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free flex 500 mli
Volulyte 6%

solution for infusion

Hydrexyethy! starch (HES 130/0.4) in an isotonic electrolyte

1@p | solution
1000 mi solution for Infusion contain:
Poly{O-2-hydroxyethyl}starch 60,009
! - Molar substitution: 0.38 - 0.45
| -Mean molecular waight: 130,000 Da E
Sodium acefate trihydrate 463g
Sodium chloride 6023
200 Potassium chiorida 0.30g
Magnesium chloride hexahydrate 0309 | =
Electrolytes: Ma* 137.0 mmoll, K* 4.0 mmold, Mg~ 1.5mmald, | 2
Cl 110.0 mmall, CH,COC" 34.0 mmol/ §_
Theoratical osmolarity: 286 5mosm/| | @
Titratable acidity: < 2 5 mmol NaOH/ E
pH: 57-65 | B

Sodium hydroxide, hydrochloric acid, water for injection

— Intravenous ysa
Read the packaoge leaflel before usa. For single use only. Keep oul
of the sight and reach of childran. Use enly clear, particle-lree
solutions and undamaged containars.Thea product should be usad
immeadiately atiar first opening, Any unused solution should ba
discardad Do not [reeza. Any unusad product or wasle matarial J
should be disposad of in accordance with local requirements.
Remove the overwrap Irom tha polyolafine (freefisx) bag prior to use,
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Rx - Thudc ban theo don. Boc ki huong dan sirdung fudc khi dung e thude xa Em vol cia T8 em.

Volulyte 8% - Dung dich fruyén tinh mach, Ui 500 ml. M&i 10i chira: Hydroxyethyl starch
30g; Nairi acetat tnhydral 2,315g; Natr clorid 3,01g; Kal clorid 0,15g. Magnes! clorid hexany-
drat 0.15g. Chi sii dung néu dung dich khdng bi van duc va bao bi khang bi hur hal Ding
thude ngay sau khi mé bao bi. Phan thuoc khong dung nén bd di. Khdng bao quan o nhigt d6
trén 30°C K]'16nghﬁﬂng lanh. Chi dinh, chéng chi dinh, céch diing, ligu ding va cac thing tin

Lamng

khac: xem dan si¥ dung dinh kém.
ggﬂii(ﬁ SX. . NSX ddimmilyy: HSD: dd/mmiyy
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THUGC BAN THED 80N,
£0C KY HUTNG DAN SUF DUNG TRUTIC KHI DUNG.
PE TRANH XA TAM VOTVA TAM NHIN CUA TRE EM,

Volulyte 6%

Dung dich truydn tinh mach

Thanh phan - .
Hoat chilt Ham lwenal 1

| ) 500mil i
Poly(D-2-hydroxyethyljstarch 30,009
- B thay thé phdn W 0,38 — 0,48
- Trgng lwong phan Wr rung binh

1300000 =

_Natri acetat trinydral S 2359
Matri clovid 3.0 g
Hall clorid 0,159
Magnasl clorid haxahydrat [tRER-
Ta diroe

Céc chilt dign giai

N&" 137.0 mmolll
K 4,0 mmali
Mg™ 1,5 mmalf
cr 10,0 mmolf
CH:COO 24,0 mmolf
WNhng 34 thdm thiiu Iy thuyél 2885 mosm/
Chuodn df sl < 2.5 mmol NaQH/1
pH 57-84
Chl dinh

Volulyte 6% duge chl dinti trong dibu tri glam thé tich luln hoan
do mil mau cip & Ivn wi (rd em khi vige sir dung dung
dich truydn dorn thudn khéng mang lal higu qud ddy 40 (xam
Ih&m muec Lidu ding va Céch ding, Ching chl dinh, Canh bao
vé Thén irong khi s dung). Dich nay khéng thay thé cho héng
chu hode cac ybu 18 ding mau trong huyét teomg

Chéng chi dinh

Khéng st dyng cic san phdm chia hydroxyetnyl siarch (HES)
chi cas Inremng hop sau!

= Quh min vin duge chdt hodc cdc ta duge trang thanh phén
chib phiim

o Nhi&m tring huyé

« Bang

« Suy thiin hodic oing kéu phap thay thd than

»  Xudl huybt nfio hodc xult huyét ndl s¢

« B@nh nhin ngng (dieu b tai cac khoa didu b tich cyc)

= Mhing tinh trang cb nguy co qua Al dich, B3c bidt truémg
hop ph phii va suy fim sung huybt

+  Thira nirdo

»  MAL nurde

« Téng kall huydt

« Tang hatrd huydt nghidm Irgng hodic 1ing clo huyét nghigm
trgng

« Suy giam chirc ndng gan nghiém trong

+  Cotidn sir rbl logn chdy mau hode dong méu, rdi laan déng
mau nghidm ong

= Bénh nhin ghiép tang

Ligu ding va Cach ddn

Volulyte chi ding d& truyén tinn mach

Dung dich Volulyle 8% duge s dyng gion han d& paye ndi ind
lich tuhn hoan ban diu choe bgnh nhin voi thin gien sdr dung
khdng qus 24 gio. Lidu ding hang ngdy vi e db lruydn ty
thuda vao tinh tfrang mét mau cia bénh nhan, vao khd nang duy
il hodc phue hdi ok trang huydl 88ng hoc va tinh frang hoa
|oSing méu (do tac dung héa logng mau),

Trong véng 10-20 mi dich uybn ddu, luyén thude cham va
theo d&i chal chE tinh trang bénh nhin d& phal hign sém chc
déu higu cha phan img dang phin vé

Nowér lim

Liu hang ngay t8i da khéng qua 30 mi dung dich Volulyte 6%
cho 1 kg hé trong

Sir dyng dich truyén Valulyle B% wiyl liku thap nhit cb higu qua.
Trong qué tinh ding thude, cln theo dal lién tuc huydt dbng cila
bénh nhdn va nging truyén dich ngay khi dat duwgc muc béu
huy$! dgng phii hop. Cha ¥ khing s dung vweet qua lidu 1ol ga
khuydn cdo

Treem

Cac dlr iy vit dd an 1oan cla dich tuyén HES trén e am con
han ché: do a4, ehi khuyén co si dung dich ruydn HES tién
dii lreing bénh nhan ndy theo cdc hudng ddn didu ui Nién hanh
clia 855 Y 1.

Litu durﬂ cho iré sm nén phu hop v nh cdu dich keo cla
méi i thd banh nhiin, co tinh dén linh trang banh B3, cimg nive
huyél déng hoc va tinh trang mét nwedc (em muc Duge lve
hige).

Canh bao va Than trong

7 nnfrng bénh nhan mac bénh nang, cac oich finh th nén dwgc
si¥ dung triedre Lign, v cac s&n phAm HES chi nén ding néu cde
dich tinh th& khing a0 @& dn dinh lnh frang cua bénh nhan, va
néu lgi fch cda vigc alr dung diree Janh gid oot i so vin
nguy cof

Do phin Umg df tmy (dang phan v&) oo ihé xdy ra khi sdr dyng
dich truyén HES, bénh nhan sl dung thube cn duge heo 96l
chidt ché va truyén dich vir 1 8 chdm (xem thém mus Tas
dyng khong mang mudn). NhOmg phan (mg phan v (1dng mén
cam, cde Irifu chirng gia com nhe, nhip lim cham, nhip m
nhanh, co that phé quén, phi phdi khéng do tim) 8 dugc ghl
nhén khi ding céc dich truyén chira hydroxyelhyl starch Néu co
phin tmg qua min xdy ra, chn ngung ding thude rgay lap e
va ap dyng cic hién phip hi g diby tri thish.figp oo dén khi
hét cac trifu chirng (xem myc Téc dung khing wmag udng,
Priy thusl vi chin thyona, Je “]

Céc dir lau vé 4 an toan dal han cha dchn"HES trEn
biEnh nhin phu thudtichan (heong cobn hen ché; do 48, cin bl
y 1& clin than Lgng cén nhic gilre 1ol ich cd thé dal duge va
nhirng nguy co tigm &n dal han cén chura dugc hidu ddy 4o kni

sir dyng dich truydn HES, C6 1hé can nhéc cac i chon didy 1)
sdn oo khie.

Thén trong cin nhac khi chi dinh dich truyén HES 88 b8 phy
dich cho bénh nhin wé tidn hanti thea d&i huydt dong thiromg
xuydn g8 kidm sodt &y ding va thé tich dich cla bénh nhan
(xarrn mue LiSu ding v cch ding).

Teéinh tinh trang lng thé lich djich qua mire do qué lidu hoje
troyn gqua nhanh Lidu ding can duge higu chinh cén thén,
dic D@l trén nhirng bénh nhin cd vin d& v& phdl va tm-udn
hoan. Theo ddi chét ché e3n bang dich va dign gidi cla bénh
nhan

Chéng chi dinh sl dung cic san phdm dich truybn HES trém
bérh nhan suy thin hodc ding cae HEu phip hay thé thEn (em
muyc Chdng chl dinh). Nglmg truyén HES rigay khi bénh nhin b
cac déau higu 140 theeng thin dau (ign, Do d3 c6 bao cdo vi sy
1ang nhu chu cdn ding féu phap thay thé thin =au 80 nga
ding dich truydn MES, khuyén cao theo dai chire ndng Ihan &
virl bénh nhin trong il nhat 80 ngay,

Trénh ding thubc cho nhitng bénh nhdn cd tén sir rdi loan
chile niing thiin. Ngung ding Volulyte ngay khi phat hidn o6 diu
hidu 180 thureng thén oo lién quan tén lam sang

Thye hidn cdc chi ¥ thdn eng 48 thd khi didu i she cac Al
lwgmg banh nhin suy glam chle niing gan hose bénh nhén rdl
loan déng mau.

Trann (inh trang pha lodng mau nghiém trong khi dung lldu cao
djch biuyén HES ién banh nhan glam ind lich ludn hoan.

Mgimg truybn HES ngay khl b&nh nbdn co cac ddu higi rdl !u;n
d8ng mau, Trong trwdng hop vlin e lue st dung dich truyén
ndy, cdn theo d8l cac chi s vé ddng mau cia bénh nhan,
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Khing khuyen cac st dung dich truyér HES trén bénh nhan Gén
hanh ghiu thudt tim b cln dat ludn hodn mgedl oo thd do mguy
cor chiy edu gud mie,

Gin theo 61 1k trang déng mau cla cac bann nhan rd qua
phi thuat tim mé oo =i dung cau rdi tim phdl vi tinh wang
chay mau qua mus 38 duge bdo cae kni ding cde dung dich
HES lén nhim bénh nhdn nay.

Tranh gud 13 dich, nén diéu chiab & ding tién shiing bénh
nhan o 8l loan chirs nang Tim v than,

Tinn trang dich va bz 4§ truyén cdn duge denh gid aimy
wuydn trong swdl qua trink €8y i, dde BIdt 1en nhimg bénh
nban suy tim hode rdl lean chive ndng than nohiém treng

Trong tredmg hop 5 mét nuds nghldm frong, liede (8n nén
fruy&n cung dich tinh tha. Nhin chung, cin bl @0 dich ¢ tranh
il e,

Cin cham sic 452 biét nhimg bénh phian oo rdi loan dign gidi
Trong lewéng hop nhidm kléw chuydn noa vA cdc tubmg hop
ldm sang cln lranh kiam hia, nhimg gin pham lworg e b
dung dich chis HES 13000 4 trong dung dich 0 9% Natn dorid
nén dune iwa ehen hon 1a chgn dung dich kidm héa manh ahue
Velulyiz

Banl g 15m s8ng vi k81 ngmém hudng quy 1A cAn Thidl dé
theo dé&l can olrg dich, nng 4 cdc chil dién gial Irong huyéd
(hanb, cikt nang thin. can birg tosn — kikrn, vi cac ihing 86
ding mau trong tedmg hop pridi didu t kéo d8) qua dudng (Tnh
mach hodc ¢ dap Ong theo yéu cdu cla linh frang cha oénh
rihdn. Cén thoo déi chive néng gan oba pénh nhéEn s dyng cas
sin phim HES, bag gdm Volulyte,

I em

Cac dif 1180 vé 44 an toan cla dich truydn HES trén 1ré em cén
lian ché, do 34, chi khuydn cao s dung dich uydn HES Wen
{5i frgrng 08NN NHaR nay theo ciiz meemg diin didu v nign hann
clia BE Y 18 (ke migs Ly ding va cach ding),

Twong tac thube

Hign chira cé neong tie ndo vl cac Tude knac hode cée san
phdm dinh durdng khic durgs bao cao,

Nan xem a8l i el dung dong thin vol cda thude khac vi o
thé gdv ra linh trang gilr kall hade natrl

28y hdn tng tam d) men amyldse trong mau seu Khi 50
dyng hydroxyetnyl starch of thé gay nhim &0 voi chén dodn
Wi Y.

Khi ating 14w g0, nhitng tac dung pha kg od 08 gly giam
cde yéu 14 ding mau va cac prolein huyét fleong khéc vi @m
giam haematocrt

Eir dung eho phy nik eé thel va eho con bu

Chira cd d liEu I8m sang v vigc dung Volulyte cho phu nd o
fhai

Chi cé mot sd [t 3 lidu rghién cou 14m sdng w8 st dung by
don cung dich HES (130/0,4) 8% & phy ndt sinh mé ©6 gay &
tiy séng Khing thay dung dich HES B% trong dung dich 0,9%
Malrl clorid c& anh hudng xiu g sy an lodn ela ngudn me
clng nher ré s 2inh.

Cig nehian ol tran ding wat khdng cho thay céc téc dung nguy
b 8 v sy mang thal, sy phal tidn mia phai v Ikai, Fong
gud trinh sinh 3é va sy phal tridn sau khi =inh, Khdng cb bing
chirng vé tac dong gay quai thai.

Cung cich Voluiyle chi nén ding cho thal ghig khi 68 cén nhac
ool Fich wa gy o od thi sdy ra @8 vl ohid thal

Chis ¢3 o gy vé 50 dung Volulyle vorg gial doan chuyén dg
v sinh nd triy cde wdmp hip s'nh md. Ghi s dung khi 1hal sy
chn hide

Srws bet ko thube oo 381 vio sie me hay khdng, Vi nhita
thudt cd kha nang U vao sia me, ¢in 1080 trong Khi tuvén
Wolulyte cho phy ni ohs con b

Anh hugng dén kha nang 141 xe va vin hanh may
Vohilyle khiing lam &rh nedng @&n khd nding 8 e va van hank

may,

Tiée dung khing mong mubn

Cac Mic dung khing meng mudn Suwes xac dinl niwe sau A&
ohd Bign [(=0/10), thuong thay [2i/900 dBa <1/10), K thé
(2141000 ada <1/100) Kidm thiy (>1/10000 ¢én <11000), rdt
hidim {<1/70000), tan xude chire /5 (khdng wie ltmg dupe e dib
fiéy sdn ci)

Cdc ril foan hé mdu v& hé mack bach huyét

Fitdm thdy (ki dting bdu caol: khi st dung hydroxyethyl starcn,
cac i loan v& dang méu ngodi nhl’m% {6e dirg Wy hign weng
pha lofng cb the xdy ra 0y Mhude vdo Hdu ding

Céc rol loan vé hé thdng mién dich

Hidm thay) Cde san phim cé chira hydroxyethyl staroh ed (bt
ol 20 cac phidn ong phan v§ (qua man. cac tigu shimg gidng
phu Bl etm, ship tim ehém, rhip tm chanh, co théi quan,
phil khimg phal nguyén nhdn do tm hede phdl) Néu xdy ra
phén ung qud min, ngung ding tubc ngay e e va dp dung
cat blan phap hE trer didu tr] thich hgrp cho dén khi hdl cdc trigu
chung.

Cae vl loan vé da vi cdc ma dudi da

Thudng thiy by thude véo gy ding) Bifu bl kéa da v lidu
can hydroxyathyl stareh of thé gy node, duge bidt nho & mt
iac dyng kkhaéng mong mudn oa hydoayetil slarch

Car khio 54 khac

Phd pidn fdy thude vio Hdu dimg) Niing 65 men amylase (miy
méu o 1hé tang cao trong khi 50 dung hydroxyethyl starch va
ch thé géy nbhdm 18n wi chdn duan viém tuy. Nbrg dé men
amylaze b ting cae do sy fgo lhdanh cac phirc Hop cha
hydroxyeinyl sfarch va enzym lam giam téc 06 dao thal va
khing duge col th mal chin dedn vidm Ly

Bh bidn {tiy thude véo i ding); Khi ding Hhu cag, the dung
him Indng co thé cBn dée s hoa lodng leong dng cac thanh
phin cis mau nnw cac yéu 18 d8ng mEu v cic proien khao
clia mau va dan dan vise lam gidm chl s harmalgedl |

Thr thuong gan < kiding 8 thn sudl (kndng thé e tinh tir cic
d¥ i hitn ca)> 5

Téin fhuong than < khéng 16 thn suft (kndg thixkon nh tir cae
dir ify hign e)r L
Théong bao che bae 5§ cac lac dung khdng mong mudn gip
phai khi ding thude.

Qué |idu

Giing gidng nhw cac chdt ay thé ihé tich luln hodn, qué By
o thé dfin dén qud tal he i hodn (vl do niue gay phd ohéi),
Trong trudmg bop nhe thé nén ngimg ruydn ngay va néu cln
thigt ngn ding thude i hidu,

Dac @idm duge lue hoo
M3 50 theo ATC! BOSAADTY

Mt duege didn i Thay ihé huyst twong va cac ché phim
proleirn khae clm huydt rong,

Host cndt HES 130/0.4 (& mgl chdt ¢dn xull ola tnh b3t oip
sa0 chl yéu chira endt trang hep dwimg (amylopecting bas gém
Uil hoe 13 nhing dom vi duing ket ndt o-1 .4 v nbiew chanh a-
1,6. Volulyts '& mat dich keo nhdn tao ding trong ligu pluip (ha
this thé fich, Nhdng tinh chit duwec 1§ phy thube vao sw thay 1
phifin tir bang anidng nhom hydracysthyl (0.4), trgrg *u‘gmg nhan
it trung bink (130,000 D), néng 45 (6%, 1Y 18 thay thi (ty 1§
CafGa) %4 % 811 cung nha 8L dlng va 1o 45 truyen, Dé mo 13
fihing s tnh bong Loy phdn i va st thay thé phan i cls
HES bong  Voluivie, mdt hop chll dugs hidl ke nhu HES
£30i0.4. Sy lhay thé phiEn o ihdp, trgng leomg phin 1l wis
ol vA phdn bb tigng lwong phin WD diy cia HES 130604
chira trong Volulyte gop phdn tee ra nhing t4s curg hidu ich
en dirrs dong hon va 14e ddng thé Hieh néi mach

Triydn 500 mi dung dich leong by ci chiea HES 130/0.4 (5%
trong dung dich 0.8% Metri clorid frong 30 phit cho nhing
gl tnh nguyen, che mit k& qua tAng tha tleh fuldin hodn dn
dinh béing 100% thé tch dich @3 luydn vao va kéo dal tie £ gén
& gy

I Deuischland
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Sy hoan ddi déng thé lich clia mau voi HES 130/0,4 trong dung
d]u;h 0,9% Natrl clorid duy trl thé tich tudn hoan trong it nhét 14 6
aid.

Volulyte co chira cac didn gidi nhie Natr (Na®), Kal (K'),

Magnes: (Mg™"), Cloria (CI') va acetal (CHyCOQ') thea mil ty 1§

ding Inrong, Acetal 18 ml anion cb thé chuyén hda dugc bl

ﬁ? hoa frong cac co quan khac nhau va nd co tac dyng kiém
a

Volulyte co mdt legmg nhé clond nén chong lai s Gién Inén cla
tintt trang toan hia do tang clorid rong mdu, dic bidl 1B kh chn
phil truyén lwgng dich lem hodc khi bénh nhan cd nguy cor tidn
irién toan hoa chuyén héa,

Trong phidiu thudl tim, mire clord lrong méu Ihdp hon déng ké
va muc bazo qua muc dugc ghi nhan 15 m tinh il hon khi ding
Valulyte so v&i dung dich HES 130/0.4 (%) trong dung dich
0,8% Natrl clorid.
S dung cho {ra em
Chua oo nghién ciu lam sang nae dupo fén hanh voi san
pham ndy Irén tré em, Tuy nhidn, co cdc dir kién (am sang v
yiéc s dung mdl sén phdm lwong ly chira HES 130704 (B%)
trong dung dich 0,9% Natri clond. Trong mét nghién cou voi
san phdm tiromg ty chira HES 130/0.4 (6%) trong nurgo mudl
0.9% & tré =0 sinh va tré nhd < 2 1wéi phai trii qua phiu thusl
diee chon ngdu nhidn dang dich HES 130/0 4 trong nude mudl
0.9% (N=41) hodc dich albumin 5% (N=41), Lidu trung binh ciia
dich HES 130/0.4 trong nrde mudl 0.9% duge ding 14 16 = 8
mifkg.
Trang mol nghién ciu b sung, tré em tr 2 <12 WA tral qua mb
tim dwge ding ngfu nhign HES 130/0,4 trong nurde mubl 0.9%
ghéﬂ:} m?fu dich albumin 5% (N=30). Libu dung trung binh |
£ 11mi

San phdm nay cé thé sir dung cho iré em sau khi can nhic ky
Wefmg gira o4 ichinguy ¢or (dde bibt & tré dudt 1 Wbl ed nguy
oo nhtﬁ'n toan lactic dgc lap voi san phdm) di'a trén iinh Irarli
bénh. clng nhu link trang huyél dfng va meés trong co 1h
{xam myc Libu ding va Cach dimg)

Sir duna cho phu nir sinh mé

Nhing di Héu 1dm sang vB vide sir dyng mit lidu don HES
130/0.4 (6%) trong mrée mudi 0.8% cho phy nir sinh md cd gay
W& ty sbng con han ché. Tan sut ha huyét ap thip hon déng
ké khi ding HES 130/0.4 (6%) két hop dich tinh thé so wii don
trl iy dich tinh thé (36.6% so vol 55,3%), Nhin chung,
darh gia v& hidu quéd cho thay nhitng Igi ich dang ké cia dich
HES 120/0,4 (6%) trong phong hgira ha huydt ap va gidm s 1dn
xulll Hign con kg huyél dp nghigm trgng sa v nham dich finh
1hé ddi chimg.

Bac dibm dwrge ding hoc

Dugpe ddng hoc cis hydroxyethyl starch (4 phirc 1ap va phy
thude vao trgng (wong phin e, va chl yéu vao 48 thay thé phan
tr va kidu thay thé (ty 1§ Ca/Cs). Khi truyén qua duémg tinh
mach, cdc phdn W nhd hon ngudng loc cla thén (60.000-
70.000 Daj nhanh chdng durgc bai it vao nude tidu trong khi
cac phén Wr In hon bi chuyén hba bdl men e-amylase trude
ki csc gdn phdm gidng hea bl bal 1ét qua thjn,

Trong heeng phin I trung bink tong Sng nghiém eda HES
130004 trong huyét leong 16 Ilx 70.000 — 80.000 Da ngay sau
khi iruyén vae va vAn con Iém hon ngwdng loc cia than trong
sudl thed gian dida tri,

Thé tich phan td 13 khoang 59 L. Truyén dich trong vong 30
phut, ndng 38 HES 130704 (8% vln cbn cao 151 756% nbng 46
i da Sau 8 gi&, nbng 85 rong huyél luong gidm con 14%
Sau khi truydn mot I&u 500 mi, ndng d§ hydroxyethyl starch
trong huyét tuong gén nhie trd |al mire co bin sau 24 gid.

Mg thanh thal cla huyét teong 1& 31,4 mijphul khi ruyén 500
ml HES 130/0,4 (8%} véri nbng dd dinh trung binh AUC 14 14,3
mg/mi x gidr, trang 46 cho thdy duge ding hoe khing luyén tinh,
Thol gian ban iy | sge = 1,4 gitr vt { 1qe = 12,1 gitr khi brayén
500 mil dung dich dun“ll‘ku.

Khi sir dyng clng mt ligu (500ml) tréin 981 lurgmg suy thén tung
binh va nang, nbng di dinh trung binh AUC bj lng ro rél v hé
sb 1.7 (A4 tin cdy 95% trong khodng 144 va 2,07) trén A
tromg co mire thanh (hdl creatinin Cle, < 50 miiphdt so voi i

trgng co mirc Ihanh thai creatinin Clze > 50 mifphat. Thai gian
bén thal va ndng 49 HES dinh khéng bi nh hirdmg b suy thin
O mire thanh thil creatinin Cles > 30 mifphul, 58% thube duge

vao tim thdy trong nudc lidu so vidi mirc 51% khi mic
thanh thél creafinin Cle, = 15 dén 30 milphil. Mic HES 13004
huyét lrong ghn nhu iny 13l mire kb didm sau khi truyén 24
gitr.

Sty lich iy trong huy&t twomg khiing ddng k& ngay cé sau khi
truyén hang ngdy khodng 500 mi dung dich 10% HES 130/0,4
cho ngudl finh nguyén frong subt khodng thén gian 10 ngay.
Trang mot thir nghiBm trén chudt thi nghigém wid 1By 1ap 13 1
0,7 g HES 130/0.4/kg {h& trong Irong Ihad gian 18 ngdy, 52 nghy
saul 1an truyén cudi cing, sy tich 0y & mb 1 0,6% cia ibng idu
4@ truyén

Trong mdl nghén ciu dege ding nge khac, 8 bénh nhin co
bénn thin giai doan cubl (ESRD) phal chay thén nhin tao d3
nhan mot oy duy nhal 250 ml (15 g) HES 130/0.4 (8%). 3.6 g
(24%) bi thal i trang 2 gitr chay than nhan tao (500 mi dialysat
mbi phit, igc HO Highflux FX 50, Fresenius Medical Care,
Germany) Sau 24 gitr, ndng @8 huyél twong trung binh ola
HES 13 0.7 mg /ml, Sau 86 gitv, ndng d8 huyét 1wong trung binh
con 0.25 mg/ ml. HES 130/0.4 (6%) chéng chi dinh & nhimg
bénh nhin didu tr| biing loc méu (xem myc Chéng chi dinh),
Hign chua oo dir léu duge dong hoc trén nhing bénn nhan suy
gan, bénh nhi hode bénh nhan cao (udi Nhimg lac dung lEn
quan dén gidi linh trén dugc dgng hec cla Volulyle 6% cing
chua duge nghlén ciu.

Han diing
&) Han ding eda sdn phdm véi bao bl iheong mal
Tul freafiex 3 néin k& L ngdy sén wull

b) Han ding cda sdn phdm sau ki md bao bi
Nén dung san ghdm ngay sau khi mé bao bl

Bao quan
Khang bido quén & nhigt 43 trén 30°C. Khaing aéng lanh.

Quy cach déng gél
Til Polyolefine (freefax) cé 10i bao bpe ngaedi 500 ml,

Luuy ‘\ \

San phdm chi ding mét [4n, Dang thubc waay $&u. kil m& bao
bi. Khiing sir dung thudc sau ngay hél hag, Prf dlch
khiing ding hét nén b di. N, N

Chi dang khi dung dich cén trong, khéng cb van dye va bao bl
khong bi hur hai.

Thao b Wi bao boc ngoal Wi Polyolefine (freeflex) trrdc khl
diing.

Thude nay chi diing theo don cla bac sT. Néu can thém thang
tin, xin hél § kin bac si.

San xudt bol: Fresanius Kabl Deutechiand GmbH
Freseniussirale 1, 61169 Friedberg, Bic
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