GRIFOLS

Albutein® Dich truyén 20%
Album_in (Nguoi) U.S.P.

MO TA:

Albumin (Nguo) U.S.P., Dung dich Albutein® 20% Ia dung
dich nudc vo triing tiém tinh mach don liéu, chira 20%
albumin nquoi (trong lwong/thé tich). Albutein® 20%
duoc bao ché bang phuong phap phan doan con lanh
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tU ho huyet twong nguoi thu duoc tir mau tinh mach,

San pham duoc co dinh bang 0,08 mmol caprylate natri
va 0,08 mmol acetyltryptophanate natri cho moi gram
albumin. : -
Albutein® 20% c6 duong lwong thim thiu ap 4
lén huyét twong ngudi binh thudng cng thé tich.
Albutein® 20% chira 130-160 mEq ion Na# /lit va 6 pH la
U=0:3. HamTwong nhom trong dung dich khong 16m hon
200 meg/lit trong thoi han str dung-euasthudc. Ché pham
khong chira chat bdo quan.
Albutein® 20% duorc xir Iy nhiét & 60 0C trong 10 gio.
Khong thé khang dinh chic chan 13 xit Iy nhiét nay hoan
toan tiéu diét cac tc nhan gdy viém gan siéu vi, tuy
nhién, chua cd trudmg hop nao duoc biét va duoc khang
dinh 1a viém gan vi rit do su dung Albutein® 20%.
DUQC LY LAM SANG:
Albumin 1a protein hinh cdu, ¢ tinh chdt hoa tan cao
(trong Irong phan tir 66.500), tao 70-80% &p sudt tham
keo cua huyet wong, Vi vay, n6 rat quan trong trong diéu
hoa dp suat tham thau clia huyét tuong'?, A’}g\utem 20%
cung cap duong lrong keo xip xi 4 lan huyét twong
nguoi cung thé tich. No lam tang thé tich huyét tuong
tuan hoan xap xi 2,5 an thé tich dich truyén vo trong
15 phit, néu nguoi duor truyén duor cung cap nuéc day
du’. Lugng dich thém nay lam gidm do o ddc mdu va
do, nhét mau. Murc 6 va thoi gian ting thé tich tiy vao
the tich mau ban dau. Khi diu tri bénh nhan v61 the tich
Mau gidm, tic dung cla albumin truyén vao c6 thé ton
tai trong nhiéu gio. Su pha lodng mau kéo dai trong thoi
gian ngan hon khi albumin duoc truyén cho nhitng bénh
nhan ¢6 the tich mau binh thuong. <
Albumin ciing la protein van chuyén va gan két tu nhién
voi cac chat hién hitu, thudc hodc ddc chit luy thdng
trong tuan hoan?. ,
Albumin duoc phdn bo & khép dich ngoai bao va hon 60%
ho albumin co thé nam trong khu vuc ngoai mach. Tong
50 albumin trong co thé mat nquoi dan ong 70 kg xap
Xi 320 g, ¢6 chu ky tuan hoan 15-20 ngay, tong hop va
thodi duding xap xi 15 g / ngay’.

CHi DINH VA SU' DUNG:

Albutein® 20% duorc chi dinh trong:

a)  Diéu tri soc giam the tich?,

b) La thuoc phu tro trong thim tich mau cho bénh

nhan chiu su tham tach dai ngay hoac cho nhimng -

bénh nhan qud tai dich va khong thé dung nap

lrong I dung dich mudi trong diu tri sc hodc ha
huyétdp!, 8 {1,

¢ Trong cdc phau thuat ni tit tudn hoan tim phéj
tim pho; tuy nhién ché d9 diéu tri t6i vu bang dich
truyén chua dugc xéc I4p.
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Nhitng truong hop Albutein® 20% CO THE duoc chi dinh:

= Hai chimg suy hé hp cap ¢ nguoi Ion (ARDS)*.

- Chan thuong ning hodc phau thuat lam su m3t albumin
gia tang hodc sur tong hop khong day due, :

- Than hu cap khong dip (mg diéu tri bang
cyclophosphamide hodc stergid. Liéu php steroid 4
thé lam tang phii né ma cd thé dap img Vi diéu tri phoi
hop albumin va thudc loi tieu’,

- Suy gan cdp hodc cd truong, viéc diéu tri duoc didu
chinh tly tng bénh nhan!. :

Tru phi tinh trang bénh Iy gdy giam albumin huyét duoc dieu
chinh, truyén albumin chi Tam mét cic triéu chimg. KHONG
co ly do hop Iy nao ding albumin nhu chit dinh dudng
truyen tinh mach.

Sir dung & Tré em: Albutein® 20% duroc chi dinh phdi hop
truyén thay mau trong diéu tri tang bilirubin huyét so sinh.
Su st dung, Albutein® 20% ¢ tré em chura duoc danh gid trén
lam sang. Vi véy, bc si nén can nhic giira nguy co'va loi ich
cua viéc st dung Albutein® 20% cho tré em.

CHONG CHI DINH:

- Albutein® 20% chong,chi dinh cho bénh nhan thiéu mau nang

hodc suy tim vsi the tich mau ngi mach binh thugng hodc
téng' Bl
Viéc sir dung Albutein® 20% chong chi dinh & bénh nhan v

bénh st c6 phan img di img véi san pham nay.
CANH BAO:
Sau nhitng béo cdo cho rang ton tai mét nguy co tiéu huyét

toi cdp tiem tang va suy than cip do st st dung khong
ding Nudrc VG trung Pha tiém nhu mot chit ding pha lodng
Albumin (Nguoy’, néu si pha long duoc doi hoi, dung
dich pha loang chap nhin duoc 13 Clorua Natri 0,9% hoac
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Albutein® 20% dwroc san xudt tir hd huyét twong nguoi. Dua
trén su thanh loc nquoi cho huyét twong higu qua va cic
qua trinh san xudt san pham, no mang nquy co vo cung xa
Xi su truyén bénh virus, bao gom ca nguy co trén Iy thuyét
cula st truyen bénh Creutzfeldt-Jakob (C)D). Méc dii chua ¢6
ca truyén bénh do virus hoic CJD nao duoc nhan dién do
dung albumin, nguy co céc téc nhin ldy nhiém khong thé
hoan toan bj loai trir. Bac s7 nén can nhic nhing nquy co'va
9 ich cua viéc str dung san pham nay va nén thao luin dié
nay voi bénh nhan.

Dung dich Albutein® 20% khng nén ding néu thay duc, ¢o
can lang trong lo. Khéng st dung sau khi lo d@ mo nap hon
4 gi0. Viit b phan khong st dung.

CAN THAN:

Albutein® 20% nén duoc truyén cin thin & bénh nhan ¢6
du trir tim thap., )

Truyén nhanh c6 thé qud tai din dén pho phoi. Bénh nhin
nén hduqc theo ddi sit nhing dau hiéu ting &p suit tinh
mach.

Huyét &p ting nhanh sau khi truyén bt budc theo dai can
than doi véi bénh nhan bi chin thuong hosc hdu phau dé
phat hién va diéu tri bénh Iy mach mau trim trong khong
chay mau & dp sudt thap hon. \
Bénh nhan mat nudc dang ké doi hoi truyén dich thém
vao. Albutein® 20% c6 thé truyén voi dich truyén tinh mach
dextrose va salin thdng thuong. Tuy nhién, dung dich nao
chira protein thﬁy phdn hodc con khong duoc phdi hop ciing
mot bo day truyen voi Albutein® 20% vi cg thé gay két tia
protein.
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PHU NI CO THAI VA CHO CON BU

Phu nir mang thai category C: nhimg nghién ciu trén su
sinh san cua thi vat chua duorc thuc hién voi Albutein® 20%.
Ngudi ta ciing chua rd Albutein® 20% c6 hay khong gay ton
thong bao thai khi dung cho phu nit mang thai hoac anh
huéng dén kha ning sinh sén. Albutein® 20% chi dung cho
phu nir mang thai khi that can thiét,

A ’

4, Lip kim tiém vao bd ddy truyén, m¢ khéava dudi khéng
khi khoi kim va ddy truyen, roi dong khoa.

5. Tiém tinh mach va diéu chinh giot. ;

6. Bo hét dung cu tiém truyén sau khi st dung. Bo het
thuoc thira.

Khi bo tiém truyén khong duoc dung: ;

BO nap nhua trén ddu lo, bdc 16 nap cao su. Khir tring nap

7 A

Phil nit cho con bi: khéng co dir lidu trén nquoi hay dong +€a0,su0i dung dich khir trung thich hop, khong dé con ton

vt vé viéc s dung Alputein® 20% & phu nit cho con ba. Chi
st dung néu that su can thit,

ANH HUONG LEN KHA NANG LA XE VA VAN HANH MAY MOC
Khng thiy c6 anh huéng 1én kha néng lai xe va vén hanh
may moc.

PHAN UNG PHU:
Cac tac dung phu hay gép nhat bao gom sot va on lanh;

n6i man, budn non, 6i mira, tim dap nhanh va ha huyét dp
ciing da duoc bdo cdo. Néu phan (ng xay ra truyén cham va
ngung truyén trong thoi gian ngan c6 thé lam mat nhiing
tridu chimg trén. Néu ¢ ngung truyén va bénh nhan doi hoi
phai truyén Albutein® 20%, nén diing san pham cua 16 khac.
Albutein® 20% ddc biét néu truyén nhanh, c6 thé gay qua tai
dan dén phi phoi. Qs * = S8
Dé bao cio CAC TRUONG HOP NGHI NGOGAP PHAI TAC
DUNG PHU, xin lién hé Grifols so dién thoai 1-323-225-2221.

LIEU LUONG VA CACH DUNG:

Albutein® 20% dung tiém truyén tinh mach. Tong liéu thay
doi theo tirng ca nhan. 0

Wi

nquoi lon liéu tiém truyén dau
tién 1a 100 mL duoc dé nghi. Liéu thém vao tly vao chi dinh
lam sang. Khi diéu tri bénh nhn bi sc voi lugng mau giam
i@ in® 20% c6 thé truyén nhanh hon neu can thiét
de cai thién tinh trang |am sang va phuc hoi thé tich mau.
Libu nay co.thé [ap lai trong 15-30 phut néu liéu dau tién
khéng di. O bénh nhan voi thé tich mau binh thuong hodc
giam nhe, toc do truyén thong thuong la 1 mL/phat. = °
Néu su pha loang Albutein® 20% doi hoi trén lam sang, dung
dich pha lodng twrong hop gom dung dich Clorua Natri 0,9%
v trung hodc Dextrose 5% Vo triing trong Nudc'.
Sir dung & Tré em: Sir dung Albutein® 20% o tré em, chua
duoc danh gia trén |am sang. Liéu luong thay doi tuy tinh
trang Iam sang va can nang. Tieu bieu, liéu 1/4 dénl/2 lieu
ngudi 10n cd the truyen, hodc liéu ¢0 thé tinh toan trén co
s0' 0,6 dén 1 gram/kg can nang 3 dén 5 mL Albutein® 20%).
DGi voi tré em vang da do tan huyét s sinh, liéu thich hop
dé gan bilirubin huyét thanh tu do fa 1 gram/kg can nan
' trong sudt qua trinh®. Toc do truyén & tré em bang 1/4 toc
do ngudi lon. e
Ché pham tiém truyén cin duoc kiém tra bang mat dé phat
hién cin Ing va su doi mau trudc khi dem dung, bat cir khi
nao dung dich va chai cho phép.
HUGNG DAN SU' DUNG: (50 mL va 100 mL)
Khi bo tiém truyén dwoc ding: |

B6 ngp nha trén dau 1o, boc 16 ndp cao su. Khir tring nap
cao su vai dung dich khir trung thich hop, khdng dé con ton
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dong. Tudn theo Ky thudt vo trung va chuan bi d 9,@5‘39‘,@3;@..

v0 trung nhu sau:

1. Dong khoa bo day truyen. :

2. L4t nguoc chai, ép chat buong nho giot, choc kim thang
vao chinh giira nap. Khong choc nghiéng hodc xoay van,

3. Lap tirc &t nguoc chai, buong |ong budng nha giot dé

tao tu dong mifc dich thich hop trong buong nhd giot
(day mot nua).

dong. Tuan theo ky thudt vo trung va chuan bi dung cu tiém
v0 tring nhu sau: }

Diing ky thuat v trung, Iap kim loc vao bom tiém nhua
vd trung dung mot lan.

Choc kim loc vao dung dich Albutein® 20%

Rit dung dich Albutein® 20% tir lo vao bom tiém.

Rt va virt b6 kim loc khoi bom tiém.

Lip kim tiém c6 kich c& mong mudn vao bom tiém.

BG hét dung cu tiém truyén sau khi sir dung. Bo hét
thuoc thira,

TRINH BAY:
1. Lo 50 mL Albutein® 20%
2. Lo 100 mL Albutein® 20%

BAO QUAN: e
uan trén. _’:°C_ Tranh dﬁngw’[ £
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KHUYEN CAO

- Poc ky hutng dan sir dung trudc khi dung. Néu can
thém thong tin, xin hoi y kién bac si.

- Thubc ny chi dung theo sur ké don clia thay thuc.

- Thong bao cho bdc si nhimg tac dung khong mong
muén gap phai khi st dung thudc.

0o ™~

-~ Khong dung thuoc sau ngay hét han sit dung da duoc in

trén nhan va bao bi.
HAN DUNG

Thoi han sir dung thubc: 36 thang ké tir ngay san xudt.
Khong str dung sau khi lo da mo nap hon 4 gio.



