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Manuf. Date/ NSX:
Batch no./So i6 5X:

Exp. date/HD:

Sold only by prescription/Thuoc bén theo don

R Tetraspan® 6%

BOY TE

PA PHE DUYET

Lan ddu:.28./.4.2.../..224.%.

Solution for infusion/ Dung dich tiém truyén tinh mach

250 ml contains/ 250 ml dung dich chia:

Poly (O-2-Hydroxyethyl) Starch (HES) 1504
Natri Chioride 1.5625q
Kali chloride 007549
Calci chloride dihydrate 0092549
Magie chloride Hexahydrate 0059
Natri acetate trihydrate 0817549
L-Malic acid 0.1675g
Electrolytes/Nong dé dién giai:
Na* 140 mmol/|
5 . 4.0 mmol/|
Catt 2.5 mmoifl
mg2* 1.0 mmol/|
cr 118.0 mmol/l
Acetate 24,0 mmoi/|
Malate 5.0 mmol/l
pH 5.6-6.4
Theor. osmolarity: 296 mOsm/|

Ecobag®
Contents/ Thé tich:  Tainhua 250 M

B BRAUN

Indication, administration, contraindication
and other information; See direction for use
inside the carton. Chi dinh, cich ding, chong
chi dinh va cac thong tin khac: Xem huang
dan sif dung trong thiing carton.

Read carefully the leaflet before using. Doc k§
huéng dan sir dung trudc khi dung.

Keep out of reach of the children. Dé ngoai
tam vdi cua tré em.

Do not store ahove 30°C. Do not treeze. Bao
quan ¢ nhiét &6 khéng qua 30°C. Khong dé
dong lanh.

Single dose container. Discard unused por-
tion. Sterile, non-pyrogen. Caution: Not to be
used if container is found leaking or solution
is not clear, Chai dung mot lan. Phan khong
diang nda phai hay bo. San phiam vé tring
khéng co chat gay sot. Khong ding néu chai
bi ro ri hoac dung dich khong trong suot.
Req. no./ SBK: xx-xxxx-xx

Importer/NNK: E
XXXXXXXX

Manufactured by/ San xuat bai: {4

B. Braun Medical AG o 21
Route de Sorge 9, (]

1023 Crissier, Switzertand/Thuy Si

534/12606285/1013 t/

Date: 2013-10-16
Director of The Applicant
B. Braun Medical Industries Sdn.Bhd.

BIBRAUN

E Brayn Medicai ng

Ustries Sdn ghg.

F
L Lompany No. 18051 -M)

Penang

Quek Lang Fah
Head of Department
Regulatory Affairs

+ Malaysia

i/

Lai Choon Mei
Assistant Manager
Regulatory Affairs
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Sold only by prescription/Thuéc ban theo don BI4 12806184 101

R Tetraspan® 6%

Solution for infusion/ Dung dich tiém truyén tinh mach

250 ml contains/ 250 ml dung 1.0 mm et before  Chai diing mét lin. Phin Ithornz.r|
dich chira: 8.0 mm din s diing nita phai hily bo. Sin ph
Poly (O-2-Hydroxyethyl) : 60 mm vo tring khéng co chat gay sot.
Starch (HES) 150g i 0 mm chifdren. Khong ding néu chai bi rd ri hodc
Natri Chloride 156259 i - 56 tré em. dung dich khéng trong suét.

Kali chloride 00759 Theor. osmolarity: 296 mOsmd po not store above 30°C. Do not Reg. na/ SDK: xx-1000t-xx

Calci chloride dihydrate  0.0925g
Magie chloride

Bao quandihhig
Hexahydrate 005g " . ‘% w A | C.Kh don
Matri acetate : M dose
I 1 e L

L-Malic acid 0.1675g hm d Sﬂ'd gen. Cautlon. Not to be used if
Electrolytes/Néng a¢ &ién gidi: khic: x""' R e tlcorntausr:"e‘:‘rt nz’feound leaking orsolu- 4
Na- 140 mmol/l S -
K 4.0 mmol/t Art. no: XXXXXX
iz -~
= S " Contents/ Thétich: 20 X 250 ml/ Hop
Ecobag® e chita 20 tai x 250m|
Manufactured by/ San xuit béi: Manuf. Date/ NSX:

B. Braun Medical AG Batch no/ S8 16 SX:

B BRAU N mﬂ:s?ez?:iiﬂhndﬂhuy S Exp. date/ HD:

Date: 2013-10-16
Director of The Applicant
B. Braun Medical Industries Sdn.Bhd.

BIBRAUN

B Braun Medical Indust ries Sdn. Bhe

{Cempany No. 19051 . -M)

Penang , Malaysia
uek Lang Fah Lai Choon Mei
Head of Department Assistant Manager
Regulatory Affairs Regulatory Affairs
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Manuf. Date/ NSX:

Batch no./56 16 SX:
Exp. date/HD:

Sold only by prescription/Thusc ban theo don

R Tetraspan® 6%

Solution for infusion/ Dung dich tiém

truyén tinh mach

500 ml contains/ 500 ml dung
dich chua;

Poly (0-2-Hydroxyethyl)

Starch (HES) 30.09
Natri Chloride 31259
Kali chloride 0.15g

Calci chloride dihydrate  0.185g
Magie chloride

Hexahydrate 0.10g
Natri acetate trihydrate  1.635g
L-Malic acid 0.335¢g
Electrolytes/Néng d6 dién giai:

Nat 140 mmol/l
Kt 4.0 mmol/l
Catt 2.5 mmol/!
Mg+ 1.0 mmol/l
Kl 118.0 mmol/l
Acetate 24.0 mmol/l
Malate 5.0 mmol/l
pH 5664

Theor. osmolarity: 296 mOsm/l

Indication, administration, con-
traindication and other informa-
tion: See direction for use inside

Ecobag®
Contents/ Thé tich:

Tui nhua 500 ml
B BRAUN

41 =

the carton. Chi dinh, cach dung,
chéng chi dinh va cac thong tin
khac: Xem huéng dan sif dung
trong thing carton.

Read carefully the leaflet before
using. Doc ki hudng din si dung
trudic khi diing.

Keep aut of reach of the children.
D4 ngoai tdm vdi cla tré em.

Do not store above 30°C. Do not
freeze. Bao quan & nhiét d6
khéng qua 30°C. Khéng d& dong
lanh.

Single dose container. Discard
unused portion. Sterile, non-
pyrogen. Caution: Not to be used
if container is found leaking or
solution is not dear. Chai dung
mét lan. Phian khong dung nita
phai hiy bé. San phdm vé trung
khéng ¢6 chit gay sét. Khong
ding néu chai bi ro ri hoac dung
dich khéng trong suét.

Reg. no./ SDK: xx-3001-xx

/A"
Importer/NNK: a;‘)

XXXHOK

Manufactured by/ San xust bai:
B. Braun Medical AG

Route de Sorge 9,

1023 Crissier, Switzerland/Thuy Si

| =
i

v

534/12606287/1113

Director of The Applicant

Date: 2013-10-16

B. Braun Medical Industries Sdn. Bhd.

BIBRAyN

E. Braun pgg

Ical Ingygt ryg

{Company p 5 Sdn. g
0. 19054 . . Bhe,
Penang L Maf&gﬂ. MJ

Quek Lang Fah
Head of Department
Regulatory Affairs

o

Lai Choon Mei
Assistant Manager
Regulatory Affairs
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Sold only by prescription/Thudc ban theo don o Lk

B Tetraspr;m® 6%

Solution for infusion/ Dung dlch tiem truyen tinh mach

500 mi contains/ 500 ml dung i t before  Chai ding mét lan. Phin khéu-?
dich chua: ng din su ding nda phii hiy bé. San pham

Poly (0-2-Hydroxyethyl) v trung khong co chdt gy sot.

Starch (HES) 3009 mmo a8 ofit of reach of e children. Khong ding néu chai bi rd i hojc

Natri Chloride 31259 564 B T iS tré em. dung dich g trong suét.

Kali chloride 0159 s no. SBK: xx-r000-10t

Calci chioride dibydiste 01859 ; : Dunotmahwem Darmng Reg.

Magie chloride : u m

Hexahydrate 0.10g o :

MNatri acetate .

i 1 ; , pgirtion.

B ST [

9 mmmmﬂ&m container is found ngorsolu- 4

Elecuulylesméng d6 dién giai: A
140 mmol/l tnomswtclear
K‘ 4.0 mmol/l Art.nos XAXXXX
o taey - Contents/ Thé tich: 20 X 500 ml/ Hop

Ecobag® X000 chura 20 tui x 500ml

Manufactured by/ San xuit b Manuf. Date/ NSX:
B. Braun Medical AG Batch nos 55 16 SX:

B BRAU N ?:;ﬁmmss;ﬁhndfﬂwy Si Exp. date/ HD:

Date: 2013-10-16
Director of The Applicant
B. Braun Medical Industries Sdn. Bhd.

[ Comgany ::':‘“9'9 ﬂ;tsrues Sdn. Bhy
enang | alaysia -M)
Quek Lang Fah 9-«-**"‘
Head of Department Lai Choon Mei
Regulatory Affairs Assistant Manager

Regulatory Affairs

g

Ar
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Solution for infusion/ Dung dich tiém truyen tinh mach

= b

Acetate 240 mmol/l
Malate 50 mmol/t
pH 56-64
Theor. osmolarity 296 mOsm/I

Indication, administration, contrain-
dication and other information: See
direction for use inside the carton.

Contents/Thé tich:
Chainhva 500 ml
:;xmf Date/

Batch noJs
S610 5X:

Enagnnr date/

B BRAUN

khi dil

<N\

ding, chéng chi dinh
tin khac: Xem hudng
ng thung carton.

e |eaflet before

Boc ky huéng din st dung truéc

Keep f reach @ the children.
bé a tré em.

[ not stire rcC

Do not freeze.

534/LF53468/1113 S I

Bao quan & nhiét 9 khéng qua 30°C. e

Khong @€ 86ng lanh.

Single dose container.

Discard unused portion.

Sterile, non-pyrogen,
Caution: Not to be used
if container is found
leaking or solution is
not clear.
Chai ding mét Ian.
Phén khéng dung nira
phai hiy bd. San pham
v tring khong co chat
gdy s6t. Khdng diing

u chai bj rd ri hoac
dung dich khdng trong
suét.

‘030539'(!78?26'

4

0S¢

(=]
(=]
™

Reg.no/SDK: /7, 0S¢

300 XXAX-XX C ._‘41")
Importer/NNK:
XAXAXXXX

Manufactured by/ San xuit béi:

B. Braun Medical AG
Route de Sorge 9,

1023 Crissier, Switzerland / Thuy SI
yoew yun uadnywan yip bung puoisnjul 1ojuoianjos
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Date: 2013-10-16
Director of The Applicant
B. Braun Medical Industries Sdn. Bhd.

GIBRAUN

B. Braun Medical Industries Sdn. Bha.
(Company No. 19051 -M)
Penang , Malaysia

Quek Lang Fah
Head of Department
Regulatory Affairs

. o

— Lai Choon Mei

Assistant Manager
Regulatory Affairs
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Sold only by prescription/Thudc ban theo don

R Tetraspan® 6%

A

Solution for infusion/ Dung dich tiém truyén tinh mach

500 ml contains/
500 ml dung dich chua:

Poly (O-2-Hydroxyethyl)

Starch (HES) 300g
Natri Chloride 3.125¢g
Kali chloride 0.15¢
Calci chloride

dihydrate 0.185¢g
Magie chloride

Hexahydrate 0.10g
Natri acetate

trihydrate 1635¢g
L-Malic acid 0.335¢g
Electrolytes:/Néng dé dién giai
Na+ 140 mmol/|
K+ 40 mmol/l
Ca2+ 2.5 mmol/|
Mg2* 1.0 mmol/|
- 118.0 mmol/l
Acetate 240 mmol/l
Malate 50 mmol/l
pH 56-64

B BRAUN

3 p f
D sm/l ild:
i la
’ i r 3
C ndicatidh a er nogro

: Do not freeze.
information: 2 o
See direction for use inside ke quiir: g nhiét db khbng qué

adng dé donglash &
Chidinh, U e contaj scard
childinh va rtion. n-
Xemhu 5 ]

thing carton. Caution: Not to be used if

f container is found leaking
- ﬁnr;fu lly pge | t be- solution is not clear.
huéng ! 4
khi diin
Art.no.:

C T :
T— ontents/ Thé tich
XXXXXXXX
M‘anufa‘ctu!'ed by/ Manuf. Date/ NSX:
San xuit bai:
B. Braun Medical AG Batch no./ 56 16 SX:
Route de Sorge 9, Expiry date/ HD:

1023 Crissier, Switzerland / Thuy Si
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Date: 2013-10-16
Director of The Applicant

S B. Braun Medical Industries Sdn. Bhd.

Chai dung mét l3n. Bi BR/\“N
3 ¥ 1 1 F" raun Hedic
Nybs,
San pham vé tring khong co PE"‘W Malaysis
chit gay sét.
Khong dung néu chai bi ro ri A
hodc dung dich khéng t ;
- : ung dich khong trong %A/ .
Req no./ SBK: x¢-x0006-xx Quek Lang Fah
Head of Department
W“ | I “ “| Regulatory Affairs
53910787
FE68353
10 x 500 ml / Hép
chita 10 chai x 500 ml .
i
-—--—"—‘

Lai Choon Mei
Assistant Manager
Regulatory Affairs
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Poc ky hudng dan sif dung trudc khi diing!
Néu can thém théng tin xin hoi y kién bac sy.
= Thudc nay chi diing theo su ké don clia thay thuéc!

W Thanh phin
— 350 m] chia

Hoor chdt:
Poly(0-2-hydroayethyl) starch (HES) 150 g

— [T% thé phin 10 0.42)

{Khi luigng phan t trung binh: 130.000 dalton]

Matri Clorid 1.5625g

Kali Clorid 0075 g

Calc: clorid dihydrat 0,0925g

Magié clarid hexabydrat 005 g

Natri acetat tribydrat 08175

Acld L-Malic 01675g

Td disoe:

Natr hydroxid (6 diéu chinh pH), Nudc cit pha tigm

Néing dé didn gidi;

Natri 140 mmolf

Kall 40 mmolA

Calci 25  mmoll
] 10 mmold

?I;grid 18 mmalil

Acetat 4 mmei/l

Malat 50 mmold

pH: 56-6,4

Ap luc thim thiu Iy thuyée: 296 mOsmol/]

Chudn 84 acid: <20 mmoll

Dang bio ché ciia thude:

Dung dich tiém truyén finh mach.

Dung dich trong, khanrg mau.

Nhém the dung didu tr

|
Thay thé mau v& cdc thanh phin protein huyét thanh. M3 ATC BOSA AQT

Qul cich déng gél:
Chai nhya 500 ml. Hép chia 10 chaix 500 mL
Tidi nhuya 250 mil; 560 ml. Hép chiia 20 Wi x 250 mi; 500 mlL

Chi dinh:
Blidu tri gidm thé tich tudn hain do mat méu cp khivitc st dung dich truyén don thusn
khiing mang lai hiéu qud diy di (xem thém mg:: Lidu diing va céch ding, Ching chl
dinh va Canh bao déc bigt va thin trong khi sit dung).
Liéu diing va cdch diing:
Ligu hang v récgtluyﬁn phu thusc vao miic 8 mdt mau, duy trl hodc héi phuc
cic thisng b huyét dang luc.
10 - 26 ml déu nén tru‘,lg'n i t6c 46 cham va phai theo dai bénh nhan can thén do dé
cic phdn tng qud méin cé kha ning xdy ra cd thé dupe tim thiy séim ngay khicé thé.
T6¢ 6 truyén 16i da:
Téic d& truyén i da phy thudc vio tinh trang 13m sng. Cic bénh nhan bi sée cp tinh
6 thé ding 16i da la 20 ml/ kg thé trong/ git [tuong duiing 0,33 miikg/phir hodc 1,2g
hydraxyethyl starch / kg thé trong/ gid).
Nhilng bénh nhin bénh ndng de doa dén tink mang, 500 ml ¢4 thé dug: truyén bing
bom dp Iz bing tay. Xem phin “Cich ding va thii gian dify ti® bén duh
Lidu v da héing ngay:
Liéu disng ti da cda 6% HES [130/0.40] va 6% HES (130/0,42] 13 <30mi/ka/ngly; d6i véi
cic ché pham HES khac, liéu diing 15i da cin duge tinh toan tugng dng.
An todn va hidu cia cla Tetraspan tedn 8 em chua duge nghién cifu. Do 45, Tetraspan
chinén diing cho tré em sau khi d3 dinh gid cin thin loi/ haiva vii cénh bio.
Oiéu try cho e e
Céicdilidu vé d an todn cda dich truyén HES trén tré em can han ché do dé, chi khuyén
céa sirdung dich truyén HES trén d6i tumng bénh nhin nay thea céc hudng dan digu tr
hign hinh cia B4 Y t€ xem thém muc: Ligo dung va cdch ding).

Tetraspan dhuge st dung cha tré em thi iéu nén duce Ilng cho ting bénh nhin va
tinh c4n finh trang huyst déng luc va bénh v tign.

Cdch dibng vl the gian difu tri:
Sirdung dich tlu;gn HES vaii lidu thip nhat o6 hiku gud. Trong qud trinh ding thudic cin
theo doi [i#n tuc huyst ddng cda bénh nhin vk ngiing truyén dich ngay khidat myc tidu

huyét dang phi hap. Chi y khéng sif duhg vuet qua liéu i da khuyén cao.

Chi giing tiém truyén tinh mach.

NEu truyén vii 16c 8 nhanh dudi 4p luc, tir c khéng khi phai duoe rit ra khoi chal
truyén dich va bé dy truyén dich Trudc khi truyén, néu khang thi cé nguy co the mach
dia khang khi treng qus trinh truyén,

Theti gian didu tr| phu thudc vio théi gian v mic 44 cia thé tich mau thip, vi cac tic
déng den huyét dong luc cda didu tri vi mic dd lodng mau,

Dich truyén HES dudc sif dyng qiéi han 4 phuc héi thé tich tun hosn ban diu cho
bénh nhin véi thai gian s&:t_mg khéing gud 24 gid,

Chéing chi djnh

- Thira nudc

- Phil phdi

~ Suy thir kim tiéu it hadc khd hodc diing lidu phip thay thé thin

- Xudt huy&t ndo hode xuat huyét ndi so

- Tang kabi huyZt [chi &p dung v cde ché phdm cd chia kal]

- Tang natri huyét nghiém trong hodr ting clo quﬂ nghiém trong

~ Qua mdn vdl dugc chit hodc cac ta duge trong thanh phin ché phim

~ Suy gidm chiiz nang gan nghiém trong

~ Suy tim sung huy&t

- al;iém trisng huyét

- Bg:ﬁ nhdn ndng {diéu tri tai cic khoa didu tri tich cuc)
- Mt nuge

- Rdi loan déng mdu nghlém trong

— Bénh nhan ghép tang

NPS3468 GIF_Tetraspan 681 WN_Ad indd |

a4

534/NP53468/0R14

R Tetraspan 6%

Cdnh bio d5c blét va thin trong khi sif dung.

Phiu thudt va chdn thuang:

Cac dinligu vé d6 an todn dai han cda dich truyén HES rén bénh nhin phiu thuitichdn
thugng can han ché: do 6, cén bé y té cén than trong can nhdc gida ki ich cé thé dat
duigte v nhiing ngny ca tiém &n d;han can chua dugc hidu déy & khi s dung dich
truydn HES.C4 thé cAn nhie céc lua chon diéu 1 sin cd khic,

Thir trong can nhic khi chi dinh dich truyén HES d& béi phy dich cho bénh nhin vé
tign hank theo déi huyst dang thudng xuyén 48 kidm soat éu ding v thé tich dich
cla bénh nhan (xem thém myc: Lidu dung va cach dimg).

Tednh finh trang ting thé tich dich qué muc do qua ltg.l hedc truyén qua nhanh, Lify
ditng cn duoc hiéu chinh cin than, dic bigt trén nhing bénh nhin cd vin dé vé phéi
vatim-tudn hoan. Theo ddi chit ché can bing dich v dign qidi cda bénh nhin,

Chéng chi dinh sii dung céc ché phim dich truyén HES trén bénh nhin suy thin hoc
diing cac lidu phép thay thé than (xem thém muc: Chéing chi dink). Ngiing truyén HES
ngay khi bénh nhan ¢6 cic ddu hidu Wn thuong than ddu tién. Do 43 cb bio cao v
U ting nhu ciu cdn ding lidu phip thay thé thin sau 90 ngly ding dich truyén HES,
khuyén cda thea dai chiic ndng than ciia bénh nhin trong vang It nhit 40 ngly.

Tranh tinh trang pha loang mau nghidm trong khi ding Tiéu cap dich truyén HES trén
bénh nhan gidm thé tich tudn hoan,

Ngim‘j truyen HES ngay khi bénh nhan ¢é cic d8u hidu réi logn dong mau. Trong truting
hz:)benglé ln'n: st dyng dich truyén ndy, cén theo doi chit ché cac chiss vé dong méu
c nh nhin.

Khéing khuyén céo sif dung dich truyén HES trén bénh nhan tién hinh phiu thult fim
& cin dat tuan hodn ngodi oo the do nguy co chidy miu qud mic.

nhiing bénh nhin gia cd thé tich mau thip nén duoe kidm 504t ki ludng v lidu nén
duoe didu chinh thich hep 82 tranh suy chiie ning thin.
Cac char dign qidi huyt thanh, cin bing dich, vi chife nang than nés duge kidm sodr
Phdi dim bao bé sung ad dich.

bénh nhén mét nuéc ning nén truyéin cac dung dich dién gidi trudc
Nén canh bao dic biét voi cac bénh nhan v suy gan va vai mi loan dong mau dic bigt
ching méu khé dang v duoc biét dén hode nghi nge bénh Willebrand
B dim bao chinh xdc loai mau, mdt miu mau nén duge kidm tra trutic khi ding Tetraspan,
Béi vi 6 khi ndng phin Ung ¢ Ung (qué mdn). kiém sodt thich hop trén bénh nhin kb cin
thiét, vi nén bt ddu voi 16c 40 truyén chim fxem muc cic tée dung khéng mong mudn)
Néing 8 alpha-amylase huyét thanh cao ¢4 thé duge nhin thiy tam théi sau khi diing
dung dich HES va khéng duac coi I trigu chiing cda suy chic nang tuyén tuy. (kem muc
tic dung khdng mang mudn)
Tré em:
Céc di Fau vé 86 an toan cla dich truyén HES trén tréem cbin han ché da db, chl khuyén
céo sif dyng dich rruyén HES trén d8i tugng bénh nhin nay theo cic hudng din didu ti
hidn hanh cia B4 Y 18 {(xem thém muc Liéu dung va céch ding).
Phu nif ¢é thal vi cho con b
Chuta cé i dir Feu v viee ding Tetraspan dé didu i che phu nii od thal. Tetrazpan
khang duge thit vl 8gc tinh sinh sin nghién cu rén ddng vit, nhung cic nghidn ciu
trin cac sin phim tutng ty ﬁizhat hign cac tic déng chiy miu am dao, den phéi va
E:c\rquji thai sau khi diéu tr] nhic lai trén déng vat thi nghigm

phin dng qua mdn ién quan dén HES trong didu i cho phu nd cf thai cd thé inh

huémg cé hai cho thai nhi.
Tetraspan chinén sidung ch phu nicd thai khicdn nhde lgiich va ri ro cha thal nhi, didy
nay dude dic biét cin nhde khi sitdyng Tetragpan cho phy nd mang thai 3 thing diu.
Khéng biét Tetraspan cd bai tiét qua sda me khéing, nén cin trong khi s dung thudic
néy cho phu nii cho con b, Nén cin nhic 6 tam thisi ditng cha con bu trang thes gian
diing thudc.
Anh huéing trén Xhi ning lal xe vA van hinh miy méc
Khéng
Tueng tic thude
Chao dén nay khéng cé tiong tie vii cie thufic khic hode cdr sdn phdm dinh duéing
khic duoc bist dén
Néu khang cé nghién cifu tinh tuong hap thi khang tran thusc ray vei cac thusc khic

Téedung phuy

Tat dung phu duoc xEp theo tan sust xust hién sif dung qui udc dudi day:

Rt thutmg gdp (>1/10], thudeg gdp (>1/100, <1N10), it gp (=1/1,000, <1/100), hidm gdp
{>1/10,000, <1/1,000]

Hiu hét cac tic dung phy duge béo céa & mie thuting gap déu ién quan Trug tisp dén
cie the ddng didu tri cia dung dich starch v Béu ding, vi du nhu ladng mau do phinh
lang mach khing ciing ding cac thanh phin mau. Supha loang cac tic nhan déng mau
ciing co thé xdy ra,

Cée phdn ing qud min t8t hiém glp, khéng phu thude vao ifu

Rdilogn hé byl il mau

Rét thubing gip:

Gldm ty E'lﬁe %Eh huyét ciu va gidm ndng d6 protein huydt thanh 12 két qud cia pha
lodng miu

Thuimng ga u thude vao liful

Lidu cao hon cla hydroxyethy! starch [ nguyén nhan cia pha lodng cic tic nhin dong
mau va vi vl cé thé dnh huéng dén ddng mau. Théi gian méu chdy vh aPTT cd thé bi
tang i vh miic & phifc hop FVIIVWE ca thé bj gidm sau khi ding liéu cao. Xem muc
44 7Canh bac va clin trong déc bidt khi st dyng”,

Réiloan hé thang midn dich:

Higm:

Cac phdn iing qua man véi cuing 86 khac nhau, Chi tiét xem mue “Cée phin dng qua
man” dud! dy.

Rt lon todn thdn v cde didu kién truyén

Hifm gdp:
Téc dd truyén nhdc lai cia HES

hiéu nody, dac bidt khi dat duoe iéu tich cas, thuéng
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Cd khd ning xdy ra tic dyng bg nay chia duge nghin clu thich ddng ddi véi Tetraspan.
Tén thuong gan <khéng 1 tin sult (khéng thé vde tinh 1 cdc dir ligy hign cb)
Tén thudng thin <khang i tin suit (khang thé wc tinh 1 cic dii liéu hign co)

— pidutra

B4 hay xdy ra:

—_— Tluyén hydroxyethyl starch dan één nang 86 serum c-amylase ting cao. Tic déng niy
= 1 kb1 qua cia vigc hinh thinh mét phidc hop amylase véi hydraxyethyl starch va phiic

— ndry bi thai trif qua thin va ngodi chim. Khong nén hidu nhis I3 mét bing ching ciia
/= suy tuyén tuy.

— Phdn {ing qud mdn

Cac phdn Ung qué man voi odc muc di khic nhau cf thé wdy ra sau khi truyén

hydroxyethyl sta rrh Tét ¢4 cac bénh nhin duoc truyén starch nén dugc theo déi chit
ché cée phin dng dj ing. Trong truéng hop phan (ng di dng, phdi diing truyén ngay
|ap tie va mmcag cliu ngay.
Khiing cd phép thi 48 rk dinh bénh nhan c6 b di ﬂng hay khang, cilng nhutkhang thé
du dodn hau qud vh miic d9 cia cde phdn dng di dng.
Phéng ngita di ing bing corticosteraid chua dllﬂcchd‘ng minh tinh higu qud
Céc bénh nhan nédn théng bdo cho bic sy hodc duge s§ néu thiy hillylkdun ng
mong muén néo khang dugc d& cip & trong huting dan si dung niy.

Céc dic tinh dutge by hoc
Nhiéim tic dung diéu trf: Thay the méu va protein huyét thanh

M3 ATC: BOSAADT

Tetraspan 6% [a mot chét keo thay the 1hé tich huyét iang chifa 6% hydroxyethyi
starch [HES} tmrzg dung dich cdn bing dign gidi. Khdi lupng phin i trung binh 13
130:000 Daltons vi thay thé phan tlf cia nd 13 0,42

Tetraspan 6% 14 chit déng ap xust thim thiu keo, nghia la vitc ting the tich huyst
1wong treng lang mach 1 tueng duang vl the tich duoc truyén,

Thisi gian cia tic dong vé thé tich trudc hét phu thude vao thay thé mal va & mél mit
@0 ndo 46 nd cdng phu thudc vao khdi lugng mal trung binh. Su thiy phin néi mach
cua chudi HES din @én su gidi phéng lidn fuc cic phan bl nhd, cic phan 1 nhé ma od
tinh ke, trute khi duoc thdi gua thin

Tetraspan 6% c6 thé lam gidm haematocrit vi 85 nhat huyét tsang.

Vi vide diing déng thl tich mau, tic dung tng thé tich duge duy tr it nhat 6 gid.

Cdu trile cation trong cdu thanh 4 kim cda Tatraspan 6% thich dng véi ndng 80 dién gidl
huw!t thanh sinh Iy hoc. Cau tric anicon i su kit hop cda clorid, acetat va malat muc dich

cda vigc kit hop nay 1 gidm thidu nguy cdtilg clorid mdu v nhiém acid. Viéc thém acetat
va malat thay vi anion lzctat duc dy dinh dé gidm nguy co nhiém acid lactic.

514/NP514R8/0814

Bidu tr| cho trék em:

Cé It dii ligu |3m sang vé vige s dung HES (HES 13040,4) phan b thip va thay thé thip
trén trd em. Trén tré 5o sinh va ted mdi higl di (n = 41) phéi tedi qua phiu thudt khéng
phdi tim mach lidu trung binh I3 16ml/kg (HES 130/0,4) duge diing véi muc dich 8n dinh
ruyét dang luc va duoc dung nap an toan, Trong cude thil nghigm thi hal, 21 tré em
(giita & v& 72 thdng tuti) phai trdi qua phau thuat tim mach duoc dung nap & lifu oo
dinh s 10ml/ kg khéng cé bign ching.

NEu Tetraspan duge si dung cho tré em thi liéu nén duce tnh cho tiing bénh nhan va
tinh dién tinh trang huyét ding luc va bénh vu tidn Khang cé di liéu vé duge dong hoc
trong viec diéu tri cho tré em.

Cac dic tinh duge dang hoc

Hydraxyethyl starch [ mor hitn hop céc phin 1 khic nhau véi mét trong luong phan
107 khac nhau vh muic dd thay thé, Sy b tiél phy thusc vio trong lung phin tif va mic
di lha-r‘m . Cac phan 1 nhé han nguéing than dugc loal trir bét loc cdu than, Céc phan
tiflén hon duge thodi bidn béi alpha-amylase va sau 8o dugc tha iriqus thin, Téc dé
thadi bién gidm so v vilc ting mie 86 thay thé XSp xl khadng 50% lI&u diing dugc
thii trir qua nude tiéu trong viing 24 gia.

Sau khi truyén liéu dan 1000m| Tetraspan&®, &6 thanh thii huydt thanh 19ml/phat v
AUC 58mg x h/ml. Nia dtsi ban thai huyét thanh sau 12 12 gidr,

Qud liéu

Rul ro lén nhat cing vl qud liéu cdp tinh 1 thé tich méu cao. Tmng trubing hop ny,
phdi ngitng truyén ngay [ap tic va dung thute lgi tiéu duge cin nhic.

Tléu chun: tidu chudn co sé

Han dung
Chai: 36 thang ké tir ngly sin xust
Tui 24 thdng ke tir ngay sdn xuat

Huégng dan bdo quan, sit dyung va vén chuyén

Khéing bdo quan lanh

Chi sirdyng 1 1n, si dunq ngay sau khi mér tiii va phdn con thita phi bo di.

Chi strdung dung dich trong sudt, khang cd tidu phin, v db bao gdi phdi nguyén ven.
Bao quan & noi kha, nhigt do khang qua 30°C.

Ngéy sifa cubi ciing: 0B 2014

Théng tin thém

'I'rlry‘n bling &p luc tis i nhya v chal nhua

Néu mudn truygn nhanh dudi &p lue thi phéuduﬁ tht ed cdc khang khi trang chai nhua,
10 wi bt déy truyén dich trute khi truyén.

D4 duéil khéng khi khéi chal nhua v tdi nhya, nén ding b diy ¢ van thang khi hodc
kim cd loc kii.

He#ng dén sif dung cho chal nhya

1. Truyén trang luc

- CAm bé day truyén dich, bom dich dén nita binh nha giot,
bom dich vao trong éng day truyén dich trinh bot.

- Bi6ng van théng khi cda bé diy truyén dich.

— Néi éng day truyén dich vai cannulaicatheter,

- Markhoa chinh giot va bt ddu truyén véi van thong khi da
duec ddng.

2. Truyén ap luc

- Cim bd day truyén dich.

- Giff chai thing ddng.

- Md khoa chinh giot, dudi khang khi khai chai vi bom dich
dén nifa biu dém giot.

- Quay chai xudng vi dudi hét khong khi khoi thidt b

truyén.
- Bdng khaa chinh giot.
- Dt chai vao thidt bi truyén p luc | ~

= Tao dp luc.
- Mé khoa chinh giot va bit ddu truyén.

Hu#ing din sif dung cho tiil djch truyén

1, Chuin bl ti dich [y
- Kiérn tra tii dich va cic ndp van & bén trong. 5]
- Kiém tra dung dich trong vi khéing mau.
- M& i dich bing cich xodn cdc nit tuong dng.
Tiér triing chd céng dung dich duge md..
(dh = C8ng truyén)
(dh = Céngthém thufic}

2. Truyén trong lue

- Bdng van thong khi v khéa chinh giot cia ba day truyén
dich.

- CAm b diy truyén dich.

- Bam dich dén nita biu dém giot.
- Bom dich vae éing day truyén dich trénh bat.

- Mé&i dng diy truyén dich vii cannula/catheter
— Bir ddu truyén va ddng van thang khi.
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5. Truyén ap lue

- CAm ba day truyén dich.

- Gilrtdi thing dimg.

- Mérkhéa chinh giot, dudi khang khi khéi 1 va bom
dich vio nita binh dém giot.

— Quay Wi v dudi khing khi khés ba day truyén dich.

- Béng khéa chinh giot.

- it i trong binh dp luc.
- Taodpluc
- Mdé khaa chinh giot va bit diu truyén,

/f PHO cuc TRUONG
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