IPHIOKCHHE HHTPABEHO3HO, Ca
IPUHIANHC CHOINTE KaTo Te3H Ha aMHHOKUCEIMHHTE, ITOAYYaBaHH IIPH XpaHeHe IIpe3
ycTaTa. AMUHOKMCENMHATE OT XpaHWTENHUTe IPOTEH 00aye npeMyuHaBaT OBPBO IIpe3
BEHA IOpPTE [pel(y a JOCTHIHAT CUCTEMHATA HUPKYIallHs.

CkopocTTa Ha SNHMHUHHpAHE Ha TMOUJHUTE EMYJICHH 34BHCH OT pa3sMepa Ha YaCTHIIMTE.
Manxute NHIAAHEY 9acTHHOH 3a0aBAT KIMpBHCA, KaTo IO TO3H HAYMH Ce IIOBHIABA
JIMTIONH3ATa Ype3 NeHCTBHETO Ha JIUIOTIPOTEHHIRIIA3aTA.

PasmepsT Ha JIMOKIHATE YAaCTHIM B eMyJICHATa, chabpxkamu ce B OliClinomel N7-1000E
e ONU3BK OO XHIOMHKDOHNTE M CIASHOBATE/HO Ta3H eMYJCH:A MMa nmomaoOHa Ha TixHAaTa
CKOPOCT Ha €IMMHHHpPAHE,

5.3 HpeaxaArHUYHE JAHHY 32 0€30IaCHOCT

He ca uzppprienn npeUIHERYHE npoyuBanus ¢ kpaeH opoAykT OliClinomel N7-1000E.
Vi3BBpliicHUTe NPEeNKIMHENYHN IPOYYBaHUA C Pa3TBOPH HA aMHHOKHCENMHH H ITIIOKO34,
ceappxamy ce B OliClinomel N7-1000 E B pasnu4an KOIMYECTBA M KOHUEHTPALMH He
pasKpUBaT HHKaKBa CIENH(UIHA TOKCHIHOCT.

IpenxTHHHYHATE NPOYYBAHHA BBPXY TOKCHUHOCTTA, H3BLPINEHH C THNMEHATA eMYIICHA,
ceabprkama ce B OliClinomel N7-1000 E ycranosaBaT NpoOMeHy, KOMTO €a YCTAHOBEHH
IpH KOHBEHLMOHANEH BHUCOK IIpHeM Ha JNHIHAHA eMYJICHA: MacTHa HHQUITpalHs Ha
uepHui Apo0, TPOMOOLIMTONIEH S ¥ NIOBHILIEH X0NeCTEpOll.

6. PAPMANEBTHAYHM JAHHI
6.1 Couchk Ha IOMOMHHATE BEIIECTBA
OTaeneHyde ¢ JUITHIEA eMYIICHS:

o purified egg lecithin
» glycerol

e sodium oleate

¢ sodium hydroxide

 water for injections
OrneneHHE ¢ PA3TBOP AMHHOKHCEIHHHN:

s acetic acid
e water for injections

Ornenenye ¢ pa3TBOp MIOKO3a
¢ hydrochloric acid

» water for injections




6.2 ®U3HKO-XUMI'THA HECHLBMECTHMOCTH

ITa He ce nobaBaT APYTH NEKapCTBEHH NPOAYKTH KM CyOCTAHIMHM KBM €IHO OT TpHUTE
OTAENeHHs Ha caka MIH KBM roTopara eMylcus 0e3 IpeXBapUTENHO fa c€ ITOTBBPIu
TAXHATA CLBMECTHMOCT ¢ ofmjara cMec X CTa0nIHOCTTa Ha KpaHHHS INPOAYKT
(crerpanHo cTaGHUIHOCTTA Ha JIMIUIHATA EMYJICHS).

HecrBMECTHMOCT MOXE J(@ HACTHIM HallpuMep OT IIOBHUICHA kucenuuHocT (Hucko pH)
MM HETIOOXOMSIIO ChABPXKAHUE Ha OHBaCHTHH KaTHOHH (Ca®* u Mg®"), konto Morar ga
JeCTaOHIH3NPAT THIHAHATA EMYICHS.

JHa ce npopepr CHBMECTHMOCTTA C Pa3TBOPHTE, IPHIAraHy eHOBPEMEHHO IIpe3 ChIlaTa
cyicTeMa, KATEThp HIIH KaHKONa.

Ja He ce mpuiara npeny, €IHOBPEMECHHO MIIH CHEl, HIPHIOKEHNE Ha KPBB IIpe3 ChINATa
crcTeMa HOPaIy PHUCK OT IICEB0ArTTy THMHALHA.

6.3 Cpok Ha roaHoCT

2 FOIMIH, KOTATO AOITBIHUTENHATA BEHIIHA OIIAKOBKA HE € YBpeAeHa.

Ilpenioprupa ce TO3M IPOAYKT Fa C€ M3ION3Ba BEJHAra CJef Kar0 Ce OTBOPST
BpEMEHHHTE NIPerpagt MeXIY TPHTE OTHENCHI.

IloxazaHo e, e roToBara eMyncHs e CTabMIHA MaKCHMYM 7 IHH IIPH TEMIIEpATypa MEXTy
2 °C u 8 °C, nocneasano 0T MakcuManHo 48 vaca mpu TeMIeparypa He I10-BHCOKA OT 25
°C.

Cnen pmobaegne Ha  JONBIHUTENHH JICKApPCTBEHH  IPOOYKTH  (EJIEKTPOJIHTH,
MHKpOEJIEMEHTH, BATAMUHM; BIXKTE T. 6.6):

3a cnenudUYHE cMecH XUMHMIHaTa U (pr3ryHa cTaOMIHOCT BA TOTOBHS, KPAeH NPOAYKT &
7 ouu nmpu 2 °C nmo 8 °C, u mo 48 waca mpm Temmeparypa mom 25 °C. Ot
MUKpOOHOJIOTHYHA IIfe(HA TouKa KpaltHaTa cMec TpaOBa Ja ce H3MOJI3Ba BejHara. AKo
HE ce H3MOJ3Ba BeJHAra, OTTOBOPHOCT HOCH NMOTPeOHTENd 3a BpEMETO H YCHOBHATA Ha
ChXpadeHne Ipend ynorpeda, Kouto He TpabBa na GbHaT Ho-abira oT 24 waca npy 2 °C
Jo 8 °C, ocBeH axo JnobapsHeTo Ha MAONBIHHTENHH BEIIECTBA € XW3BLPIICHO B
KOHTPOJIMPAaHy H BaIMAUPAHH aCENTHIHH YCIOBHA.

6.4 CnennainHi ycia0BHSA 32 ChbXpaHeHHe
Jla He ce 3aMpassBa.
Ja ce cbXpaHgBa BEB BTOPHYHATA OIIAKOBKA.

6.5 JlagHu 32 ONAKOBKATA
OmnaxoBKaTa ¢ TPH OTHENCHMS € OT MHOIrONIAcTOB INIaCTMAacoB CakK C JOUBJIHHUTENHA

BLHIOHA OHaKkopka ((oNHO), KOATO MNpEmATCTBA Hasnusamero Ha kucmopox. Ilox
RBHIIHATA OIAKOBKA MOXe ga OBje 1mocTaBeH MarepHaid, abcopOHupally KUCIOpoIa.
MEHOIOIIACTOBHAT IJIACTMACOB MaTepHaX ce ChcToM TnaBHO oT EVA (monmeTHieH-
BHHHJI aUETAT) H € CBBMECTHM C JUITHIH.

KeM oT/ieNIeHHETO 34 TIIOKO3a MMa OTBOP 3d HIDKEKTHpaHe, KOWTO ce M3II0I3Ba 32
noGapsHe Ha JOMBIHMTENHN JIEKAPCTBEHH HOPOAYKTH.

KpM OTHENEeHHeTo 33 aMHHOKHCEIWHM HMa OTBOp 3a BiHBaHE, KBASTO CE BHBEKIA
HH(Y3HOHHATA CHCTEMA.
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CJIC,U: PasKbCBaHe Ha NPErpalHidTe CTCHH ODIIMAT KaaiUTeT Ha OMAKOBKATA HO3BOJIIBA
JOUBLJHHUTCHIHO Ja CC ,2[068.135{'[ BHTaMHUHHU, SICKTPONIHTH 11 MHKPOCHEMEHTH.

Hpe,unar aT ¢e CIeIHHHUTe BHIOBE OCIAKOBKH!

1000 ml B cax ¢ Tpu ornenenus (400 ml 10% pasztRop amuHOKMcenunHu + 400 ml 40%
pasztBop rimokoza + 200 ml 20% nununHa eMyJcHs).
Kapronera KyTus ¢ 6 caka

1500 mi 8 cax ¢ Tpu oraenenus (600 ml 10% pasteop ammpoxucennnu + 600 ml 40%
pasrBop rmokosa + 300 ml 20% minunna eMyncHs).
Kapronena xytus ¢ 4 caxa

2000 ml B cak ¢ tpu orxenenns (800 ml 10% pasteop amuuoxucenusy + 800 ml 40%
paszTeOp rroKosa + 400 ml 20% ymmunHa eMyacHs).
Kapronena xyTus ¢ 4 caxa

2500 mi B cax ¢ Tpu otmenesns (1000 ml 10% pasztBop amuuokucenuny + 1000 ml 40%
pasTBoOp Imoko3a + 500 ml 20% nunuaHa eMymcHs).
Kapronera xyrus ¢ 2 caxa

6.6 HHCTPpYKIME B HpenopbKH XIPH YIIOTpeda

a) omgapsue
- OrcTpaHsBa ce BBHIHATA 3allATHA ONAKOBKA.
- AKo amMa kuciopoael abcopbep, ToH ce OTCTpaHsaBa Chulo.
- [IpoBepsiBa ce IeNOCTTa Ha ONaKOBKAaTa M IPErPafHUTE CTEHH.
- Mi3gonssa ce caMo, aKo CaKhT HE € YBPEHEeH, aKO IpEerpajHuTe CTeHH ¢a MHTaKTHH
(T.€. ¥AMa CMecBaHe Ha ChILPHAHUETO Ha TPHTE OTHEIEHHA) M aKO pasTBOpHTE C
AMHHOKHCETIMHH | TIII0KO03a ca OMCTPH.

6) Cmeceane na pazmeopume u eMyncuIma
TIpoAyKTET € Ha TOCTOSHHA TeMIIEpaTypa, KOXaro Ce PasKhCBaT BPEMEHHHTE Iperpagy.
CaxpT ce HABMBA BHHMATEIHO II0J (OopMaTa Ha PyJo, KaTo CE 3al04Ba OT FOPHHA Kpad
(xpaif 3a 3aKagBaHe).

I[IperpaquuTe CTEHW Ce Pa3KBCBAT OTKBM CTPAHATA C OTBOpMTE 3a BimBame. CakpT ce
HABHBA JOKATO IPErpaJHUTE CTEHH CE OTBOPST IIOHE HAIONOBHHA OT TAXHATA MbIKHHA.
Caecpa ce gpe3 00phIIaHe Ha caxa Hal-ManKo 3 IIETH.

8) Ilpuzomesue 3a unchysus

3anEDKHTEIHO € CHa3BaHEeTO Ha IIPaBHIIATa 3a acellTHKA.

OmnakoBkaTa ce IOCTABsA B OKaYCHO ITOJIOKEHHE.

OTcTpansBa ce MIacTMAacoBUs IpeTa3sUTENl Ha OTBOPa 32 BIIMBAHE.

BrpxsT Ha HH(Y3HMOHHATA CHCTEMA Ce BBBEkKa IIBTHO B OTBOPA 32 BIIHBAHE.
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) Hobassane na donvanumenny 1eKapemeeny npooyKmu

JOUBNHUTENHN JIeKapCTBEHM IIPONYKTH (BKIIOYHWTENHO BHTAMHHH) MOrar Ja ce
npuOaB4T B roTOBATA CMEC CaMo CJell KaTo BpeMeHHHTe Iperpaju ce pasKbCaT u
CHIBPKAHKMETO HA TPUTE OTHEIECHHS C& CMECH.

ButaMHHHTe MOTaT Ja ce NpubaB4T B OTIHEICHHETO C INIIOKO3a PEHH Ja e HPUTOTBH
KpaifHaTa cMec {Ipexd 7a ce pa3KbCaT BPEMEHHHTE NPErpajy M Opelsd Ja C€ CMECHT
Pa3TBOPHTE U eMYJICHATA).

KsMm OliClinomel N7-1000E Moxe gma ce gobasar u:

- EnextponuTi: cTabRIHOCTTA € JOKa3aHa IpH o010 KonndecTso 150 mmol vatpwmii, 150
mmol xanai, 5,6 mmol Marge3uil 1 5 mmol xanmnui/MTuTEp KpaifHa cMec.

- OprasnyHu ¢ocdaru: cTabUIHOCTTA € fOKa3aHa 1pk gobasku 10 15 mmol/l.

- MukpoeneMeHTH B BHTaMHHK: craluNHOCTTa € JOoKa3aHa IO NpernopbyaHaTa MHEBHA
Iosa.

HobGassHeTo Ha MUKpOeeMeHTH TpA0Ba da OBAe H3BBPLICHO IPH aCENTUYHH YCIOBHS.

Te3u MOUBIHUTENHE JISKAPCTBERY PONAYKTH ce N0OaBAT KaTo C¢ M3ION3BA OTBOPHT 32
HHKEKTHpaHe:

® OTBOPBT 3a HIDKEKTUPaHe ce Ae3HHpEeKIHpa,

® OTBODET 3a MHKEKTHPAHE CE IYHKTHpA U ce HIKCKTHpa NONBTHUTENHES NEeKapCTBEH

IPOZYKT;
® CMeEecBa ce C’Bﬂ‘BpH{aHPIBTO Ha IIHACTMAaCOBHSA CaKk H ITOUBJIHHTCIIHHUS JIeKapCTBeH

TIPOJIYKT;

o) Ilpunoorcenue

Axo OliClinomel N7-1000E e cexpansdsal IpH HHUCKA TEMIIEpaTypa, IPOAYKTET TPpIORa
ma Ob/le IOCTABEH Ha CTaiiHa TeMIlepaTypa Ipefy yrorpeda.

Ja ce mipmnara camo CHefl KaTo BPEMEHHUTE IIPEIpajyd MEXIY TPHTE OTACNCHHI CE
Pa3KBCaT ¥ ChABPIKAHAETO HA TPUTE OTHACTICHHA CE& CMECH.

Cnepn oTBapgHe Ha CaKa, ChIBPKAHHETO TpsabBa Ja ce H3IOJN3Ba BeJdara W He €
HpPENOPRYUTENHO JIa Ce ChXPaHIBa 3a IocieABalla HHY3H.

Camo 3a egHOKpaTHA yIoTpeda.

BCSIKO HEH3ION3BAHO KONMYECTBO MM OCTATBK, KAKTO M BCHYKH U3IIOJI3BAHM HM3XEIHA
TpsiOBa fa OBHaT YHHUIIOKEHH 10 IOAXO T HadkH.

Caxopere Za He C& CBBP3BAT B CEPHA, 3a Ja ce H30EerHE BE3MOXKHOCT OT BE3HYNIHA
emOonus, AbIDKaIA ce Ha BB3AYX, ChILPKALL CE B IbPBUS CaK.
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7. MpowseogmTen ¥ IPUTEKATE Ha pa3pelieHHeTo 32 ynoTpeda
7.1. Hpouzsomuren

Clintec Parenteral S.A. HTH Baxter S.A.

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

45023 Montargis Cedex Belgium

France

7.2. Tpureskaren Ha paspemieHHeTo 32 ynorpeda
BAXTER AG

Mulierenstrasse 3, Volketswil
CH-8604 Switzerland

8. PerucTpanuonen HoMep B perucrepa no 4. 28 3JIAXM.

9. Hara na nupso paspemasase 3a ynorpeda Ha IEKapCTBEHHS NPOAYKT,

10. Mara na nocaenHa peXaKiHsg Ha TEKCTA

M. Anpan 2002r.
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