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Gelofusine® -

Plasma substitute for intravenous infusion

Dich truyén thay thé huyét tuong

B( Gelofusine®

500 ml

500 ml contains / 500 ml dung
dich chtfa:

Modified fluid gelatin (Gelatine
16ng chuyén hod) 2009
Trung binh trong lugng clia

phan tir lugng (Mw) 30 000

Trung binh s6 lugng clia

phan t lugng (Mn) 23 200

Natri Clorid 3,505g
Natri Hydroxide 0,689
Water for injection to 500 ml
Electrolytes: mmol/I
Na* 154
cr 120
Osmolarity: 274 mOsm/|

Indication, administration,
contraindication and other
information : See direction for use
inside the carton.

Read carefully the leaflet before
using.

Manuf.
Date/ NSX:
Batch no./
S6 16 SX:
Expiry
date/ HD:

Sold only by prescription.

Keep out of reach of the children.
Do not store above 30°C.

Single dose container. Discard
unused portion. Sterile, non py-
rogen. Not to be use if container
is found leaking or solution is
not clear.

Chidinh, cach dung, chén

chi dinh va cac thong tin khac:
Xin xem trong t& hudng dan

st dung.

Poc ky huong dan st dung
trudc khi dung.

Thuéc ban theo don.

DE& ngoai tdm véi clia tré em.
Khéng bao quan thuéc & noi c6
nhiét do trén 30°C.

Dung dich tiém truyén tinh mach
Chai diing mét lan. Phan khong
dung nia phat huy bo. San
pham v trung khong co chi
nhiét t6. Khong dung néu chai

bi ro ri hoac dung dich khéng
trong sudt.

Reg.no./
SPK: XX-XXXX-XX

Importer/NNK:
XXXXX

-|00¢

S =2
S| 34015241925/0217 S
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00¢
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Manufactured by/San xudt bdi:

B. Braun Medical Industries Sdn. Bhd.
Bayan Lepas Free Industrial Zone, 11900
Bayan Lepas, Pulau Pinang, Malaysia
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Date: 2017-02-28

Director of The Applicant

B. Braun Medical Industries Sdn Bhd
3, BRAUN

yraun Medical Industries Sdm. Bhd,
( ympany Ho. 19051-M)
Panang, Malaysia

oy

Quek kang Fah
Head of Regulatory Affairs

Teoh Bee Fang
Regulatory Affairs Senior
Executive

21.02.17 11:26



Doc ky hudng dan sir dung truéc khi dung.

Dé xa tam tay tré em

Théng bao ngay cho bac sy hoac dugc sy nhiing tac dung
khéng mong mudn gap phai khi st dung thuoc.

Thuéc nay chi dung theo don cua bac sy.

Thanh phan
500 ml dung dich chua:

Thanh phan hoat chat:
Succinyl gelatin (Gelatine long chuyén hod)
Trung binh trong lugng ctia phan tr lugng (Mw) 30 000
Trung binh s6 lugng cda phan i luong (Mn) 23200
Natri clorid
Natri hydroxyd

Td duoc:

Nudc cat pha tiém
Nong do dién gidi:

Natri 154 mmol/l
Clorid 120 mmol/l
Tinh chat hoa ly:

No6ng do ap luc tham thau ly thyét 274 mOsm/l
pH 71-77
Piém hoa gel <3°C
Dang bao ché:

Dung dich tiém truyén.

Cac dac tinh dugc luc hoc ) ‘

Heé dugc - tri liéu: Chat keo thay thé thé tich huyét tuong.

Ché pham Gelatine, ma ATC: BOSAA06.

Gelofusine* la dung dich 4% succinyl gelatin (gelatin long bién tinh) véi khéi lugng phan
tr trung binh |a 30.000 daltons (trung binh trong lugng). B6 nhét tuong déila 1,9 d37°C
va ap luc tham thau keo la 34 mmHg. Diém dang dién tai pH 4,5. Dién tich am duoc dua
vao phan ti bai phan (ing succinyl hda lam nd phan ti lén kich thuéc In hon 16 rét so
vGi chudi protein c6 cung trong lugng phan tur chua dugc succinyl hoa.

Cac dac tinh cua Gelofusine® tao ra tac dung bu thé tich di manh trong 3-4 gio.

Tac dur i

Gelofusine® thay thé thiéu hut thé tich long mach do mat mau va huyét t
luc dong mach trung binh, dp lyc cudi tam truong that trai, cung lugng fim, (

2000 g

3,5059
0689

cung cap oxy va tiéu tién déu tang g

Ap luc tham thau keo cua dung dich dinh muc nieu qua ban dau. 1ot gian tac dung phy
thudc vao su thanh thai keo qua qua trinh phan b lai va dao thai. Tac dung bu thé tich
cua Gelofusine* tuong ung vai lugng dich s dung. Vi vay Gelofusine® 1a mot chat thay
thé huyét tuong, n6 khong c6 tac dung lam gian nd huyét tuong. Sy thiéu hut protein
huyét tuong khong dugc thay thé badi Gelofusine®.
Cac dac tinh dugc ddng hoc
Sau khi truyén, Gelofunsine® dugc phan bé nhanh vao long mach, nhung mét phan nhé
cac phan t ¢6 khéi lugng phan tr nhd con phan bé vao cac khe gian bao. Khong co
bang chiing nao ching 16 Gelofunsine® dugc gitr trong ludi noi moé hoac & bat ky mot
noi nao khac cla ca thé.
Hau hét lugng Gelofunsine® da truyén vao dugc tiét qua than. Chi mét phan nho dugc
dao thai qua phan va khong qua 1% dugc chuyén hoa. Nhimg phdn tr nhé duge dao
thai truc tiép bdng cach loc qua cau than trong khi nhimg phan tf I6n hon dugce chuyén
hoa theo kiéu ly gidi protein tai gan, sau d6 dugc thai qua than. Chuyén hoa phan giai
protein thich ung t6t dén muc ngay ca trong diéu kién suy than, van khong thay ¢6 sy
tich 10y gelatin. Sau khi truyén dé thay thé thé tich huyét tuong, nira dai sinh hoc trong
long mach cuia Gelofusine® |a 4-5 gio.
hoc tr rang lam s¢ et
Nua dai sinh hoc cua Gelofusine® ¢6 thé kéo dai & nhiing bénh nhan thdm phan mau
(GFR<0,5 ml/min).
Quy cach dong goi
Hop 10 chai nhya 500 ml.
Chi dinh diéu tri:
Dung lam dung dich keo thay thé thé tich huyét tuong trong cac truéng hop:
diéu tri va dy phong gidm thé tich mau bao gém:
gidm thé tich mau tuyét déi do chdy mau hoac cac truong hop mat dich noi mach
hoac duy tri dich ndi mach truéc phau thuat,
giam thé tich mau tuang doi thir phat do gdy té ngoai mang cung hodc gay té tuy
song, shock khong co gidm thé tich mau,
pha loang mau,
- tudn hoan ngoai co thé (may tim phdi nhan tao, tham phan mau).
Liéu dung:
Liéu dung, toc do truyén va thai gian truyén phu thudc vao yéu cau cla tiing ngudi bénh
va dugc diéu chinh theo yéu cau hién hanh bang cach theo doi cac chi s6 thong thuéng
cua hé tuan hoan (vi du huyét ap).
Dé phat hién som cac phan ung di (ing (phan vé/thé phan vé), 20 - 30 ml dau tién phai
dugc truyén that cham cho bénh nhan dudi sy giam sat chat ché.

15241531_Gelofusine_EP-GIF-A4__VN_340.ndd 1
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R Gelofusine®

Nhiing khuyén cao dudi day vé liéu dung la kim chi nam dé ap dung cho nguoi l6n:

Cac chidinh

Pé phong tinh trang giam thé tich
mau va ha huyét ap, diéu tri tinh
trang gidm thé tich mau & dang
nhe (vi du mat méau va huyét tuong
khong nhiéu Idm)

Piéu tri tinh trang gidm thé tich mau
tram trong

Liéu trung binh
500 - 1000 ml

1000 - 2000 mi

Truyén nhanh 500 ml (du6i ap luc)

va sau khi cac chi s6 cia hé tudn hoan da dugc
cai thién thi truyén thém dé bu dap lai thé tich
bi thiéu hut.

Lugng Gelofusine® st dung tuy thudc vao thé
tich mau da bi ldy di. Tuy nhién vé nguyén tac,
khong dugc dung qua 20 mi/kg thé trong
trong mot ngay.

Trong cac truang hop cap clu 6
cac chi dinh s6ng con d6i voi nguoi
bénh

Pha loang mau (d6ng thé tich)

Tuy thudc vao viéc st dung hé thong tudn

Tuén hoan ngoai co thé t
hoan nao, nhung thuong la 500 dén 1500 ml.

Trong truong hap ngudi bénh bi réi loan déng mau, suy than va bénh gan man, can phai
diéu chinh liéu lugng theo tinh trang lam sang clia co thé, vifa phai xét dén cac két qua
xét nghiém hoa-lam sang.

Liéu toi da hang ngay: o )
Gigi han diéu tri dugc xac lap bai tac dung pha loang. Viéc thay hong cau hoac truyén
mau toan phan dugc coi la bién phap cubi ciing khi hematocrit tut xuéng dudi 25% (30%
trong trudng hop nguoi bénh cé nguy ca vé tim mach hoac phdi).

Toc dé truyén toi da:

T6c do truyén t6i da phy thudc vao tinh trang tudn hoan - tim mach dac thu cua tung

duang dung: Truyén tinh mach. Trong truang hgp dac biét phai truyén
luc bén ngoai, c6 thé can thiét trong tinh hudng cap ctu, trudc khi truyén

[UTRPZUIRE TV PIPY T TR T S U TU NN X RPNy JULPHE| I We UIDRA JY W0 X S PUSUSISPY. We
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khong sé xay ra nguy co gay tac mach do bot khi trong khi truyén.

Néu dung ap luc dé truyén (bang quan ap luc, bom truyén) thi truéc khi truyén phai lam
am Gelofusine* lén dén nhiét do co thé.

Chéng chi dinh:

e

Khong dugc dung Gelofusine® trong cac trudng hgp:

- da biét la bi man cam vai gelatin,

- tang thé tich mau,

- U nudc,

- suy tim trdm trong,
16i loan dong mau tram trong.

Chi dugc dung Gelofusine® vdi diéu kién phai than trong trong cac truong hop:

- tang natri mau vi ¢6 b sung thém natri trong thanh phan cua Gelofusine®,
mat nuéc vi thuding nhing truding hop nay chi cn diéu chinh can bang dich,

- 16i loan dong mau vi viéc sir dung thude dan dén tinh trang pha loang cac yéu t6 déng
mau,

- suy than vi dudng bai tiét binh thuang c6 thé bi suy yéu,

- bénh gan man vi viéc téng hgp albumin va cac yéu t6 déng mau trong gan c6 thé bi
anh hudng va viéc sir dung thudc lai cang lam cho ching bi pha loang hon.

Than trong khi st dung:

Cac chat dién gidi cdn dugc thay thé khi can thiét.

Can phai theo doi dién giai d6 va can bang dich, dac biét Ia trong truémg hgp tang natri

mau, tinh trang mat nudc va suy than.

Trong truong hop ¢6 réi loan déng mau va bénh gan man can phai theo déi cac chi s6

dong mau va albumin huyét thanh

Do kha nang cac phan tng di ung (phan vé/thé phan vé) c6 thé xay ra, viéc theo doi

nguai bénh la thyc sy can thiét.

St dung trong nhi khoa :

Hién chua co kinh nghiém gi khi chi dinh cho tré em dugi mét tuéi.

Str dung trong thoi ky cé thai va cho con bu:

Khong c6 dau hiéu nao ching t6 Gelofusine® gay doc cho thai nhi. Tuy nhién do khéng

thé loai trir kha nang c6 thé xdy ra phan ung di ung (phan vé/thé phan vé), chi nén su

dung cho thai phu sau khi da can nhac téi hau giita rdi ro va ich lgi.

Hién chua c6 théng tin nao néi vé hién tugng Gelofusine® di vao siia me. L
Tdc dung lén cdc chi s6 hod lam sang: e
Céc chi s6 hoa lam sang c6 thé bi anh hudng. Vi vay cac két qua xét nghiém sau day (3i s
phong xét nghiém c6 thé bi tang cao: toc 46 mau lang, ti trong NUGC tiéu va xac dinh (3¢ m—
protein khéng dac thu (vi du bang phuong phap biuret). TR
R
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Director of The Applicant
B. Braun Medical Industries Sdn. Bhd.

B BRAUN

8 Braun Madical Industrics Sda. Bhd,
(Company No: 19051-M)
Panang, Mahyslq

ek Fah
Head of Regulatory Affairs

Teoh Bee Fang
Regulatory Affairs Senior
Executive
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Méi chai chi dung mét lan.
Phan khong dung nia phai huy bo.
s Dung dich vo trung, khong 6 chat gay sot.
E— Kh6ng dugc si dung néu thdy dung dich khong trong suét hoac chai hoac ndp chai c6
e (30 hi€U bi hU i,
= Tuang tac vdi cac thudc khac:
mmmmm C4C tUONg ky c6 thé xdy ra khi tron chung vai cac thuc khac.
mmmmm Anh hudng dén kha nang li xe van hanh may méc :
Khong lién quan
Qud liéu
Viéc dung qua liéu lugng cac dung dich thay thé thé tich c6 thé dén dén tinh trang ting
thé tich mau khong chi dinh kém theo chiic nang tim va phdi bi suy giam lién tuc. Ngay
khi cac triéu ching hé tudn hoan bi qua tai bat dau biéu hién vi du khé the, téc nghén
tinh mach canh, phai ngimg truyén ngay lap tuc.
Tac dung khong mong mudn
Cac tac dung khéng mong muén dugc liét ké theo tan sudt nhu sau:

Rat thong thuang: (2110

Thong thuong: (2 1/100 dén < 1/10)

Khong thong thuong: (2 1/1.000 dén <1/100)
Hiém: (2 1/10.000 dén < 1/1.000)

Rat hiém: (< 1/10.000)

Khong ro: (khéng thé udc lugng tr dr liéu ¢6 san)

Ri loan hé mién dich
Hiém: Cac phan ung di ing phan vé/dang phan vé lén dén shock (bao gém, nhung
khéng gidi han bai khé thd, cac phan ung di ing da chang han nhu mé day. ..)

Trong truong hgp c6 phan (ng dang phan vé, phai ngung truyén ngay 1ap tic va thuc
hién diéu tri cdp cdu nhu thong thuang.
Roi logn tim

Rat hiém: Nhip tim nhanh

Roi loan mach mau

Rat hiém: Ha huyét ap

R6i loan chung va phan ung tai chd

Rat hiém: Sot, on lanh

Roi loan hé tiéu hoa

Khong ré: buén nén, 6i mua, dau bung

340/15241531/0417
Xétnghiém
Khéng ro: gidm bao hoa 6-xy
Réi loan mdu va hé bach huyét
Rat thong thuang: Hematocrit va ndng do protein huyét tuang giam.
Théng thuong (tuy vao liéu duoc truyén): Néu truyén liéu Gelofusine® tuong déi lon sé
gdy loang cac yéu t6 dong mau va vi vay c6 thé anh hudng sy déng mau. Thai gian
Prothrombin c6 thé tang va thai gian thromboplastin ting phdn hoat hod (@PTT) ¢6 thé
bi kéo dai sau khi truyén liéu lon Gelofusine®.

Cic ng 4 he 2 va dié trl cic 13 sy di hs
n

Gidng nhu vai tat ca cac dung dich keo thay thé thé tich, phan Ung di ing (phan vé/thé

phan vé) vai cac muc do nghiém trong khac nhau cé thé xdy ra sau khi truyén Gelofusine®.

Chung biéu hién nhu la cac phan ung cda da (néi mé day) hoac c6 thé gay do bimng mat

va . Rat hiém khi xdy ra truang hop bi tut huyét ap, séc hoac ngiing tim va ho hap.

+ Can cung cap thoa dang nhing thong tin san co cho cac thay thudc va nhan vién y té
vé cac dang va muc do nghiém trong cua cac phan ung bi qui cho la do str dung céc
dung dich keo thay thé thé tich.

« Phai chudn bi sdn sang dung cu va thuéc men cho héi stic cap cuu.

+ Theo dai chat ché nguai bénh trong thai gian truyén thudc va nhat la trong thai gian
truyén 20 - 30 ml dau. . <04

« Phdi ngimg truyén ngay lap tuc khi cé ddu hiéu dau tién cda cac phan ung phy (xem . Date: 2017 04 Us
bang dudi day). Director of The Applicant

Khong c6 phép thir nao timg biét dé nhan biét trudc nhimg ngudi bénh c6 kha nang bi : :

cic phan tng phan vé hos thé phin ve. B. Braun Medical Industries Sdn. Bhd.

Dién bién cia phan ung khong dung nap thuéc khong thé tién doan trudc dugc. Cac

phan ting di ung (phan vé/thé phan vé) déi vdi cac dung dich gelatin ¢6 thé vira la cac

phdn ung do histamin lam trung gian vira la cac phan ung doc lap vai histamin. Dé
phong ngisa, ¢o thé (e ché sy gidi phong histamin béng cac thuéc chen H1 va H2. Viéc st
dung cic corticosteroid dé phong ngifa chua dugc ching minh la c6 tac dung.

Cac phan (ng bt lgi c6 thé xdy ra ca d ngudi tinh téo lan & nhing bénh nhan dang dugc

gdy mé. Tuy nhién trong nhimg pha shock cap tinh do giam thé tich méu, cho dén nay

chua ting bao gid gap cac phan ung di ung (phan vé/thé phan vé).

Handung

24 thang ké tu ngay san xuat.

Bao quan
Khong dé thubc & noi ¢6 nhiét dé trén 30°C.

G BRAUN

8. Braun Medical Industrics Sdn. i,
(Company No: 19051 .M)

Panang, Malaysia

. /N AN~

X tri cap cuu - Cac phan ung phan vé/thé phan vé
Cuong do/ | Phuong thic biéu | Cac dau hiéu & triéu ching Cac bién phap va liéu phap hoa duoc
Capdod hién lam sang
phan ung khutrd | ban dé khu tra

l a trén da

phan ung toan than
I b dang nhe

lo au, nhuc ddu, (ng
néi mé day toan phat, phu
niém, réi loan cdm giac

N g ung truyé‘n Vv é - cac khang histamin H /H, thich hop

“

ek Lasfg Fah
Head of Refulatory Affairs

NN N

phan ung tim mach | tim mach dap nhanh, cung cap truyén cac cac « epinephrin, vi du epinephrin nuét hoac tiém tinh
I I ' tut huyét ap oxy atinh catecho- mach cham. 0,5 - 1,0 ml epinephrin 1:10 000
5 A lamin + cdc corticosteroid tiém tinh mach thich hap

;i/gioac ------- kholhd bél diu co thit « cac khang histamin H /H, néu can

phé qué'n
va/hodc------- i S e
da day ruét budn nén, 6i mua

ha huyét ap nghiém tron + cac catecholamin, vi dy nhu tiém tinh mach cham 1ml

I I I vg bi syéc P =3 epinephrin 1:10 000, tiém nhdc lai néu can véi téng
) liéu khéng vugt qua 10 ml
« truong hgp co phé quan nghiém trong: theophyllin Teoh Bee Fang
tiém tinh mach hich b R | t Aff i S .
. 5 A « cac corticosteroid tiém tinh mach thich hop ato airs Senior

phan Ung toan than | _......orermreririecees « cackhang histamin H /H, néu can €gu Y .
nguy 5@ kho thd nghiém trong va dat ong truyén liéu dung Executive

co that phé quan noi cac chatkeo va cach

khi quan (albumin || dung (xem
nguai) cotbén
phai)
phan ung de doa ngung hé hap va ngiing héi suc + héi sic co ban
IV tinh mang tim cdp cuu « héi suc tich cuc
. tim phéi - cac catecholamin, vi du 10 ml epinephrin 1:10 000
tiém tinh mach, tiém nhac lai néu can.
« luuy dén cac thudc khac nhu:

- noradrenalin, dopamin, dobutamin.
- Natri bicarbonat

(Diéu chinh tir Ahnefeld et al. 1994, Results of an interdisciplinary consensus conference: Anaesthesist 43, 211-222)
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San xuat bai:

B. Braun Medical Industries Sdn. Bhd.
Bayan Lepas Free Industrial Zone
11900 Bayan Lepas,

Pulau Pianang, Malaysia

B/ BRAUN
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P.TRUSNG PHONG
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