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SPC - Plasma-Lyte 148 (pH 7.4)

KPATKA XAPAKTEPHCTUKA HA TTIPOAYKTA

1. HME HA JEKAPCTBEHHA ITPOAYKT
Plasma-Lyte® 148 (pH 7.4) solution for infusion
Thiasma-Jlaiit 148 (pH 7.4) pasteop 32 HH}Y3Ha

2. KAYECTBEH U KOMUYECTBEH CHCTAB
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Sodium ChHIOTIAE: ..ot e crersssstes st saene s ensaessaneen 5.26 g/l
Potassinm CHIOHAE: .vuvvirirrernieerenrereereeressssssrsssississsssssssssnsisssaessnesssassnssssnons 037 g/l
Magnesium Chloride hexahydrate:.........cocomiminncnnininccectceseesseenns 0.30 g1
Sodium Acetate triNYdrate:......c.oveeernecmesrerrrrsrerrsssersesserstessstesne s ns s senssessenss 3.68 g/l
SoAIUm GIUCONALE: ..cvvvriirrisineecmremreretentecreertsses st ssissssisbisssss s sresbensbsvassbsssssinssss 5.02 g/l
Na+ K+ Mg-H- Cr CH3COO- C5H1 107-

(Acetate) {Gluconate)

mmol/] 140 5.0 1.5 98 27 23
mEg/l 140 5.0 3.0 98 27 23
295 mOsm/l (npubi.) pH: npubmizurenno 7.4 (6.5 no 8.0)

3a noMownETe BelnecTsa Binkre Paznen 6.1.
3. JEKAPCTBEHA ®OPMA

PazTBOp 32 HHGY3HI.

Buctep pasreop, 6€3 Hamidie Ha BUANMH YaCTHIIH.

4. KJIHMHAYHUA JAHHHA

4.1. TEPATIEBTHUHH HOKA3AHUA

Plasma-Lyte 148 (pH 7.4) ce u3nonzea npH CAEAHUTE YIOKa3aHMA:
- 3a BB3CTAHOBABAHE HHBOTO Ha TEUHOCTHUTS (Hamp. CNed M3rapAHHfA, TpaBMa Ha IMdBara,

dpakrypa, rabeKHNY, PU NEPHTOHEATHO BB3NIANICHHE);

- 34 BB3CTAHOBABAHS HHUBOTO HA TEYHOCTHTE IO BPEME Ha ONEPAaTHEHA HHTCPECHIIHAL
- IpH XEMOparH4cH HIOK W KIHHHYHE CBCTOAHHA, H3HCKBAIIH 6’]:])3& XGMO'['paHC(lJ}’BPIH

(CBBMECTHM C KPEB);

- Npye Jexka H JO YMEpPEHa MeTaGoJIHTHA anunosa, KakKTo M IpH ClIydar Ha HapyilicH

AaKTaTEH MeTaboIn3bM.

4.2, JIO3NPOBKA H HAYHUH HA NPHJIOXEHNE

e

Bu3pacTHy, NaUMEHTH B HaNIpenHana BE3PAcT, IOHOLIY U geu&’f Ty “T\‘\\q?\

, KIHHHYHOTO H
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HpenopbunTenyaTa AO3UPOBKa €:
- 3a BB3pacTHH, NAIHEHTH B HaNpeaHana Be3pact U roHouy: 500 ml so 31/24 h
- 3axppMadeTa M Jiena:
- 0-10 kg renecHo Termo: 100 ml/kg/24 h
- 10-20 kg TenecHo Terno: 1000 mi + (50 ml/ kg nan 10 kg) / 24h
- >20 kg tenecro rermo: 1500 ml + (20 ml/ kg wan 20 kg) / 24h

Cropocm Ha RPURONCEHUE

Cropocrta Ha npunoxeHue obmuaitno e 40 mL/kg/24h mpu BB3pacTHH, NalMEHTH B
HanpeAHala BB3pacT M IOHOLIH.

Koraro ce u3nof3Ba 3a BH3CTAHORABaHE HHBOTO Ha TEYHOCTHTE 10 BpeMeé Ha ONepaTHBHA
HHTEPBEHINS, HOPMaJIHATA CKOPOCT Moxke Aa 6s1e no-sucoka H ¢ okono 15 mL/kg/h.

TIpu pena ckopocTTa Ha Npmiokende obmdaiino e 5 ml/kg/h, Ho Moxe ma Bapupa cHoped
BB3pactra: 6-8 mL/kg/h npu xspMayera, 4-6 mL/kg/h npu mankn nena u 2-4 mL/kg/h npu no-
FONEMH Jena U yICHHIH.

3abenexka:

- KbpMaueTa M MaJIKi Fella: Bh3pacTia € OT okoio 28 axM Jo 23 Mecela
-~ Helia ¥ YYeHHLHU: BB3pacTTa € OT okono 2 1o 11 roguun.

Hauyin Ha npunoxeHHe:
Ipunara ce UHTPaBEHO3HO.
Toszu pazTBOp MOXKE Aa OBIE NPHNAraH MIpesy, 10 BpeMe HiiH CASI KPEBOHPE/IHBAHE.

Teii KaTo pa3TBOpA € H30-0CMONAPEH, TOM MOXke 1a Obje NpUiarad U npes nepagepHa BeHa.

4,3, IIPOTHROIIOKA3ZAHHA

Pasmopm* € TIPOTHBOTIOKA34aH NPH MAHKeHTH, HPH KOMTO € HAJTHIE!

—  XuriepXiopeMus

— XunepHaTpHEMHA

— Xunepkanuemust

— bnOpeuna HeAOCTATEYHOCT

— Cspneuna Onokana

— MertabonuTHa MM peclMpaToOpHa ajgKano3a
—  XHNOKANTIHEeMHA KITH XHITOXIOPXHApHA

— CepOBTCTBALIO JIeUeHHe ¢ Kanuii-cexpanspamy auypetunu (amiloride, potassium
canrecnate, spironolactone, triamterene) (Bik T. 4.5)
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4.4, CHENHAJHA NPEAYNPEKAEHHSA H COENHAJIHA NPENITA3HA MEPKI NIPH
YHOTPEBA

Ilpy HeoGXORMMOCT OT BNHBAHE Ha FoJieMH 00eMH, NALHMEHTHTE ChC ChpAc4Ha, GenogpobHa
Wi Gp0peuna HeFOCTaTHYHOCT TPAoBa Ra 664aT Nog crelpanHo HaboacHNe.

KnuuuuHOTO CHCTOSHNE Ha MallHeHTa W NabopaTopHiTe MOKA3aTeNH (HHMBOTO HAa TEYHOCTHTE,
CHABPIKAHHETO Ha ENeKTPONMTH B KPBBTa M YpHHATA, KAaKTO M alKaJlHO-KHCEAHHHOTO
paBHOBecue) TpaOBa ia OBAAT NpOCNeHiBaHH 10 BpeMe Ha AcUeHreTo, IIpy NaryeHTH ¢ pHCK OT
XHIEPKANHEMHs € HEOOX0AMMO BHUMATEHO ClIeJICHe Ha HHBOTO Ha Kaymii B IiasMara.

PastBOpH, ChHABPIKAIM HATPHEB XJIOpHUI, Tpa0Ba Na ce NPHIIArar ¢ MOBHINCHO BHEMAHHE NPH
DallHeHTy# C XUNSPTOHHS, CHPASYHA HEHOCTATBYHOCT, nepudepen wmm GenoapobeH OTOK,
Hapymena O50peuHa (YHKIHS, NpeeKIaMIICHs, aJZOCTEPOHHIBM HIIH JPYIH CBCTOAHHS,
CEBp3aHH C HATPHEBA 3aPHXKKA (BWXK. CBLIO T. 4.5).

Pasropu, ceabpiKalyy KanueBH cosd, TpAOBa Ha ce NpHAAraT ¢ NMOBUINGHO BHMMaHHE NpH
MAaHEHTH ChC CHPASYHO 3a00MsABaNe HIIH C MPEIUCIIOZUIHA KbM PASBHTHE Ha XUTICPKATHEMES,
TakuBa kaTo OnOpeuHa WIH 2ASHOKOPTHKANHA HENOCTATHYHOCT, OCTpa AEXHADATALMS WIH
ofmupHa THKaHHA IHCTpO(Ws, KAKBATO HACTHIIBA HANDUMED NPH TEHKKH H3Tapauus (BIK.
cBINO T. 4.5).

Crepuute KOMOHHAIMK He Ce YIDEDOPLYBAT, ThHii KaTO Te BOAST OO ITOBHINABAHE HUEBOTO HA
Kanuif B NIa3MaTa ¥ € BE3MOMKHO a HOBEAT N0 TEXKa XuNepKanueMus, ocobeHo B ciryyaii na
OpOpeuHa HeROCTATRYHOCT, YBEIHYARBAHIA XHIIEPRATHEMHYHHA eQeKT (BIK. CBINO T. 4.5):

- ACE upxubHTOpH, KakTo M anruoreH3HH Il pelilenTopHM AHTArOHHMCTH. BE3MOXKHA €
[OTEHIHAIHO JETATHA XHICPKAIHEMHA
- Tacrolimus, cyclosporin

Brnpexn ye Plasma-Lyte® 148 (pH 7.4) cpiepika kanwii B KOUEHTpanys, Hoxo0Ha Ha Tasu B
TasmMara, Tolf He € HOCTATBYER Za C& HOCTHrHE HeOﬁXO,IIHMHH ecbe}c'r B cnyqai-i HA TEXKKA
XHITOKaSHEeMEs | 10 Ta3y MpHYMHA He TpaOBa Aa ce NpuAara ¢ TasH LeN.

IlapeRTepaHKTe Pa3TBOPH CHALPIKAIY MarHE3UEBH COMM TpAOBa 1a ce IPUIIArar ¢ IOBHIIEHO
BHHAMaHEe NpH GBROpeyHH HapylWleHMd W NpH NalHEeHTH ¢ MuacTenus rpaBuc. [TanmeHtHTe
TpabBa Ja ObRAT MPOCAeaIBaHK 3a KIHHHYHK Oeness Ha XHIepMarsHesHeMus, 0coGeHO KOraTo
ca JieKyBaH# 3a eknammcus. ((Bix. cbmo 1. 4.5).

TpuiioKeHHeTo B NMOCTONEPATHBHHASA MEPHOR CKOPO ClI€A BBh3CTAHOBABAHE OT HEBPOMYCKYJHA
Onokapa Tpa6Ba Aa ce H3BBPINBA C MOBHINEHO BHMMaHMe, Thi KaTO Marde3MEBHIE COIH MOTAT
Ja ZOBeHar A0 peKypapH3alHOHEH €dIeKT.

IMpunoxennero Ha Plasma-Lyte 148 (pH 7.4) moxe #a Aomese 10 MeTabONMTHa anxanosa
NOpafy ChEBPXKAIATE e B Pa3TBopa aueTaTHH H IIFOKOHATHH HOHH.

Koraro ce mpurnara egHoBpeMeHHO ¢ HapeHTEpaliHi XPaHWTENHY Pa3TBOPH, ENEeKTPOIMTHHAT
BHOC TpAOBa fia ObAe npeneHeH H CHOTBETHO KOPHIHPaH.

4.5, B3ANMOAE#HCTBUSA C IPYTH JIEKAPCTBEI—HI:H’POAYKTH H APYT'R ©OPMHA
HA B3AUMOJEMNCTBHE L

Bzaumodeiicmsus, cévp3anu ¢ HaRUYUemo Ha Hampili
- TIppnoxeH#ETO Ha KOPTHKOCTEPOMAH H €
HaTpuii H BoZa (T.e. C eOeM H XHIISPTOHHS).
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BzaumoOeiicmeus, cebP3aHU C HAMYHEMO HA KQANIE 6 pasmeopa:

Crnepuute xoMOHHANMK FAOBHILARAT KOHIEHTPAWATA HA KAJHA B IIAA3MATa ¥ MOXKE Na AOBefaT
JIO FOTEHNUANHO JIeTalHa XUullepKaineMus, ocobeHo B cimyyail na Os0peusa HEmOCTATHYHOCT,
YBEITHYARAINA XHISPKANHEMIHHI e(exT:

HQOTHBOHOKBB&HE KOMSPIH@HH

- Kammii-cexpanssamy  auypetunt  (amiloride, potassium canreonate, spironolactone,
triamterene, caMOCTOSTETHO Ml B koMOHHanua) (Buk T.4.3),

KomOnnanus, koaTo He ce NpPEeropEyBa

- ACE unxuOHTOpH, KaKTO M aHruoreHsHH ]I pelenTopHH AaHTACHHCTH: BE3MOXKHA €
HMOTEHIHAHO JIeTalHa Xunepkanuemus (Bik 1.4.4),

- Tacrolimus, cyclosporin (Bmx 1.4.4)

Baaunodeiicmeus, cavp3ani ¢ HATUYUEMO HA MOZHE3UN 6 pasmeopa:

- HeppoMmyckynuu GiiokepH Kato tubocurarine, suxamethonium 1 vecuronium, 4HATO eeKTH
ce NOBHINABAT OT HATNYUETO Ha MarHe3HH.

- AIeTHIXOIMHET, YHeTo 0cBobokaaBaHe 1 eieKT Ce MOHIDKAaBaT OT MATHE3HEBH COJH, KOETO
MO3JKE J1a ZOBEHe O HeBPOMyCKyiHa Onokana.

-  AMHHOKMIOKO3MAHK aHTHOHOTHIK U nifedipine, HMay aguTHBEH eEKT ¢ MarHE3HA, KOSTO
MOJKE Jia 3aCHITH HeBpOMYCKYJIHaTa Ojl0Kaza.

Baaumodeiicmeus, cevp3ani ¢ HAIUYUEMO HA QYEMAM U 2TIOKOHAM (KOUMO Ce Memabonusupam

do burapbonamu):

- ANKanu3upaHeTo Ha YpHHaTa or OuKapOOHaTHTe, MONYYEHHM B PE3yNTAT Ha aleTaTHHA U
[JIFOKOHATEH MeTabonH3eM, yeemiyaea Op0peuHns KIUpBHC Ha JISKaPCTREHHTE NMPOAYKTH C
kuceno pH, KaTo Hamp. canHnunaTy, GapOuTypaTy ¥ JIUTHIL.

- ObparHo, eNHMUKAITHOHENS MOXYKHBOT Ha aKAJIHUTE JISKAPCTBEHH MPOXYKTH, KaTo Hamnp.
cuMnaTukoMuMmeTuiE  (ephedrine, pseudoephedrine) m crumynanti (dexamphetamine
sulphate, phenfluramine hydrochloride) ce yanmxaba (3abaseno oTHeNIHE).

4.6. BPEMEHHOCT U KLPMEHE

Plasma-Lyte 148 (pH 7.4) Moike na ce mpuiara no BpeMe Ha OPEMEHHOCT M KEDMEHE KaTo
HOCTOAHHO C& NPOCIISAABAT (PHIMONIOTHIHHTE CTOHHOCTH M BOAHO-€NIEKTPONHTHH GalaHe.

Ilpu poGapsHe Ha ApYrH JIEKADCTBEHM IPONYKTH, TAXHaTa O€30MacHOCT N[O BpeMe Ha
fpeMeHHOCT H KbpMEHE, Tps0Ba Aa Gb/e Npe/iBapHTENHO IpOBEPSHa.

4.7. BJIHUSHHE BHPXY CIHOCOBHOCTTA 3A WIOOHPAHE B PAGOTA C MAITHHHK

He ce pasrnexnar.

4.8. HEXEJAHH JEKAPCTBEHH PEAKITNH

B penxu ciyyau € ChODIABAHO 32 CIISIHUTE HEYKEMaHM JIEKAPCTBEHH PEaKiuH, HabmonasaHu
IO BpeMe Ha WK ¢TI NpHiIoskeHHe Ha Plasma-Lyte:

XunepBonemust, TpomOodnebur, penosHa Tpomboza, TMOBHIUEHA. TEMIIEpaTypa, Oonka Ha
MACTOTO Ha IPHIOKEHHE, peaKiis Ha MACTOTO Ha npldslox;emrigz (Imeﬁn;r,\sanormam OT MSICTOTO
Ha HIDKEKTHpaHe, JpasHene H HHGeKiyst Ha MACTOTO Ha

Joknanpanw c¢a Makap M pPSAKO cllydad Ha CBpb
YpPTHKapHs, CBHP3aHH ¢ NpuioxkenneTo Ha Plasma-Lyt
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YectoTa I'pyna orpasu 1 CHCTEMH CuHMITOMM/ peaKiyi
(LLT terms MedDRA 7.0)
Penxu Hapymenus B XunepeoieMus
(1/1,000 no 1/10,000) MeTabONH3MA H XPAHEHETO
CBI0BH HapyIIeHHA TpomGodnedut
Benosna Tpomb03a

Hapymenns B 0011010
CBCTOsIHEE U HA MACTOTO Ha
TIPHIIOJKEHHE

IloBHmeHa TeMeparypa
Bonka Ha MAcTOTO Ha
HNpUiOKEeHAE

Peakiiis Ha MICTOTO HA
NpPHAGKEHNE

POnebHT Ha MACTOTO HA
HIDKEKTHPaHe

Hpazuene u nHQEKIHA Ha
MSCTOTO Ha NPHIoKEHHE

Excrpagazanys
MHoro penku Hapyirenug B nMyHHATa Peaxipdg Ha
(<1/10,000) cHcTEMA CBPBXYYBCTBHTEIIHOCT
ANlepruvysa peaxijs
Hapymienua Ha HepBHATA I'epuose
cHcTeMa
Koma Vprukapus
4.9. ITPEAO3HPAHE

TIpu npenosupade HIM NPH BiAHBaHE C [I0-BHCOKA OT IIPENOPLYBAHATA CKOPOCT ce HabmoAaea
3aN(pHKKA HA BOAA ¥ HATPWiA, KOSTO MOKe Ja JIOBEHS AO €eM, OCODCHO KOrato € Hamuie
Hapymena OnOpeyHa eKCKpelys Ha HaTpui. B To3u caywali moxe ma Obne Heobxomumo
HpOBEXKNAHETO Ha eKCTpa-peHanxa NHanH3a.

EKCLIECHBHOTO HpHIIOKEHME Ha KaiMi MOXKe Ha JOBENE MO XHIepKalieMHd, 0cobeHO MpH
nauMesTH ¢ OBOpeyHH HapymeHus. B Tesu cllyyad CHMOTOMHTE BKJIFOYBAT: NAPECTE3HH Ha
KpaliHHLWTE, MycKyJIHa cnaboct, apanusa, ChpAeUHa ApUTMES, CHPASUSH OJIOK MK ChpeYeH
apect, KaKTO W NpOMEHH B CE3HaHWeTo. JIeyeHHeTO Ha XuIIEepKalHeMHMATA BKAOYBA
TIPHUAOSKEHHETO Ha KanuuH, HuHcynuH (¢ Imoko3a), HaTpues Oukapbonat, HOrOOOMEHHM CMOIH
Wiy quanusa.

EXCLECHBHOTO IIApPEeHTEpallHO MpPHIIOKEHWEe Ha MAarHG3HEBH CONH MOke A3 JAOBEAe HO
XufiepMardesueMus, BKHM CHMITOMH Ha KOSTO ca 3ary0a Ha Abn0OKHTe CYXOXHIHH
pedaeKcH M pecnupaTopHa Henpecus, BCJICNCTBHE HA HEBpPOMyCKyiHaTta Onokajna. [lpyru
CHMIITOME Ha XHIEpMarHe3veMHs ca: rajieHe, MOBPBINAHE, 3a4epBARAHE Ha KOXKATa, JKaKIa,
XUIIOTOHUA BoAeAcTBHe nepudepHa Ba3zoZMNATaliMd, CBHIHBOCT, OOBPKAHOCT, MYCKYsHa
cnaboer, Opanukapimd, koMa M cbpacued apecT. [lauueHT c©BC cynpanetanHa
XuriepMarHesseMus € OMII yememHo JIeKyBaH ¢ aCHCTHPAHA BeHTHIALIMS, KailiHeB XJIOpHA,
MPHJICXKEH HHTPAaBEHO3HO ¥ dopcHpaHa AHype3a C BIMBAHHS Ha MaHHTOA.

EXCIIECHBHOTO NPHAOKEHHE HA XIIOPUAHE CONIH MOXKe Aa AOBeHe Ho 3aryba sa OHkapOOHATH ¢
MOCIeABAIN HOFKHCEHsBaLl edeKT.

ExKCIIeCHBHOTO IPHIIOKEHHE Ha HATPHEB alleTaT H HATPHEB MIFOKOHAT, Koutg ce MeTabonu3upar
mo GuxapSoHATHH 2HHOHH, MOe Aa HOBeAe JO XHIOKagiemus ¥ MerabQuuTHa alKkanosa,
ocofeHo NPH NALMEHTH C Hapyiuera 6b0petHa GyHKIHA. LIl B TER
BKJIKOYBAT: HPOMEHH B HACTPOSHHETO, YMOpa, YHECT H_f@'ffgun;aﬂe,-. Myqrc‘gz'gz a cmaboct |
PUTBEMHH HapyiueHns. MycKysIeH XUIepTOHYC, MyCKYJ/IH @{pén_saﬁmjn TETEIA CHIIO MOraT

!
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Aa ce pa3eMar, Oco0SHO NpH NAIHEHTH ¢ Xunokanuumemus. JleweHHeTo Ha MetabONHTHA
anKano3a, CBbp3aHa ¢ Mpefo3upaHe Ha OuHkapOOHATH, ce CBCTOM OCHOBHO B HOIXOAAINA
KOPeKL{¥s Ha BOFHO-EIeKTPOIHTHISA OanaHc.

Ilpu noGapsine Ha JNEKAPCTBEHH MNPOOYKTH KBM MHGY3MOHHMA pa3TBOp, CHMITOMHTE Ha
OperosHpaHe ca CBBP3aHH € BuAa Ha fAo0aBfgHM# Npofykr. B cioyualf Ha HHNHACHTHA
cBpBXHH(Y3H JIeYeHHeTO crefiBa Ja OB NpeKpaTeHo W NauMenTa Aa Obne HabmomasaH 3a
CHMITTOMH CBBP3aHil ¢ NMPIIaraHus NPOonyKT. AASKBATHO CHMITOMATHYHO JleueHue Tp:AOBa a
ce TpeAnpHeMe, KOraTo &€ HeobXomumMo.

5. @APMAKOJOIHYHM JAHHHA

5.1. DOAPMAKOIUHAMIYHN CBOMCTBA
@apMakoTepaneBTHUHA rpyna: EnexTponury
ATC xox: BOSBBO1

Plasma-Lyte 148 (pH 7.4) e H30TOHMYEH pa3TBOp Ha eNeKTponHTH. CBCTaBBT H
KOHIIGHTpAUHATa Ha PA3TBOPA CHOTBETCTBAT HA TE3# B YOBCILIKATA IJia3Ma.

(dapmakonoriyHuTe cRolicTBa Ha Plasma-Lyte 148 (pH 7.4) ca cBLp3aHM ¢ HeroBus CHCTaB
(Boaa, HaTpHii, Kanui, MArHE3HH, X1TOp, aleTar H IIOKOHAT).

OcnoBert edexr na Plasma-Lyte 148 (pH 7.4) e nomaspxaHe Ha H3BBHKIETHYHUA
KOMIIAPTHMEHT, KOMTO BKIIOYBA KaKTO WHTEPCTHIHANHATA, Taka H WHTPaBacKyJapHaTa
TEYHOCT.

HarpreBuaT auerat ¥ NIIOKOHAT ce Merabonuzupar Jo OukapboHATHM COMK M KaToO TAKHBA ca
anKanu3upaily areHTH.

Ilpa gpobaesye Ha JiekapcTBeHM mnposykrd kbM  Plasma-Lyte 148 (pH 7.4),
dapMakoauHaMIYHKTE CBOMCTBA Ha pa3TBOPa 3aBHCAT OT BHAA Ha N00aBEHHTE MPOTYKTH.

5.2, PAPMAKOKHHETHYHH CBOHCTBA

®dapMakokuseTHuTe ceoficTea Ha Plasma-Lyte 148 (pH 7.4) ca cBbp3anK ¢ HETOBHA HOHEH
CbCTaB (HAaTpUii, Kayi, MATHE3WH, XJI0p, alleTaT U IMIOKOHAT),

AneratuTe ce Merabonmsupar no OukapOOHaTH B MyCKyiauTe W nepudepHuTe ThKaHu, Oe3
YHMacTHETO Ha HepHus npof.

Ilpu nmobapsHe Ha HeKapcTBeHH nipogyktu kbM  Plasma-Lyte 148 (pH 7.4),
dapMakoKHHETHHHUTE CBOHCTRA Ha PasTROpPa 3aBHCAT OT BHJA Ha A0oDaBEHHTE MPOAYKTH.

5.3. JTPEAKINHEITYHE JAHHAY 3A BE30ONNACHOCT

Ipenknupnunure naHHu 3a OesomacHoct Ha Plasma-Lyte 148 (pH 7.4) mpum >xMBOTHM HE ca
pesIeBaHTHY, Thif KaTO eNIEKTPONIMTHTE Ca HOpMAaJHa ChCTaBHa YACT Ha IJIa3MAaTa NPH JKHBOTHHUTE H
YyoBeKa.

He ce o4akpa nosiga Ha TOKCHYHH €(EKTH NPH KIHHHIHOTO MPUIICKEHHE HA IPOTYKTA.
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6.

DAPMATTEBTHYHHM TAHHH

6.1. CIMCBK HA IIOMOIHUTE BEIMECTBA
Water for Injections

Sodium hydroxide (gs pH)

6.2. HECHBMECTHMOCTH

Ilpemn noGaBsHe Ha JpYrH JIEKAPCTREHH NpOAYKTH TpAdBa fa €€ TNpPOBEpH TAXHATA
CHBMECTHMOCT ¢ pa3TBOpa B caka Viaflo,

Tpabea na ce B3emar HpeaBuy “Ykasanusara 3a ynorpeba” Ha JieKapCTBeHHs NPOLYKT, KOHTO
e Ose go6aBaH KEM pasTBopa.

IMpeny mobGaesiHe Ha JIEKapCTBEH NPOAYKT CHENBAa Ja Ce NPOBEePH HEroBaTa pasTBOPHMOCT H
cTaBUNHOCT BHB BOAA NpH ¢boTBeTHOTO pH Ha Plasma-Lyte 148 (pH 7.4) (pH 6.5 - 8.0).

Te3u JIeKapcTBEHH LPOAYKTH, 32 KOHTO ce 3Hae, Ye ca HeCheMecTHMH ¢ Plasma-Lyte 148 (pH
7.4) ge TpsAORa Oa OBAAT H3NMON3BAHM.

6.3. CPOK HA TOJHOCT

Cpox #a rogHoCT: 18 meceya 3a cax om 50 mi
2 200unt 3a cax om 100 ml
30 meceya 3a cax om 150 ml
3 200unu 3a carcee om 230 mi, 500 ml and 1000 mi

CpoK Ha rogHOCT IO BpeMe Ha yHoTpeda:
JoGaBsin TeKapCTBEHH MPONYKTH
XumuryHara @ QU3MuEa crablTHOCT HA BCEKY eIUH KOOaBgH NPOMYKT NpH
napenoto pH Ha Plasma-Lyte 148 (pH 7.4) 8 caka Viaflo Tpabea na 6sze
yYCTAHOBEHA NpeH yroTpeda.
Ot MuKkpofrOAOrHYHA THeHa TOYKA, Pa3sTBOPET TpsOba Ja Oble H3non3BaH
10 24 uaca chel CMECBaHETO H ChXpaHgRaH HpH TeMIeparypa oT 2 po 8°C,
HE3aBHCHMO Jajli TO € OWIO U3BBPLUCHO NPH BANUAHPAHH H KOHTPOAUPAHH
acenTHYHH YCAOBHA,

6.4. CIEHHAJHY OPEANASHH MEPKH ITPH CbXPAHEHHE

Tozn JIEKapCTBEH NPOAYKT HE H3IUCKBA CIICLUATHK YCIIOBHA 34 ChXpaHEHHE.

6.3. JIAHHH 3A OTIAKOBKATA

PasTBOp®ET ce npemiara B cakome Viaflo, KOMTO ¢a CBCTaBEHH OT NOMHONE(HH/MOAHAMEL
(npecoBarm PL  2442). CakoBere wuMaT ® BTOpO MPOTEKTHRHO ¢omHo  oT
[OJIAMM/ TIONMTIPOINAIEH, KOSTO HMa 3a LeN A4 3anasy HeloCTTa Ha ONaKoBKAaTa.

ITnacTMacoBrHTE CAKOBE ca ¢ BMecTamocT 50, 100, 150, 250, 500 1 1000ml.

KaproHeuute onakoBk# chappkar: 50 caka or 50mi, 50 cakxa or 100ml, 35 caxa ot 150ml,
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6.6. VYKA3AHNS IPH YIIOTPEBA

WsnonzpaHuaT pasTeop TpgOBa fa € Oucrhp, 0e3 BHIMMM HYacTHIM M ONAKOBKATa Ha € ChC
3amaseHa sanocT. la ce mpHiiara HENOCPEICTBEHO CISH CBBP3BAHE HA caka ChC CHCTEMATa 3a
undyaus.

UsBaxnaHeTo OT BTOPHYHOTO MNPOTEKTHBHO (omuo TpabBa Na € HeNoCPSACTBEHO TNpEeAu
ynotpebda.

[IBpBHYHATA ONTAKOBKA OCHTYPSBa CTEPIIHOCT Ha NIPOIYKTa.

CakoseTe a He Ce CBBpP3BAT B CEPHM. TaKbB HauMH Ha H3NON3BaHE MOXE Ja HOBEAE 10

BE3AYIIHA 3M60J'[HH, AbIDKalla ¢€ Ha OCTATHUCH BB3AYX H3ITErNiCH OT NBPEHA Cax, IIpCAH
INpHNOKCHHRETO Ha pasTBOpa OT BTOPHA Ja € 3aBbpIInIIO.

PasteopsT TpsOBa Ha ©6 HpWRara CbC CTEPUAHH HMH(Y3HOHHM HaOopH NpH cnasBaHe Ha
acenTHyHa Texuuka. HMudysnonuusT Habop TpaGea Aa Mpuidra INTBTHO KM Caka, 3a Ja ¢e
u3berye HaBNIH3aHE HA BE3YX B CHCTEMATA.

JlexkapeTBeHM NPOIYKTH MOXE Jia ce HOOABAT KaKTO NMpefH, Taka ¥ IO BpeMe Ha MHQY3HATA,
KaTO ¢e H3M0Ji3Ba CHOTBETHYS OTBOD 33 HIDKEKTHPaHE.

Tpu gobassiHe HA JieKapcTBEHH NMPOAYKTH Aa C& NPOBEPH W30TOHMUHOCTTA Ha pazTeopa. Mla ce
OCHI'ypH BHHMATEIHO ACENTHYHO cMecBaHe. PasTROpH, ChABpKAIM JOOaBESHH NEKAPCTBEHH
MPOAYKTH TP:OBa Aa ce M3LONIZBAT BEfiHAra ¥ Ja He ¢e ChXpaHsBarT.

Jobapasero Ha APYrH JeKapcTREHH NPOAYKTH MK M3NOA3BAHETO HA HEMOAXOMAMa TeXHHKA Ha
TIpIIOJKeHHE MOJKe Aa NpeNusBHKa Nossa Ha (eOpnnna peaknusa, Ab/DKaila ¢ Ha BepOATHO
HaRNK3aHe Ha NuporeHH. B cilyuail Ha HexeNlaHa NieKapcTBeHa peakuua HHysuaTa TpsOBa ha
ce NpeKpaTH BejiHara.

Pa3TOpPHT € npeHa3HaueH caMo 34 eNHOKpaTHa ynorpeda..

Besiko HeW3IION3BAHO KONMYECTEO MM OCTaThK OT pasrsopa, TpADBa Ha ce YHHINOKH IO
TIOOXOAALL HAYHH.

I{a He Ce H3MOA3BAT YaCTHYHO H3IION3BaHH CaKOoBe.

1. Orsapsane
a, OTCTpaHeTe ropHOTO IPOTEKTHEHO (ONHO HENIOCPeACTBEHO peay yrorpeda.
6. Tlpocrenere 3a OKONO MHHYT2 Jaliyl HMa H3THYAHE YPe3 JIeKO NPUTHCKAHE Ha caka. AKO
Ce¢ YCTAHOBH W3THYAHe, M3XBEPHETS TO3M PasTBOP, ThH KaTO CTEPHIIHOCTTA MOXKE Nia ©
HapylieHa.

8. Ilpoeepere nany pasTBOPHT € GHCTHP, KAKTO M 3a OTCHCTBHE Ha Wy’KAHM YacTHLH. AKO
pa3TBOPBT He € GHCTBp HAH ChABpPKa Yy IM JacTully, TpsabBa xa ObIe YHHIUOKEH MO
NOAXORAN HauKUH.

2. TlonroroBka 3a HPRIIOKEHUE.

UsnonzeaiiTe cTepHIHM KOHCYMATHBH 33 HOATOTOBKA H IPHIIOKEHHE.
a. Okauere caka Ha IPEABHAEHOTO 3a TOBA MACTO.

6. OTcTpaHeTe nacTMacOBHA NpPeNasiTel] Ha OTBOPA 33 BAuBaHE, HAMHpAILL ce HAa ALHOTO
Ha caka..
B. ManonzgaiiTe acenTHuHa TEXHUKA 38 MPUIOKEHEE.

r. [TocraBete HaGopa za npuioxenue. IIpouerere BHAM
MIPHIIOZKCHHE HHCTPYKLIHA.
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3. Texnuka 3a nobapgHe Ha JIEKapCTEEHH NPOAYKTH
Banmanue: JlobapeHKTE TeKapCTBEHH NPOAYKTH TpsOBa Aa ¢a CbBMECTHMH.

Hobasamne na nexapcmeenu npodykmu npedu NPULONHCEHUEMO

a. JlesuHpexnupaiite 0OTBOpA 38 HEDKEKTHpaHE.

0. HM3rionapaliTe cipuHHOBKa ¢ pasmep Ha urnara ot 19 G (1.10 mm) no 22 G (0.70 mm),
NyHKTHpaiiTe OTBOpa 33 MHXKSKTHpaHe i HIKeKTHpaiiTe.

B. CMecete pa3TBOpa M JIEKapCTBOTO Jo0pe. 3a no-KOHUEHTPHPAHH PA3TBOPH KaTO KallHeB
Xiopun, npobuiite OTBOpa 32 WHKEGKTHpaHe BHHMMATENHO KA4TO Io NPHABPKATE B
H3TIPABEHO ITONOKEHHE H CJIe], TOBA CMECETe.

Buumanne: He cpxpanspalite cakose ¢ Beye N00aBeHU JIEKapCTBCHH HPORYKTH.
Hobasane na nexapcmeenu npodyKmu 1o epeme Ha NPURONCEHUEMO

a. 3arsopeTe KiaMraTa Ha WH(Y3UOHHATA CHCTEMa.

6. Hesundekuupaiite oTBOpa 3a HIKCKTHpaHe.

8. HMsnonzpaiite cnpHHUOBKA ¢ pasMep Ha uriaata ot 19 gange (1.10 mm) o 22 gauge (0.70
mm), MyHKTHpaiiTe OTBOpa 3a HIKEKTHPaHe ¥ HIDKEKTHpaHTe.

r. Ceanere caka or MeTanHara c¢Toiika U ro nNocTasere B MPaBO XOPH3OHTANHO MOJIOKEHHE.

4. Upes BHHMATENIHO MPUTHCKAHE Ha caKa eBaKyupalite no0aBenHs NeKkapceTBeH IPONYKT OT

MSACTOTO Ha NIPUIIOKEHHETO MY.

CMeceTe pa3TBOpa U MeHKaMeHTa go0pe.

>%. BEpHeTe caka B H3XONHO [TONOKEHHE ¥ TIPOXBIDKETE TIPHIICKESHHETO.

o

7. HME H AJPEC HA IPUTEXATEJA HA PASPEINEHHUETO 3A YIHHOTPEBA.

BAXTER AG
Miillerenstrasse 3, Volketswil
CH-8604, Switzerland

8. PEIHMCTPAITMOHEH HOMEP B PETUCTHPA HO 4L 28 OT 3JICAXM.

9. JATA HAIIHPBO PA3PEIMIABAHE 3A YHOTPEBA HA JIEKAPCTBEHHMA OPOAYKT.

10. JATA HATIOCIHEIHATA AKTYAIN3AWSA HA TEKCTA.
25 romn 2005
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